RULEMAKING ISSUE

AFFIRMATION
October 31, 2006 SECY-06-0220
FOR: The Commissioners
FROM: Luis A. Reyes

Executive Director for Operations

SUBJECT: FINAL RULE TO UPDATE 10 CFR PART 52, “LICENSES, CERTIFICATIONS,
AND APPROVALS FOR NUCLEAR POWER PLANTS” (RIN AG24)

PURPOSE:

To obtain Commission approval to publish in the Federal Register final amendments to Title 10,
Part 52, “Early Site Permits; Standard Design Certifications; and Combined Licenses for
Nuclear Power Plants,” of the Code of Federal Regulations (10 CFR Part 52) which would also
retitte 10 CFR Part 52 and make conforming changes to related sections of the regulations in
Title 10, Chapter 1.

SUMMARY:

The Nuclear Regulatory Commission (NRC) staff (the staff) is seeking Commission approval of
final amendments to its regulations at 10 CFR Part 52 concerning the licensing and approval
processes for nuclear power plants. The final rule rewrites 10 CFR Part 52, modifies other NRC
regulations to enhance the Agency’s effectiveness and efficiency in implementing the 10 CFR
Part 52 licensing and approval processes, and clarifies the applicability of various requirements
to each of these processes (i.e., early site permit (ESP), standard design approval, standard
design certification, combined license (COL), and manufacturing license).

CONTACT: Nanette Gilles, NRR/ADRA
301-415-1180
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The enhancements to 10 CFR Part 52 are the result of lessons learned during design
certification and ESP reviews and stakeholder discussions about the ESP, design certification,
and COL review processes.

On July 3, 2003 (68 FR 40026), the NRC published in the Federal Register a proposed rule to
clarify regulations related to nuclear power plant licensing under 10 CFR Part 52. After further
consideration, the NRC published a revised proposal of these rule amendments on March 13,
2006 (71 FR 12781). The public comment period for the March 2006 revised proposed rule
closed on May 30, 2006. The NRC received 19 comment letters from industry stakeholders,
other Federal agencies, and individuals during the public comment period. The NRC staff has
considered and resolved all of the public comments received during the comment period and
has modified the rule language, as appropriate. The staff has prepared a separate report,
entitted Comment Summary Report: 10 CFR Part 52, Licenses, Certifications, and Approvals
for Nuclear Power Plants, in which it summarizes the public comments received during the
comment period and discusses the staff's disposition of each comment (Enclosure 3). The
resolution of significant public comments is also discussed in Section IV, “Responses to Specific
Requests for Comments” and, Section V, “Discussion of Substantive Changes and Responses
to Significant Comments” of the enclosed Federal Register notice. The staff believes that this
final rulemaking will improve the effectiveness and efficiency of the licensing and approval
processes in 10 CFR Part 52 for future applicants. In SECY-06-0180, “Supplemental Proposed
Rulemaking on Limited Work Authorizations,” dated August 14, 2006, the staff and the Office of
the General Counsel (OGC) separately transmitted a proposed supplement to the 10 CFR Part
52 rule amending the Commission’s regulations concerning limited work authorizations (LWAS)
under 10 CFR 50.10, “License Required.” The Commission approved publication of the
supplemental proposed rule on October 2, 2006, and the rule was published for comment in the
Federal Register on October 17, 2006 (71 FR 61330). The public comment period for the
supplemental proposed rule closes on November 16, 2006. The objective of the staff and OGC
is that the Commission would approve the LWA changes in a manner such that the LWA
provisions could be published in the Federal Register as part of the final Part 52 rule.

BACKGROUND:

The NRC staff planned to update 10 CFR Part 52 after the first standard design certification
reviews. The proposed rulemaking action began with the issuance of SECY-98-282,

“Part 52 Rulemaking Plan,” on December 4, 1998 (Agencywide Documents Access and
Management Systems (ADAMS) Accession No. ML032801416). The Commission issued

a staff requirements memorandum (SRM) on January 14, 1999 (ADAMS Accession

No. ML032801439), approving the staff's plan for revising 10 CFR Part 52. Subsequently, the
NRC staff obtained considerable stakeholder comment on its planned action. On July 3, 2003,
the NRC published a proposed rule to clarify miscellaneous parts of the NRC'’s regulations,
update 10 CFR Part 52 in its entirety, and incorporate stakeholder comments.

Following the close of the public comment period on the July 2003 proposed rule, a number of
factors led the staff to question whether this proposed rule would meet the Commission’s
objective of improving the effectiveness of NRC processes for licensing future nuclear power
plants. Public comments identified several concerns about whether the proposed rule
adequately addressed the relationship between 10 CFR Part 50, “Domestic Licensing of
Production and Utilization Facilities,” and 10 CFR Part 52. Some commenters also questioned
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whether the proposed rule clearly specified the applicable regulatory requirements for each of
the licensing and approval processes in 10 CFR Part 52.

In addition, through its review of the first three ESP applications, the staff gained additional
insights into the ESP process. The staff also benefitted from public meetings with external
stakeholders on the development of staff guidance on the ESP and COL processes. As a
result, the staff decided that, to more effectively and efficiently implement the licensing and
approval processes for nuclear power plants in 10 CFR Part 52, a substantial rewrite and
expansion of the original proposed rulemaking to include changes throughout the entire body of
NRC regulations in Title 10, Chapter 1, was necessary. The staff again considered previously
submitted comments in developing the most recent proposed rule. On August 25, 2005, the
Agency posted draft rule language on the NRC rulemaking Web site and, on September 6, 2005
(70 FR 52942), published a notice of the availability of the draft rule language in the Federal
Register. On March 13, 2006, the NRC published a revised proposed rule superseding the July
2003 proposed rule.

On March 14, 2006, the NRC staff convened a public workshop to facilitate discussion on the
rulemaking and to answer stakeholder questions regarding the revised proposed rule. A
summary of that workshop and the transcript are available on the NRC’'s Web site (ADAMS
Accession Nos. ML060970324 and ML060810669, respectively). In response to stakeholder
requests, the staff convened a public meeting on April 18, 2006, to discuss specific questions
about the requirements of the revised proposed rule pertaining to LWAs and the severe
accident design features necessary for design certification. A summary of that meeting is
available on the NRC Web site (ADAMS Accession No. ML061140433).

DISCUSSION:

As discussed in the Federal Register notice (Enclosure 1) and in SECY-05-0203, “Revised
Proposed Rule to Update 10 CFR Part 52, ‘Licenses, Certifications, and Approvals for Nuclear
Power Plants,” dated November 3, 2005 (ADAMS Accession No. ML052300372), this
rulemaking rewrites 10 CFR Part 52 to improve the organization, format, and language. The
final rule also contains changes to other NRC regulations to clarify the applicability of various
technical and regulatory requirements throughout Title 10, Chapter 1, to each of the processes
in 10 CFR Part 52.

Rule changes necessary to implement the objectives of the Part 52 rulemaking have been
conformed to refer to the Director of the Office of New Reactors. This should minimize the need
for conforming reviews of the Part 52 rulemaking before final publication in the Federal Register.
However, this does not eliminate the need for a general review of, and conforming
administrative changes to, existing Title10, Chapter 1, regulations.

The staff has redesignated former Appendices O and M of 10 CFR Part 52 on standard design
approvals and manufacturing licenses, respectively, as hew subparts in the revised 10 CFR Part
52. Redesignating these appendices as subparts results in a consistent format and
organization of the requirements applicable to the main licensing and approval processes in

10 CFR Part 52. In addition, the redesignation clarifies that each of these licensing processes
are available to potential applicants as an alternative to the licensing and approval processes in
10 CFR Part 50 (construction permit and operating license). Consistent with the broad scope of
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10 CFR Part 52, the final rule is retitled, “Licenses, Certifications, and Approvals for Nuclear
Power Plants.” The revised 10 CFR Part 52 contains five subparts—ESPs (Subpart A), design
certifications (Subpart B), COLs (Subpart C), design approvals (Subpart E), and manufacturing
licenses (Subpart F). The staff proposes to reserve Subpart D for possible future use.

The staff retained Appendices N and Q of 10 CFR Part 52 in the final rule, but had proposed to
remove them in the proposed rule. Appendix N to 10 CFR Part 52, which addresses duplicate
design licenses, is discussed later in this paper. The staff has also chosen to retain Appendix Q
to 10 CFR Part 52, which addresses early staff review of site suitability issues. Appendix Q
allows the NRC staff to issue a report on site suitability issues for a specific site for which a
potential applicant seeks the NRC staff's input. This process is separate from the ESP process
discussed in Subpart A of 10 CFR Part 52. Although there is some redundancy between the
early review of site suitability issues and the ESP process, to allow ESP and COL applicants
maximum flexibility in seeking early review of issues, the staff has retained Appendix Q to 10
CFR Part 52 in the final rule. This change from the proposed rule is based largely on public
comments.

The staff also reorganized and expanded the scope of the administrative and general regulatory
provisions that precede the 10 CFR Part 52 subparts by adding new sections analogous to

10 CFR 50.4, “Written Communications,” 10 CFR 50.7, “Employee Protection,” 10 CFR 50.9,
“Completeness and Accuracy of Information,” 10 CFR 50.12, “Exemptions,” 10 CFR 50.13,
“Attacks and Destructive Acts,” 10 CFR 50.52, “Combining Licenses,” and 10 CFR 50.53,
“Jurisdictional Limits.” Adding the new sections to 10 CFR Part 52 rather than revising the
comparable sections in 10 CFR Part 50 is more consistent with the general format and content
of the Commission’s regulations.

The staff reviewed the existing regulations in Title 10, Chapter 1, to determine whether they
require modification to reflect the licensing and approval processes in 10 CFR Part 52. This
review had two aspects. First, the staff determined whether an existing regulatory provision
must, by virtue of a statutory requirement or regulatory necessity, be extended to address a

10 CFR Part 52 process and, if so, how the regulatory provision should apply. Second, in
situations in which the Commission has some discretion, the staff determined whether there
were policy or regulatory reasons to extend the existing regulations to each of the 10 CFR

Part 52 processes. Most of the staff's conforming changes occur in 10 CFR Part 50. In making
changes involving the 10 CFR Part 50 provisions, the staff adopted the general principle of
retaining the technical requirements in 10 CFR Part 50 and maintaining all applicable
procedural requirements in 10 CFR Part 52. However, because of the complexity of some
provisions in 10 CFR Part 50 (e.g., 10 CFR 50.34, “Contents of Applications; Technical
Information”), the staff could not universally follow this principle. The enclosed Federal Register
notice provides a description of, and bases for, the conforming changes for each affected part.

The staff has revised the regulatory analysis prepared for the proposed rule based on the
changes made to the final rule. Enclosure 2 to this paper provides the revised regulatory
analysis.
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The following discussion highlights for Commission consideration several new staff proposals in
the final rulemaking:

. ESP Finality on Environmental Issues

. Design Certification Amendments

. Completion of Inspections, Tests, Analyses, and Acceptance Criteria (ITAAC) under a
COL

. Changes to Part 2, “Rules of Practice for Domestic Licensing Proceedings and Issuance
of Orders”

. COLs of Identical Design at Multiple Sites

ESP Finality on Environmental Issues

The staff made several changes in the final rule based on public comments regarding the
requirements for a COL application referencing an ESP and based on further consideration of
the NRC's obligations under the National Environmental Policy Act (NEPA) for such actions. In
the proposed rule, 10 CFR Part 51 would have required the preparation of an environmental
impact statement (EIS) for all COLs referencing an ESP. Several commenters believed that an
ESP and COL met the Council on Environmental Quality (CEQ) regulation definition of
“connected actions,” and should therefore not require the preparation of a new EIS for the
second of the two connected actions, or a revalidation of previous findings if neither the
applicant nor others identify new and significant information. Commenters stated that under
NEPA case law, there was no requirement to prepare a new EIS for the latter of the two
connected actions that were previously evaluated together in a single EIS. The commenters
stated that the EIS prepared at the ESP stage serves as the EIS for issuance of both the ESP
and COL. Commenters stated that the ESP EIS included an evaluation of the environmental
impacts related to issuance of a COL inasmuch as it considered the environmental impact of
plant construction and operation.

The staff continues to believe that it is not necessary to require that all topics be covered in a
single EIS at the ESP stage, and that topics such as alternative energy sources and need for
power may be treated in an EIS supplement at the COL stage when the detailed planning for
the project is completed. As the commenters note, new and significant information may also
prompt the preparation of a supplement to the ESP EIS in connection with the COL application.
The staff has modified the final rule to limit the preparation of a supplementary EIS to those
situations. In view of this resolution of the ESP finality issue, which addresses much of
stakeholders’ concerns in this area, the staff and OGC believe that the final rule need not state
a position on whether the granting of an ESP and the granting of a COL referencing that ESP
are connected actions. Nonetheless, if detailed planning and associated environmental
information is in fact complete when an ESP application is filed, there is no bar to the staff to
prepare, at the ESP stage, an EIS that resolves all environmental matters associated with
construction and operation of a power reactor at the ESP site, including the benefits of such
construction and operation (e.g., need for power), and alternative energy sources. The staff
may then rely on that EIS at the COL stage, provided that new and significant information has
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not been identified. The staff need not label the ESP and COL as connected actions to adopt
this procedure. Accordingly, the staff has modified the final rule to allow for an ESP EIS to
serve as the EIS for a COL application referencing the ESP without supplementation under such
circumstances. In those cases, the staff is proposing to issue an environmental assessment
(EA) with a finding of no new and significant information. The final rule provides that the staff
will prepare a draft EA with a proposed finding of no new and significant information for a COL
application referencing an ESP only if: (1) the final environmental impact statement prepared in
connection with the ESP discloses the economic, technical, or other benefits (e.g., need for
power) and costs of the proposed action, contains an evaluation of alternative energy sources
and resolves all environmental issues related to the impacts of construction and operation of the
facility; and (2) there is no new and significant information identified with respect to issues
related to the impacts of construction and operation of the facility that were resolved in the ESP
proceeding. The draft EA and proposed finding would be issued for public comment. Following
the close of the public comment period, the staff would prepare a recommended final EA and
finding of no new and significant information to be issued by the Commission itself. Thus, the
Commission itself would act as the presiding officer with respect to NEPA matters in this
situation. OGC believes that these changes may meet the “logical outgrowth” test inasmuch as
the Commission posed specific questions on how the NRC would address its NEPA obligations
where a combined license application references an ESP. In addition, the Part 51 changes
constitute changes to the NRC's rules of practice and procedure, inasmuch as Part 51
describes the manner in which the NRC will fulfill its NEPA obligations. NEPA is a procedural
statute, and does not impose substantive obligations on a Federal agency. Therefore, the
changes to Part 51 may be adopted in final form without further notice of opportunity for public
comment.

Some members of the Office of Nuclear Reactor Regulation (NRR) staff believe that the change
allowing preparation of an EA with a finding of no new and significant information for a COL
application referencing an ESP is a significant departure from the approach in the 1989 rule.
These staff members believe that the new approach warrants consideration by external
stakeholders, such as other Federal agencies that have traditionally been interested in the EISs
prepared in support of authorization of construction permits and operating licenses.
Furthermore, these staff members believe that the approach proposed for the final rule
represents a significant departure from the draft proposed rule and are concerned that external
stakeholders have not had an opportunity to comment on the specifics of this alternative
approach. In addition, the same staff members believe that an Agency position on the
"connected actions" issue is a policy matter that the Commission should resolve to preclude
ambiguity in light of the fact that some comments on the proposed rule reflected the view that
issuance of an ESP and issuance of a COL referencing that ESP are connected actions. These
staff members believe that an agency may take a major Federal action (such as issuing a COL)
without preparing an EIS only if the action is connected to a previous agency action with a
supporting EIS that covers the same purpose and need as the follow on action. The staff and
OGC have considered these matters and continue to support the final rule as presented in
Enclosure 1.

Another area of significant public comment was concern about the perceived loss of finality
previously awarded to environmental issues addressed in an ESP. Commenters were
concerned that, under the proposed rule, interveners could litigate a previously evaluated
environmental issue simply by alleging that new information existed which altered the prior
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conclusions. The staff agreed with the commenters that the rule language should be modified
in the final rule to reflect more clearly the finality of environmental issues resolved in an ESP.

Therefore, the final rule limits environmental contentions that may be litigated to “any significant
environmental issue related to the impacts of construction and operation of the facility that was
not previously resolved in the proceeding on the ESP application, or any issue involving the
impacts of construction and operation of the facility that was previously resolved in the
proceeding on the ESP application for which new and significant information has been
identified.” The staff believes that the regulations and the applicable case law interpreting
NEPA allow the staff to incorporate the ESP EIS by reference in the COL EIS. However, the
staff must address any new and significant information for issues that were resolved in the ESP
EIS.

Another issue raised by commenters was the definition of “new and significant” information in
the proposed rule as it applies in the context of a COL application referencing an ESP.
Commenters were opposed to wording in the text of the proposed rule that would require COL
applications to include, “any new and significant information on the site or design to the extent
that it differs from, or is in addition to, that discussed in the early site permit environmental
impact statement.” Commenters stated that a COL applicant should only provide information
about a previously considered environmental issue if it is both new and significant, not simply
different from or in addition to previously presented information.

The staff agrees with the commenters and has modified 10 CFR Part 51 in the final rule to
require that COL applicants referencing an ESP include any new and significant information for
issues related to the impacts of construction and operation of the facility that were resolved in
the ESP proceeding. Conversely, matters related strictly to siting (i.e., evaluation of alternative
sites and a determination of whether there is an obviously superior alternative site), are finally
resolved at the ESP stage and there is no need to provide new and significant information on
those matters. The staff, in the context of a combined license application that references an
ESP, has defined the term “new” in the phrase “new and significant information” as any
information that was both (1) not considered in preparing the ESP environmental report or EIS
(as may be evidenced by references in these documents, applicant responses to NRC requests
for additional information, comment letters, etc.) and (2) not generally known or publicly
available during the preparation of the EIS (such as information in reports, studies, and
treatises). This new information may or may not be significant. For an issue to be significant, it
must be material to the issue being considered, i.e., it must have the potential to affect the
finding or conclusions of the NRC staff's evaluation of the issue. The COL applicant need only
provide information about a previously resolved environmental issue if it is both new and
significant. The NRC staff will verify that the applicant’s process for identifying new and
significant information is effective.

Design Certification Amendments

In Section V of the proposed rule (Question #14), the Commission stated that it was considering
adopting an additional provision in 10 CFR 52.63(a)(1) that would allow amendments of design
certification rules (DCRS) to incorporate generic resolutions of design acceptance criteria (DAC)
or other design information without meeting the special backfit requirement in the former 10
CFR 52.63(a)(1). By allowing for a DCR amendment to generically resolve DAC, the
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Commission would resolve additional design issues, would achieve finality for those issue
resolutions, and would avoid repetitive consideration of those design issues in individual COL
proceedings.

In response to Question #14, many commenters encouraged the NRC to include a process that
would allow for amendments to the DCR to incorporate “beneficial” changes resulting from first-
of-a-kind engineering, would apply the amendment to all plants referencing the certified design,
and would only allow amendments before issuance of the first COL that referenced the DCR.
Some commenters also proposed that the amendment process allow for generic resolutions of
errors in the certification information or design changes that result from lack of availability of
components specified in the original DCR.

The staff's deliberations on these proposals considered the Commission’s goal for design
certification, which is to achieve and maintain the benefits of standardization. The Commission
stated in the original 10 CFR Part 52 (April 18, 1989; 54 FR 15372) that achievement of the
enhanced safety, made possible by standardization will be frustrated if changes to either a
certified design or the plants referencing it are permitted too frequently. As a result, the former
10 CFR 52.63(a)(1) contained a special backfit requirement to restrict changes and to require
that everyone meet the same backfit standard for generic changes, thereby ensuring that all
plants built under a referenced DCR would be standardized. The staff is still determined to
achieve the benefits of standardization, but recommends allowing amendments of certification
information provided the amendment will be applied to all plants that reference the DCR. In
determining whether to codify a proposed amendment, the NRC will give special consideration
to comments from applicants or licensees who reference the DCR regarding whether they want
to backfit their plants with these additional design changes.

Therefore, the staff has included in the final rule a DCR amendment process in 10 CFR
52.63(a)(1) for Commission consideration. The process allows for: (1) generic resolutions of
DAC; (2) correction of errors; or (3) increasing standardization, without meeting the special
backfit requirement. These amendments will apply to all plants that have referenced or will
reference the DCR. The staff believes that these amendments will enhance standardization by
further completing or correcting the certification information. A detailed discussion of the
comments on the amendment process is provided in Section V.C.7.g of the final rule.

Completion of ITAAC Under a COL

After consideration of the tasks that must be completed to support a Commission finding that
the acceptance criteria in the COL are met (under 10 CFR 52.103(q)), the staff has made
several changes to the regulations governing ITAAC. The staff has added a new § 52.99(a) in
the final rule to require that a licensee submit to the NRC, no later than 1 year after issuance of
the COL, its detailed schedule for completing the inspections, tests, or analyses in the ITAAC.
This provision also requires the licensee to submit updates to the ITAAC schedule every

6 months thereafter. Within 1 year of its scheduled date for initial loading of fuel, the licensee
must submit updates to the ITAAC schedule every 30 days. In the proposed rule, the NRC
sought stakeholder feedback on whether the final rule should include such a provision.
Although commenters did not believe that a regulatory requirement for submission of a schedule
was necessary, the staff disagrees. An ITAAC schedule is necessary to ensure that the NRC
has sufficient information to plan all of the activities required for the staff to support the
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Commission’s timely determination as to whether all of the ITAAC were met before the
licensee’s scheduled date for fuel load.

The staff has made further changes in the final rule to the proposed 10 CFR 52.99(c), which
requires the licensee to notify the NRC that the required inspections, tests, and analyses in the
ITAAC were completed and the acceptance criteria met. The staff has modified 10 CFR
52.99(c) in the final rule to clarify, in paragraph (c)(1), that the notification must contain sufficient
information to demonstrate that the acceptance criteria for the ITAAC were met. The staff is
adding this clarification to ensure that COL applicants and holders are aware that the NRC
expects the notification of ITAAC completion to contain more information than just a simple
statement that the licensee believes the ITAAC were completed and the acceptance criteria
met. The NRC plans to prepare regulatory guidance providing further explanation of what
constitutes “sufficient information” for such a demonstration. In addition, the staff has added a
new paragraph (c)(2) requiring that, if the licensee has not provided, by the date 225 days
before the scheduled date for initial loading of fuel, the notification required by paragraph (c)(1)
for all ITAAC, then the licensee must notify the NRC that the inspections, tests, or analyses for
all uncompleted ITAAC will be successfully completed and all acceptance criteria will be met
prior to initial operation (consistent with the Atomic Energy Act (AEA), Section 185.b,
requirement that the Commission, “prior to operation,” find that the acceptance criteria in the
combined license are met). The notification must be provided no later than the date 225 days
before the scheduled date for initial loading of fuel, and must provide sufficient information to
demonstrate that the inspections, tests, or analyses will be successfully completed and the
acceptance criteria for the uncompleted ITAAC will be met, including, but not limited to, a
description of the specific procedures and analytical methods to be used for performing the
inspections, tests, and analyses and determining that the acceptance criteria have been met.
Paragraph (e) has been revised to require that the NRC make available to the public the
notifications to be submitted under § 52.99(c)(1) and (c)(2), no later than the Federal Register
notice of intended operation and opportunity for hearing on ITAAC under § 52.103(a). A
conforming change is included in § 2.105(b)(3) to require that the § 52.103(a) notice reference
the public availability of the § 52.99(c)(1) and (2) notifications. The staff is proposing that the
paragraph (c)(2) notification be set at 225 days before the date scheduled for initial loading of
fuel, in order to ensure that the licensee notifications are publicly available through the NRC
document room and online through the NRC Web site at the same time that the § 52.103(a)
notice is published in the Federal Register. The staff's goal is to publish that notice 210 days
before the date scheduled for fuel loading, but in all cases the § 52.103(a) notice would be
published no later than 180 days before scheduled fuel load, as required by Section 189.a(1)(B)
of the AEA.

In the proposed rule, the NRC requested stakeholder feedback on whether a provision on
completion of ITAAC in a set time period prior to fuel load should be added to the final rule.
Commenters did not support addition of such a requirement, and the staff has not included a
provision requiring the completion of all ITAAC by a certain time prior to the licensee’s
scheduled fuel load date. Instead, the staff has decided to modify the concept slightly by
requiring the licensee to submit, with respect to ITAAC which have not yet been completed
225 days before the scheduled date for initial loading of fuel, additional information addressing
whether those inspections, tests, and analyses will be successfully completed and the
acceptance criteria met before initial operation. The staff believes it is necessary to add the
new provision in § 52.99(c)(2) to ensure it has sufficient information to complete all of the
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activities necessary for the Commission to make a determination as to whether all of the ITAAC
have been or will be met prior initial operation. In the case where the licensee has not
completed all ITAAC by 225 days prior to its scheduled fuel load date, the staff expects the
information that the licensee submits related to uncompleted ITAAC to be sufficiently detailed
such that it can determine what activities it will need to undertake to determine if the acceptance
criteria for each of the uncompleted ITAAC have been met, once the licensee notifies the staff
that those ITAAC have been successfully completed and their acceptance criteria met. In
addition, the staff is adding the requirements in paragraphs (c)(1) and (c)(2) to ensure that
interested persons will be able to meet the AEA, Section 189.a(1), threshold for a hearing with
respect to both completed and as-yet uncompleted ITAAC. The staff therefore expects that the
information submitted by licensees in the § 52.99(c)(2) notification will be sufficiently complete
and detailed such that any licensee response to a contention on either completed or
uncompleted ITAAC would ordinarily be answered solely by reference to information contained
in the notification. Furthermore, the staff expects that any contentions submitted by prospective
interveners regarding uncompleted ITAAC would focus on the inadequacies of the procedures
and analytical methods described by the licensee for completing those ITAAC in the context of
the reasonable assurance finding under 10 CFR 52.103(b)(2). Therefore, the level of detall
provided by the licensee should be sufficient to allow a prospective intervener to form such
judgments by reference to that information. The staff plans to prepare regulatory guidance
providing further explanation of what constitutes “sufficient information” to demonstrate that the
inspections, tests, or analyses for uncompleted ITAAC will be successfully completed and the
acceptance criteria for the uncompleted ITAAC will be met.

The staff notes that, even though it did not include a provision requiring the completion of all
ITAAC by a certain time prior to the licensee’s scheduled fuel load date, the staff will require
some period of time to perform its review of the last ITAAC once the licensee submits its
notification that the ITAAC has been successfully completed and the acceptance criteria met. In
addition, the Commission will require some period of time to perform its review of the staff’'s
conclusions regarding all of the ITAAC and the staff’'s recommendations regarding the
Commission finding under 10 CFR 52.103(g). The staff notes in the “Supplementary
Information” section of the attached Federal Register notice that licensees should structure their
construction schedules to take into account these time periods. The staff intends to develop
regulatory guidance on the licensee’s completion and NRC verification of ITAAC and will
provide estimates of the time it expects to take to verify successful completion of various types
of ITAAC. The staff expects that such guidance, along with frequent communication with
licensees during construction, will provide licensees with adequate information to plan initial fuel
loading and related activities.

Changes to 10 CFR Part 2, “Rules of Practice for Domestic Licensing Proceedings and
Issuance of Orders”

In the March 2006 proposed rule, changes to 10 CFR Part 2 were largely limited to conforming
changes to address Part 52 processes, including design certifications in Subpart H. However,
in response to public comments, the staff is proposing additional changes to 10 CFR Part 2
regarding the NRC's rules of practice and procedure. Such changes can be made in the final
10 CFR Part 52 rule without renoticing under the Administrative Procedures Act (APA)

(552 U.S.C. 553(b)(A)).
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The staff revised 10 CFR 2.101(a-1) and Subpart F of 10 CFR Part 2 to provide for early
consideration and a partial early decision on site suitability issues associated with an application
fora COL. Currently, 10 CFR 2.101(a-1) and Subpart F may be used only in connection with
applications for construction permits.

The staff is revising 10 CFR 2.101(a)(5) to allow COL applications to be submitted in two parts,
with the environmental information submitted in one part and the remaining information
submitted in a second part. Currently, 10 CFR 2.101(a)(5) may only be used in connection with
applications for construction permits.

The staff is revising 10 CFR 2.340, “Initial Decision in Contested Proceedings on Applications
for Facility Operating Licenses; Immediate Effectiveness of Initial Decision Directing Issuance of
Amendment of Construction permit or Operating License,” and making conforming changes
throughout Part 2, to remove the restrictions currently in 10 CFR 2.340(f) and (g) regarding the
immediate effectiveness of initial decisions in contested proceedings for nuclear power plants,
as well as initial decisions in all other contested proceedings, such as specifically-licensed
independent spent fuel storage installations, monitored retrievable storage, a high-level waste
repository, and enforcement proceedings. The final rule also removes the “automatic stay for
Commission review” provisions with respect to issuances of facility construction permits and
operating licenses in the current rule, and does not include the March 2006 proposals to extend
the “automatic stay” provisions to issuances of ESPs, combined licenses, manufacturing
licenses, and to issuance of § 52.103(g) findings.

These restrictions, which were adopted after the 1979 accident at Three Mile Island, provide
that the presiding officer's decision on a construction permit is not effective until the
Commission reviews and acts on the decision. Consequently, there is an “automatic stay” of a
presiding officer's decision on an operating license (other than a low-power license) pending
Commission review. Under the final rule, the Director of either NRR or the Office of New
Reactors (NRO), as appropriate, in a contested proceeding shall issue an LWA, construction
permit, or license within 10 days of the issuance of a presiding officer’s initial decision (1) if the
Commission or the Director has otherwise made all necessary findings for issuance of the
authorization, permit, or license; and (2) notwithstanding the pendency of a petition for
reconsideration under 10 CFR 2.345 “Petition for Reconsideration,” a petition for review under
10 CFR 2.341, “Review of Decision and Action of Presiding Officer,” a motion for stay under

10 CFR 2.342, “Stays of Decisions,” or a petition under 10 CFR 2.206, “Requests for Action
under this Subpart.” The final rule also authorizes the Commission or the appropriate Director
in a contested proceeding to make the finding on ITAAC under 10 CFR 52.103(g) within 10 days
of the issuance of a presiding officer’s initial decision (1) if the Commission or the Director has
made findings for all ITAAC which are not within the scope of the initial decision of the presiding
officer; and (2) notwithstanding the pendency of a petition for reconsideration under 10

CFR 2.345, a petition for review under 10 CFR 2.241, a motion for stay under 10 CFR 2.342, or
a petition under 10 CFR 2.206.

Finally, 10 CFR 2.104 is further revised from the proposed rule to add provisions addressing the
nature of the Agency’s adjudicatory inquiry in a COL hearing. First, the final rule makes clear
that in a contested COL hearing, the Agency’s adjudicatory review with respect to the
uncontested matters is limited to those matters which must otherwise be addressed in an
uncontested construction permit proceeding. Similarly, the final rule provides that in an
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uncontested COL hearing, the overall Agency adjudicatory review is limited to those matters
which must otherwise be addressed in an uncontested construction permit proceeding. Third,
the final rule provides that where the COL references an ESP, the overall Agency adjudicatory
review is further limited to those matters which must otherwise be addressed in an uncontested
construction permit proceeding, but have not been addressed in the ESP. This represents a
change from the March 2006 proposed rule, which essentially made no distinction with respect
to the nature of the adjudicatory review in either an uncontested or contested COL hearing, or a
COL hearing referencing an ESP.

COLs of Identical Design at Multiple Sites

Appendix N to 10 CFR Part 50 and 10 CFR Part 52 affords procedural benefits with respect to
the application and hearing process for construction permit or operating license applicants who
reference a common, “duplicate” design for their reactors. The March 2006 proposed rule
would have removed Appendix N from 10 CFR Part 52. Upon reconsideration, the staff
concluded that the Appendix N to 10 CFR Part 52 procedures would extend the “design-
centered” review approach into the conduct of hearings on COLSs referencing the same design.
Therefore, the staff has restored Appendix N to 10 CFR Part 52, revised its title to reflect that it
applies to applications referencing an “identical design,” and made conforming changes to allow
COL applicants to use its procedural provisions. The staff did make conforming changes to
Subpart D of 10 CFR Part 2 to reflect the expanded scope of Appendix N to 10 CFR Part 52.
The NRC may make these changes to the Agency’s rules and practice and procedures in the
final 10 CFR Part 52 rule without renoticing under the APA.

Resolution of Additional Issues

The resolution of the issues discussed in SECY-05-0203 can be found in the enclosed Federal
Register notice. In addition, SECY-02-0180, “Legal and Financial Policy Issues Associated with
Licensing New Nuclear Power Plants,” dated October 7, 2002, identified two issues for future
resolution that are related to the issuance of COLs. These issues are the delayed use of COLs,
which includes banking of COLs, and the testing of new design features before issuance of a
COL.

The staff has addressed all of the issues associated with requirements for testing of new design
features in Section V.B of the final rule. The requirements for testing that are necessary to
demonstrate the performance of new safety systems and components are set forth in the new
10 CFR 50.43(e). These new requirements also provide an option for an applicant to request
approval to demonstrate the performance of new design features with a licensed prototype
plant.

The issue of the delayed use of a COL was initially identified during discussions on licensing of
multiple, modular (small) reactors. The Nuclear Energy Institute proposed that the NRC issue
COLs for all of the modular reactors addressed in the application simultaneously even though
construction may be delayed for many of the reactors for an indefinite time. As the staff stated
in SECY-02-0180, this delayed use of COLs would be inconsistent with the Commission’s policy
on the duration of design approvals.
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As a result of the Energy Policy Act of 2005, the 40-year period of operation under a COL will
begin when the Commission makes its finding under 10 CFR 52.103(g) and the duration of the
construction period, or the effective design approval for custom plants, would not be specified.
Some of the prospective COL applicants have stated that they do not have definite plans to
begin construction of their plant(s). Allowing a licensee to hold a COL for an indefinite time
before beginning construction, would conflict with NRC’s concept of the COL process and
application of the backfit rule. NRC developed the COL process with the understanding that the
licensee would begin construction upon receipt of the COL, which is consistent with past
practice on issuance of construction permits. Also, in the past, NRC did not apply the backfit
rule (10 CFR 50.109) until the operating license was issued. Under the revised 10 CFR 50.109,
the backfit rule becomes applicable upon issuance of the COL. This change was made based
on our understanding that design issues would be resolved before issuance of the COL and the
licensee would begin construction upon receipt of the COL. With this understanding, 10 CFR
50.109 would protect the licensee during construction and during operation. The changes to the
backfit rule were not intended to protect a licensee from new requirements during some
indefinite time before the start of substantial construction.

The staff did not provide regulations in the final rule to address concerns with proposals to delay
use of a COL. If the Commission is concerned about delays in initiation of construction by a
particular applicant, it could either withhold issuance of the COL until the applicant is prepared
to begin substantial construction or condition the COL to delay application of the backfit rule
until the licensee has begun substantial construction.

RECOMMENDATIONS:

That the Commission:

1. Approve for publication in the Federal Register the enclosed notice of final rulemaking
(Enclosure 1).

2. Certify that this rule, if promulgated, will not have a significant economic impact on a
substantial number of small entities in order to satisfy the requirements of the Regulatory
Flexibility Act, 5 U.S.C. 605(b).

3. Note that:

a. That staff has prepared a final regulatory analysis for this rulemaking
(Enclosure 2).

b. The staff has determined that this action is not a “major rule,” as defined in the
Congressional Review Act of 1996 (5 U.S.C 804(2)) and has confirmed this
determination with the Office of Management and Budget.

C. The proposed LWA rule, which has been provided to the Commission would, if
adopted, further modify the final 10 CFR Part 52 rule.

d. The appropriate Congressional committees will be informed.
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e. A press release will be issued by the Office of Public Affairs when the final
rulemaking is filed with the Office of the Federal Register.

f. The final rule contains amended information collection requirements subject to
the Paperwork Reduction Act of 1995 (44 U.S.C. 3501, et seq.). The Office of
Management and Budget (OMB) has withheld approval of the information
collection requirements until such time that public comments on these
requirements and any changes made in response to those comments are
submitted to the OMB. OMB review and approval must occur before publication
of the final rule in the Federal Register.

RESOURCES:

To complete the rulemaking, 0.8 full-time equivalent (FTE) (.5 FTE for NRR and .3 FTE for
OGQC) is needed in the Fiscal Year (FY) 2007 and is included in the FY 2007 budget.

COORDINATION:

The Commission’s January 30, 2006 SRM (ADAMS Accession No. ML060300640) directed the
staff to provide the proposed final rule without review by the Committee to Review Generic
Requirements (CRGR) and to seek feedback from the Advisory Committee on Reactor
Safeguards (ACRS) on technical issues during the public comment period. Accordingly, the
staff has provided an information copy of the final rule to the CRGR. The staff briefed the ACRS
on the revised proposed rule for 10 CFR Part 52 on May 5, 2006, and received its feedback by
letter on May 22, 2006 (ADAMS Accession No. ML061450310). OGC has no legal objection to
this paper. The Office of the Chief Financial Officer has also reviewed this paper for resource
implications and has no objections. In addition, the Office of Nuclear Security and Incident
Response coordinated the changes related to offsite emergency preparedness with the
Department of Homeland Security.

/RA William F. Kane Acting for/

Luis A. Reyes
Executive Director
for Operations

Enclosures:

1. Federal Register Notice

2. Regulatory Analysis

3. Comment Summary Report:
10 CFR Part 52, Licenses,
Certifications, and Approvals
for Nuclear Power Plants
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. Background.

A. Development of Proposed Rule.



On July 3, 2003 (68 FR 40026), the NRC published a proposed rulemaking that would
clarify and/or correct miscellaneous parts of the NRC’s regulations; update 10 CFR part 52 in its
entirety; and incorporate stakeholder comments. On March 13, 2006 (71 FR 12781), the NRC
issued a revised proposed rule that would rewrite part 52, make changes throughout the
Commission’s regulations to ensure that all licensing processes in part 52 are addressed, and
clarify the applicability of various requirements to each of the processes in part 52 (i.e., early
site permit, standard design approval, standard design certification, combined license, and
manufacturing license). This proposed rule superseded the July 3, 2003, proposed rule.

The NRC issued 10 CFR part 52 on April 18, 1989 (54 FR 15372), to reform the NRC’s
licensing process for future nuclear power plants. The rule added alternative licensing
processes in 10 CFR part 52 for early site permits, standard design certifications, and
combined licenses. These were additions to the two-step licensing process that already existed
in 10 CFR part 50. The processes in 10 CFR part 52 allow for resolving safety and
environmental issues early in licensing proceedings and were intended to enhance the safety
and reliability of nuclear power plants through standardization. Subsequently, the NRC certified
four nuclear power plant designs under subpart B of 10 CFR part 52—the U.S. Advanced Boiling
Water Reactor (ABWR) (62 FR 25800; May 12, 1997), the System 80+ (62 FR 27840; May 21,
1997), the AP600 (64 FR 72002; December 23, 1999), and the AP1000 (71 FR 4464;

January 27, 2006). These design certifications are codified in appendices A, B, C, and D of
10 CFR part 52, respectively.

The NRC planned to update 10 CFR part 52 after using the standard design certification
process. The proposed rulemaking action began with the issuance of SECY-98-282, “Part 52
Rulemaking Plan,” on December 4, 1998. The Commission issued a staff requirements
memorandum (SRM) on January 14, 1999 (SRM on SECY-98-282), approving the NRC staff's
plan for revising 10 CFR part 52. Subsequently, the NRC obtained considerable stakeholder
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comment on its planned action, conducted three public meetings on the proposed rulemaking,
and twice posted draft rule language on the NRC’s rulemaking Web site before issuance of the

July 2003 proposed rule.

B. Publication of Revised Proposed Rule.

A number of factors led the NRC to question whether the July 2003 proposed rule would
meet the NRC’s objective of improving the effectiveness of its processes for licensing future
nuclear power plants. First, public comments identified several concerns about whether the
proposed rule adequately addressed the relationship between part 50 and part 52, and whether
it clearly specified the applicable regulatory requirements for each of the licensing and approval
processes in part 52. In addition, as a result of the NRC staff’s review of the first three early
site permit applications, the staff gained additional insights into the early site permit process.
The NRC also had the benefit of public meetings with external stakeholders on NRC staff
guidance for the early site permit and combined license processes. As a result, the NRC
decided that a substantial rewrite and expansion of the July 2003 proposed rulemaking was
desirable so that the agency may more effectively and efficiently implement the licensing and
approval processes for future nuclear power plants under part 52.

Accordingly, the Commission decided to revise the July 2003 proposed rule and
published a revised proposed rule for public comment on March 13, 2006. This revised
proposed rule contained a rewrite of part 52, as well as changes throughout the NRC'’s
regulations, to ensure that all licensing and approval processes in part 52 are addressed, and to
clarify the applicability of various requirements to each of the processes in part 52. In light of

the substantial rewrite of the July 2003 proposed rule, the expansion of the scope of the



rulemaking, and the NRC’s decision to publish the revised proposed rule for public comment,
the NRC decided that developing responses to comments received on the July 2003 proposed
rule would not be an effective use of agency resources. The NRC requested that commenters
on the July 2003 proposed rule who believed that their earlier comments were not adequately

addressed in the March 2006 proposed rule resubmit their comments.

Il. Overview of Public Comments.

The public comment period for the March 2006 revised proposed rule expired on
May 30, 2006. The NRC received 19 comment letters from industry stakeholders, other
Federal agencies, and individuals during the public comment period. The NRC has considered
and resolved all of the public comments received during the comment period and has made
modifications to the rule language, as appropriate. The NRC has prepared a separate report,
entitted Comment Summary Report: 10 CFR Part 52, Licenses, Cettifications, and Approvals
for Nuclear Power Plants, in which it summarizes the public comments received and discusses
the agency’s disposition of each comment. This report is available to the public as discussed in
Section VII of the Supplementary Information of this document. The resolution of significant
public comments is also discussed in Section IV, Responses to Specific Requests for
Comments and, Section V, Discussion of Substantive Changes and Responses to Significant

Comments in this document.

lll. Reorganization of Part 52 and Conforming Changes in the NRC’s Regulations.



Since the adoption of 10 CFR part 52 in 1989, the NRC and its external stakeholders
identified a number of interrelated issues and concerns with the licensing process. One
significant concern was that the overall regulatory relationship between part 50 and part 52 was
not always clear. In the former rules, it was often difficult to tell whether general regulatory
provisions in part 50 apply to part 52. One example is whether the absence of an exemption
provision in part 52 denotes the NRC’s determination that exemptions from part 52
requirements are not available, or that these exemptions are controlled by § 50.12. A related
problem is the current lack of specific delineation of the applicability of NRC requirements
throughout 10 CFR Chapter 1 to the licensing and approval processes in part 52. For example,
the indemnity and insurance provisions in part 140 were not revised to address their
applicability to applicants for and holders of combined licenses under subpart C of part 52.
Even where part 52 provisions referenced specific requirements in part 50, it was not always
clear from the language of the part 50 requirement how that requirement applied to the part 52
processes. For example, § 52.47(a)(1)(i) provides that a standard design certification
application must contain the “technical information which is required of applicants for
construction permits and operating licenses by 10 CFR...part 50...and which is technically
relevant to the design and not site-specific.”

The language did not explicitly identify the part 50 requirements that are “technically
relevant to the design.” Even where a specific regulation in part 50 is identified as a
requirement, the language of the referenced regulation itself was not changed to reflect the
specific requirements as applied to the part 52 processes. For example, § 52.79(b) provides
that the application must contain the “technically relevant information required of applicants for
an operating license required by 10 CFR 50.34.” Other than the fact that this language shares
the problem discussed earlier of what constitutes a “technically relevant” requirement,

§ 50.34(b) is based upon the two-step licensing process whereby certain important information
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is submitted at the construction permit stage, and then supplemented with more detailed
information at the operating license stage. Thus, it could be asserted that certain information
that must be submitted in the construction permit application, e.g., the “principal design criteria
for the facility” required by § 50.34(a)(3)(i), may be regarded as not required to be submitted for
a combined license application under the former version of part 52.

Another potential source of confusion is that the different subparts of part 52 and the
appendices on standard design approvals and manufacturing licenses are not organized using
the same format of individual sections (e.g., “Scope of subpart,” followed by “Relationship to
other subparts,” followed by “Filing of application”). Moreover, the organization and textual
content of identically-titled sections differs among the subparts, and with appendices M, N, O,
and Q, which establish additional licensing and approval processes. While these differences do
not constitute an insurmountable problem to their use and application, it became apparent to
the Commission that adoption of a common format, organization, and textual content would
enhance usability and result in increased regulatory effectiveness and efficiency.

In the 2003 proposed rule, the NRC proposed several changes that were intended to
address some (but not all) of these issues. However, based upon comments received on the
2003 proposed rule, the NRC’s experience to date with early site permit applications,
interactions with external stakeholders concerning NRC guidance for combined license
applications, and NRC'’s screening of 10 CFR Chapter 1 requirements following the receipt of
public comments on the 2003 proposed rule, the NRC concluded that the 2003 proposed rule
would not adequately address and resolve these issues.

Accordingly, in the March 13, 2006, proposed rule the NRC took a more comprehensive
approach to addressing these issues by reorganizing part 52, implementing a uniform format
and content for each of the subparts in part 52, using consistent wording and organization of
sections in each of the subparts, and making conforming changes throughout 10 CFR
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Chapter 1 to reflect the licensing and approval processes in part 52. The NRC also coordinated
and reconciled differences in wording among provisions in parts 2, 50, 51, and 52 to provide
consistent terminology throughout all of the regulations affecting part 52. Under the NRC'’s
reorganization of part 52, the existing appendices O and M on standard design approvals and
manufacturing licenses, respectively, have been redesignated as new subparts in part 52.
Redesignating these appendices as subparts in part 52 has resulted in a consistent format and
organization of the requirements applicable to each of the licensing and approval processes. In
addition, the redesignation clarifies that each of the licensing and approval processes in these
appendices are available to potential applicants as an alternative to the processes in part 50
(construction permit and operating license) and the existing subparts A through C of part 52.
The Commission does not, by virtue of this redesignation, either favor or disfavor the processes
in the former appendices M and O of part 52. Rather, the Commission is standardizing the
format and organization of part 52, and clarifying the full range of alternatives that are available
under part 52 for use by potential applicants. Consistent with the broad scope of part 52, the
NRC has retitled 10 CFR part 52 as “Licenses, Certifications, and Approvals for Nuclear Power
Plants.”

The NRC has also reorganized and expanded the scope of the administrative and
general regulatory provisions that precede the part 52 subparts by adding new sections on
written communications (analogous to § 50.4), employee protection (analogous to § 50.7),
completeness and accuracy of information (analogous to § 50.9), exemptions (analogous to
§ 50.12), combining licenses (analogous to § 50.52), jurisdictional limits (analogous to § 50.53),
and attacks and destructive acts (analogous to § 50.13). The NRC believes that adding the
new sections to part 52 rather than revising the comparable sections in part 50 is more
consistent with the general format and content of the Commission’s regulations in each of the

parts of Title 10.



Appendix N, which addresses duplicate design licenses, has been retained in both
part 52 and part 50 to afford future applicants flexibility and to retain the possibility of achieving
regulatory efficiencies in part 52 combined license proceedings. Since the preparation of the
March 2006 proposed rule, several industry groups have announced their intention to seek
combined licenses utilizing the same design. In view of this industry development, the NRC
believes that there is potential utility to keeping the option of appendix N open to potential
combined license applicants. Accordingly, the NRC is retaining in part 52 the procedural
alternative provided in appendix N, and revising its language to make its provisions applicable
to combined licenses using identical designs. Appendix Q, which addresses early staff review
of site suitability issues, is also retained in part 50 and part 52. Appendix Q provides for NRC
staff issuance of a staff site report on site suitability issues with respect to a specific site for
which a potential applicant seeks the NRC staff’s views. The staff site report is issued after
receiving and considering the comments of Federal, State, and local agencies and interested
persons, as well as the views of the Advisory Committee on Reactor Safeguards (ACRS), but
only if site safety issues are raised. The staff site report does not bind the Commission or a
presiding officer in any hearing under part 2. This process is separate from the early site permit
process in subpart A of part 52. The NRC recognizes that there appears to be some
redundancy between the early review of site suitability issues and the early site permit process.
However, in order to allow early site permit and combined license applicants maximum flexibility
in seeking early review of issues, the NRC has retained appendix Q to part 52 in the final rule.
This is a change from the proposed rule, based largely on public comments in response to
Question 3 in Section V of the Supplementary Information section of the proposed rule, where
the NRC had proposed removing appendix Q from the Commission’s regulations completely.

Inasmuch as the NRC may, in the future, adopt other regulatory processes for nuclear
power plants, the NRC has reserved several subparts in part 52 to accommodate additional
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licensing processes that may be adopted by the NRC. The NRC used a standard format and
content for revising the regulations in the existing subparts and developing the new subparts
that address the former appendices M and O. The standard format and content was modeled
on the existing organization and content of subparts A and C. Appendices N and Q of part 52,
however, have not been revised in that fashion because of time constraints in developing the
final rule.

Perhaps most importantly, the NRC has reviewed the existing regulations in 10 CFR
Chapter 1 to determine if the existing regulations must be modified to reflect the licensing and
approval processes in part 52. First, the NRC determined whether an existing regulatory
provision must, by virtue of a statutory requirement or regulatory necessity, be extended to
address a part 52 process, and, if so, how the regulatory provision should apply. Second, in
situations where the NRC has some discretion, the NRC determined whether there were policy
or regulatory reasons to extend the existing regulations to each of the part 52 processes. Most
of the conforming changes in this final rule occur in 10 CFR part 50. In making conforming
changes involving 10 CFR part 50 provisions, the NRC has adopted the general principle of
keeping the technical requirements in 10 CFR part 50 and maintaining all applicable procedural
requirements in part 52. However, due to the complexity of some provisions in 10 CFR part 50
(e.g., § 50.34), this principle could not be universally followed. A description of, and bases for,
the substantive conforming changes for each affected part is provided in Section V of this
document.

To highlight the relationship between the requirements in part 52 of this final rule and
the requirements in existing part 52, the NRC is making two cross-reference tables available to
the public. These tables can be found on NRC’s Agencywide Documents Access and
Management System (ADAMS) at accession number ML062550246. Table 1 matches each
part 52 requirement in this final rule with its counterpart in the existing rule. Table 2 is a reverse
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cross-reference table which identifies the section of the existing part 52 requirements from

which each part 52 requirement in this final rule was derived.

IV. Responses to Specific Requests for Comments.

In Section V of the Statements of Consideration for the March 13, 2006, proposed rule,
the NRC posed 15 questions for which it solicited stakeholder comments. In the following
paragraphs, these questions are restated, comments received from stakeholders are
summarized, and the NRC resolution of the public comments is presented.

Question 1: General Provisions—Create new subpart for part 50. In response to
several commenters’ concerns about the clarity of the applicability of part 50 provisions to
part 52, the Commission has added provisions to part 52 (§§ 52.0 through 52.11) that are
analogues to comparable provisions in part 50. Another possible way of addressing the
commenters’ concerns would be to transfer all the provisions in part 52 to a new subpart (e.g.,
subpart M) of part 50, and retain the existing numbering sequence for the current part 52 with
the addition of a prefix (e.g., proposed 50.1001 = current 52.1). The Commission is considering
adopting this alternative proposal in the final rule and is interested in whether stakeholders
regard this as a more desirable approach for minimizing the ambiguity of the relationship

between part 50 and part 52.

Commenters’ Response: Some commenters stated the clarity of the regulations would

not be enhanced by moving provisions from part 52 to a new subpart of part 50. The

commenters argued that in addition to not eliminating existing confusion, such a content shift
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would create new confusion because current documents referencing part 52 would become
“obsolete.”

NRC Response: The NRC has decided not to transfer provisions from part 52 to a new
subpart in part 50, inasmuch as: (1) no commenter favored transferring provisions from part 52
to a new subpart in part 50, (2) either approach is legally equivalent, and (3) nearly 17 years
has passed since the Commission adopted the approach of establishing early site permits,
standard design certifications, and combined licenses in a new part 52, and a reorganization of
the regulations at this time may engender confusion without any compensating benefits in
clarity, regulatory stability and predictability, or efficiency.

Question 2: Currently, § 52.17(b) of subpart A of 10 CFR part 52 requires that an early
site permit application identify physical characteristics that could pose a significant impediment
to the development of emergency plans. An early site permit application may also propose
major features of the emergency plans or propose complete and integrated emergency plans in
accordance with the applicable standards of § 50.47 and the requirements of appendix E of
10 CFR part 50. The requirements in § 52.17 do not further define major features of
emergency plans. Section 52.18 of subpart A requires the Commission to determine, after
consultation with the Federal Emergency Management Agency, whether any major features of
emergency plans submitted by the applicant under § 52.17(b) are acceptable. Section 52.18
does not provide any further explanation of the Commission’s criteria for judging the
acceptability of major features of emergency plans.

The Commission has concluded, after undergoing the review of the first three early site
permit applications, that the concept of Commission review and acceptance of major features of
emergency plans may not achieve the same level of finality for emergency preparedness issues
at the early site permit stage as that associated with a reasonable assurance finding of
complete and integrated plans. Therefore, the Commission is considering modifying in the final
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rule the early site permit process in proposed subpart A to remove the option for applicants to
propose major features of emergency plans in early site permit applications and requests public
comment on this alternative. The NRC believes that, if the option for early site permit
applicants to include major features of emergency plans is to be retained, it would be useful to
further define in the final rule what a major feature is and establish a clearer level of finality
associated with the NRC'’s review and acceptance of major features of emergency plans. If the
option to include major features of emergency plans is retained in the final rule, the NRC would
define major features of emergency plans as follows:

Major features of the emergency plans means the aspects of those plans

necessary to: (1) address one or more of the sixteen standards in § 50.47(b),

and (2) describe the emergency planning zones as required in §§ 50.33(g),

50.47(c)(2), and appendix E to 10 CFR part 50.

In addition, the NRC is considering adopting in the final rule the requirement that major
features of emergency plans must include the proposed inspections, tests, and analyses that
the holder of a combined license referencing the early site permit shall perform, and the
acceptance criteria that are necessary and sufficient to provide reasonable assurance that, if
the inspections, tests, and analyses are performed and the acceptance criteria met, the facility
has been constructed and will operate in conformity with the license, the provisions of the
Atomic Energy Act, and the NRC'’s regulations, insofar as they relate to the major features
under review.

The NRC believes that, under this alternative, the level of finality associated with each
major feature that the Commission found acceptable would be equivalent, for that individual
major feature, to the level of finality associated with a reasonable assurance finding by the NRC
for a complete and integrated plan, including inspections, tests, analyses, and acceptance
criteria (ITAAC), at the early site permit stage.
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Commenters’ Response: Several commenters suggested the current process for
addressing major features of emergency plans (EP) in the early site permit (ESP) be retained
without modification. Some commenters expressed a fear that the loss of this option would
result in a loss of flexibility to achieve “finality” without producing a comprehensive EP. Some
commenters identified a need to clarify the definition of “major features” of the EP to make it
less restrictive. Some commenters believed that the approved major features were acceptable
elements of a “complete and integrated emergency plan that would be considered later.” Some
commenters believed the information should not be reviewed again during the COL process,
which would instead focus on (1) the integration of these major features with information
necessary to support the “reasonable assurance finding,” and (2) the updating of EP
information required by § 52.39 (b).

NRC Response: Based on the commenters’ feedback, the NRC has decided to retain
the current process for addressing major features of emergency plans in an ESP without
modification. The NRC agrees that it should clarify the definition of “major features” and has
done so by adding the definition suggested by the commenters to § 52.1 in the final rule. For a
detailed discussion of the basis for this change, see Section V.C.5.b of the Supplementary
Information section of this notice which discusses changes to § 52.1, “Definitions.”

Question 3: As indicated in Section IV, Discussion of Substantive Changes (in the
March 13, 2006, proposed rule), the NRC is proposing to remove appendix Q to part 52 entirely
from part 52 and retain it in part 50. Currently, appendix Q to part 52 provides for NRC staff
issuance of a staff site report on site suitability issues with respect to a specific site, for which a
person (most likely a potential applicant for a construction permit or combined license) seeks
the NRC staff’s views. The NRC is also considering removing, in the final rule, the early site
review process in appendix Q to part 52 in its entirety from the NRC’s regulations and is
interested in stakeholder feedback on this alternative. One possible reason for removing the
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early site review process in its entirety is that potential nuclear power plant applicants would use
the early site permit process in subpart A of part 52, rather than the early site review process as
it currently exists in appendix Q to parts 50 and 52. Also, in cases where a combined license
applicant was interested in seeking NRC staff review of selected site suitability issues (as
appendix Q to part 52 was designed for), the applicant could request a pre-application review of
these issues. The use of pre-application reviews for selected issues has been successfully
used by applicants for design certification. The NRC is especially interested in the views of
potential applicants for nuclear power plant construction permits and combined licenses as to
whether there is any value in retaining the early site review process.

Commenters’ Response: Some commenters expressed concern about the loss of
flexibility to assess site suitability that would result from the deletion of appendix Q from
parts 50 and 52. These commenters believed that appendix Q to parts 50 and 52 (in
conjunction with subpart F of 10 CFR part 2) was important for allowing “critical path issues” to
be reviewed prior to submission of a combined license (COL) application in instances where
prior completion of an ESP was not feasible. Some commenters argued for the efficiency of
appendix Q to parts 50 and 52 and subpart F of part 2 because only applicant-selected issues
would be reviewed during these processes. Some commenters recommended changes be
made to specifically allow ESP and COL applicants to reference an early site review conducted
in accordance with appendix Q or subpart F. The commenters stated that the NRC should not
delete the option for a part 52 applicant to reference a review performed under appendix Q to
10 CFR part 52.

NRC Response: The NRC has decided not to remove appendix Q from part 50 or
part 52 in the final rule. Appendix Q has been included in part 52 in the final rule and
conforming changes have been made to make it available for use by prospective early site
permit and combined license applicants. Such applicants will have the same option for early
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resolution of site suitability issues as is currently available to construction permit applicants.
This will provide early site permit and combined license applicants with additional flexibility to
seek early resolution of issues.

The NRC also agrees that § 2.101(a—1) and subpart F of part 2 should be modified to
allow applicants for early site permits and combined licenses under part 52 to take advantage of
those provisions. Both § 2.101(a—1) and subpart F of part 2 have been revised in the final rule,
albeit somewhat differently than the approach recommended by the commenter. Inasmuch as
the revisions are to the Commission’s rules of procedure and practice, the Commission may
adopt them in final form without further notice and comment, under the rulemaking provisions of
the APA, 5 U.S.C. 553(b)(A).

Question 4: Under subpart F of part 52 of the proposed rule, the NRC proposes to
require approval of, and extend finality to, the final design for a reactor to be manufactured
under a manufacturing license. While the NRC will also review the acceptability of the
manufacturing license applicant’s organization responsible for design and manufacturing, as
well as the quality assurance (QA) program for design and manufacturing, the proposed rule
does not provide a regulatory structure for further extending the scope of NRC review and issue
finality to the manufacturing process itself. The NRC is considering extending regulatory review
approval, and consequently expand issue finality, to the manufacturing itself in the final rule.
There are two models that the Commission is considering adopting if it were to move in this
direction. The first would be an analogue to the subpart C of part 52 combined license process,
whereby the NRC would review and approve manufacturing ITAAC to be included in the
manufacturing license. During the manufacturing of each reactor, the NRC would verify at the
manufacturing location whether the ITAAC have been conducted and the acceptance criteria
met. A NRC finding of successful completion of all the ITAAC would preclude any further
inspection of the acceptability of the manufacture of the reactor at the site where the
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manufactured reactor is to be permanently sited and operated. The NRC'’s inspections and
findings for the combined license or operating license would be limited to whether the reactor
had been emplaced in undamaged condition (or damage had been appropriately repaired) and
all interface requirements specified in the manufacturing license had been met. The NRC
believes that it has authority to issue a manufacturing license under Section 161.h of the AEA.

The other model that the NRC could adopt would be a combination of the approval
processes used by the Federal Communications Commission (FCC) and Federal Aviation
Administration (FAA) in approving the manufacture of electronic devices and airplanes. The
NRC’s manufacturing license would approve: (1) the design of the nuclear power reactor to be
manufactured; (2) the specific manufacturing and quality assurance/quality control processes
and procedures to be used during manufacture; and (3) tests and acceptance criteria for
demonstrating that the reactor has been properly manufactured. To be completely consistent
with the FCC and FAA models, the NRC would issue a manufacturing license only after a
prototype of the reactor had been constructed and tested to demonstrate that all performance
requirements (i.e., compliance with NRC requirements and manufacturer’s specifications) can
be met by the design to be approved for manufacture.

The NRC requests public comment on whether the manufacturing license process in
proposed subpart F of part 52 should be further extended in the final rule to provide an option
for NRC approval of the manufacturing, and if so, which model of regulatory oversight, i.e., the
combined license ITAAC model or the FCC/FAA approval model, should be used by the NRC.
The NRC also seeks public comment on whether an opportunity for hearing is required by the
AEA in connection with a NRC determination that the manufacturing ITAAC have been
successfully completed.

Commenters’ Response: Some commenters requested that applicants for
manufacturing licenses be allowed, but not required, to use ITAAC to ensure that an “as-

17-



manufactured plant conforms to the important design characteristics specified in the application
for the manufacturing license.” Some commenters stated that a manufacturing license for
evolutionary designs should be subject to proposed § 50.43(e) and should not require a
prototype. Some commenters stated that manufacturing licenses should not be subject to more
stringent requirements than design certifications.

NRC Response: The NRC has decided to defer consideration of this alternative on
ITAAC, for several reasons. First, one commenter’s proposal to allow ITAAC for assuring that
the as-manufactured reactor “conforms to the important design characteristics specified in the
application for the manufacturing license,” raises questions about what those “important design
characteristics” might be, and why the ITAAC would be so narrowly limited. The Commission
did not receive any in-depth comments presenting arguments one way or the other on the
feasibility of developing such ITAAC, and the potential legal implications of, and technical
considerations with respect to, such a finding by the manufacturer. Moreover, it is clear that
any regulatory process that the Commission may adopt in rulemaking would require further
opportunity for public comment, and therefore could not be adopted in a final part 52
rulemaking without substantial delay. In light of the lack of any near-term interest by any entity
in obtaining a manufacturing license, the Commission has decided not to adopt any provisions
for ITAAC governing approval of manufacturing in the final part 52 rule. However, the
Commission would address these issues in a timely fashion if raised in a rulemaking petition
which demonstrated near-term interest in an application for a manufacturing license.

The Commission agrees with the commenters’ suggestions that manufacturing licenses
for evolutionary designs should be subject to new § 50.43(e), and that under those provisions a
prototype would not be prerequisite to issuance of a manufacturing license for an evolutionary

design. Further discussion is provided below in Testing Requirements for Advanced Reactors.
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Question 5: Currently, part 52 allows an applicant for a construction permit to reference
either an early site permit under subpart A of part 52 or a design certification (DC) under
subpart B of part 52. Specifically, § 52.11 states that subpart A of part 52 sets out the
requirements and procedures applicable to NRC issuance of early site permits for approval of a
site or sites for one or more nuclear power facilities separate from the filing of an application for
a construction permit or combined license for such a facility. Similarly, § 52.41 states that
subpart B of part 52 sets out the requirements and procedures applicable to NRC issuance of
regulations granting standard design certification for nuclear power facilities separate from the
filing of an application for a construction permit or combined license for the facility. However,
the current regulations in 10 CFR part 50 that address the application for and granting of
construction permits do not make any reference to a construction permit applicant’s ability to
reference either an early site permit or a design certification. Also, the NRC has not developed
any guidance on how the construction permit process would incorporate an early site permit or
design certification, nor has the nuclear power industry made any proposals for the
development of industry guidance on this subject. The NRC has not received any information
from potential applicants stating an intention to seek a construction permit for the construction
of a future nuclear power plant. In addition, the NRC recommends that future applicants who
want to construct and operate a commercial nuclear power facility use the combined license
process in subpart C of part 52. Therefore, the NRC is considering removing from part 52, in
the final rule, the provisions allowing a construction permit applicant to reference an early site
permit or a design certification and is interested in stakeholder feedback on this alternative.

Commenters Response: Some commenters stated the deletion of provisions allowing a
construction permit applicant to reference an ESP or DC was ill-advised given the untested
nature of the COL process and the resulting need to retain “regulatory flexibility” to deal with
unexpected issues. As a contingency plan to buffer against difficulties with COL process, the
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commenters proposed the addition of a provision in part 50 to specify that a construction permit
applicant could reference a DC without the inclusion of ITAAC. The commenters suggested
that in these instances, “the operating license proceeding would need to find under 10 CFR
50.57(a)(1) that construction of the facility has been substantially completed, in conformity with
the construction permit and the application as amended, the provisions of the Act, and the rules
and regulations of the Commission.” Commenters stated that standard design should be final
and not open to review in the construction permit and operating licenses proceeding.
Commenters requested a construction permit applicant be able to reference an ESP in the
same way as would a COL applicant.

NRC Response: Based on some of the commenters’ responses to this question and
further consideration of the issue, the NRC has decided not to make any changes in the final
rule to delete provisions allowing a construction permit applicant to reference an early site
permit or a design certification. The NRC has also decided not to add any additional provisions
to part 50 or part 52 to address a construction permit applicant’s ability to reference either a
design certification or an early site permit. The NRC believes it is unlikely that such a
construction permit application will be submitted and the NRC will handle any such applications
on a case-by-case basis. If such an application were submitted, there are many process issues
that would need to be carefully considered and would need to be discussed with the applicant
and other stakeholders. In particular, the previously certified designs all used design
acceptance criteria in lieu of detailed design information. A process for completing that design
information without using ITAAC would have to be developed.

Question 6: The NRC is considering revising § 52.103(a) in the final rule to require the
combined license holder to notify the NRC of the licensee’s scheduled date for loading of fuel
into a plant no later than 270 days before the scheduled date, and to advise the NRC every 30
days thereafter if the date has changed and if so, the revised scheduled date for loading of fuel.
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The initial notification would facilitate timely NRC publication of the notice required under

§ 52.103(a) and NRC staff scheduling of inspection and audit activities to support NRC staff
determinations of the successful completion of ITAAC under § 52.99. The proposed updating
would also facilitate NRC staff scheduling of those inspection and audit activities, Commission
completion of hearings within the time frame allotted under § 52.103(e), and any Commission
determinations on petitions as provided under § 52.103(f). The NRC requests public comment
on the benefits and impacts (including information collection and reporting burdens) that would
occur if the proposed requirements were adopted.

Commenters’ Response: Some commenters agreed with this concept. However, they
do not support a rule change because they believe a rule change is not necessary. Rather,
they believe that the concept should be implemented via guidance rather than a rule change.
Additionally, following the initial notification, a licensee should be required to submit a follow-up
30-day notification only if the schedule in the prior notification has changed. It would be
unnecessarily burdensome to require a licensee to submit notifications every 30 days stating
that the schedule has not changed.

NRC Response: The NRC has decided to amend § 52.103(a) in the final rule to ensure
that the combined license holder will notify the NRC of its scheduled date for initial loading of
fuel into a plant no later than 270 days before the scheduled date, and will notify the NRC of
updates to its schedule every 30 days thereafter. The notification will facilitate timely NRC
publication of the notice required under § 52.103(a), completion of hearings within the time
frame allotted under § 52.103(e), and completion of any Commission determinations on
petitions filed under § 52.103(f). The NRC believes that the update notifications when the
schedule has not changed will not be burdensome. Additional discussion on this issue is

provided in Section V.C.8.b of the supplementary information in this final rule.
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Question 7: As discussed in Section IV.C.6.f of the March 13, 2006, proposed rule, the
NRC is proposing to modify § 52.79(a) to add requirements for descriptions of operational
programs that need to be included in the final safety analysis report (FSAR) to allow a
reasonable assurance finding of acceptability. This proposed amendment is in support of the
Commission’s direction to the staff in SRM-SECY-02-0067 dated September 11, 2002,
“Inspections, Tests, Analyses, and Acceptance Criteria for Operational Programs
(Programmatic ITAAC),” that a combined license applicant was not required to have ITAAC for
operational programs if the applicant fully described the operational program and its
implementation in the combined license application. In this SRM, the Commission stated:

[a]n ITAAC for a program should not be necessary if the program and its

implementation are fully described in the application and found to be acceptable

by the NRC at the COL stage. The burden is on the applicant to provide the

necessary and sufficient programmatic information for approval of the COL

without ITAAC.

Accordingly, the NRC is proposing in the final part 52 rulemaking to add requirements
to § 52.79 that combined license applications contain descriptions of operational programs.
In doing so, the Commission has taken into account NEI's proposal to address
SRM-SECY-04-0032 in its letter dated August 31, 2005 (ML052510037). However, the NRC is
concerned that there may be operational program requirements that it has not captured in its
proposed § 52.79. Therefore, the NRC is requesting public comment on whether there are
additional required operational programs that should be described in a combined license
application that are not identified in proposed § 52.79. If additional required operational

programs are identified, the Commission is considering adding them to § 52.79 in the final rule.

-22-



Commenters Response: Some commenters believed that requirements for operational
programs were sufficient as proposed, and that no additional operational programs needed to
be described in the COL application.

NRC Response: The NRC does not agree that no additional operational programs need
to be described in a COL application. During the preparation of the final rule, the NRC
discovered that several of the operational programs listed in SECY-05-0197 (October 28, 2005)
were not addressed in proposed § 52.79. To ensure the list of requirements for the contents of
applications is complete, the NRC is adding several new provisions to address operational
programs in the final rule. Specifically, the NRC is adding requirements to § 52.79 for COL
applicants to include a description of: (1) the process and effluent monitoring and sampling
program required by appendix | to 10 CFR part 50 [§ 52.79(a)(16)(ii)]; (2) a training and
qualification plan in accordance with the criteria set forth in appendix B to 10 CFR part 73
[§ 52.79(a)(36)(ii)]; (3) a description of the radiation protection program required by § 20.1101
[§ 52.79(a)(39)]; (4) a description of the fire protection program required by § 50.48
[§ 52.79(a)(40)]; and (5) a description of the fitness-for-duty program required by 10 CFR
part 26 [§ 52.79(a)(44)]. During the preparation of the final rule, the NRC also noticed that it
had not completely implemented the Commission’s direction regarding the treatment of
operational programs in a COL application because it had failed to add requirements to address
program implementation in its revisions to § 52.79(a). Therefore, in the final rule, the NRC has
added requirements to address the implementation of all operational programs required to be
described in a COL application. This is consistent with the Commission’s direction to the staff
in SRM-SECY-02-0067 (September 11, 2002, ML022540755) that a combined license applicant
was not required to have ITAAC for operational programs if the applicant fully described the

operational program and its implementation in the combined license application.
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Question 8: Backfitting—reproduce backfitting requirements in part 52. The NRC notes
that the backfitting provisions applicable to various part 52 processes are contained in both
part 50 and part 52 and, therefore, the proposed language for § 50.109 cross-references to
applicable provisions of part 52, which may be confusing. The NRC is considering adopting in
the final rule an alternative which would remove from § 50.109 the backfitting provisions
applicable to the licensing and approval processes in part 52, and place them in part 52. There
are two possible approaches for doing so: the first would be for the NRC to establish a general
backfitting provision in part 52 applicable exclusively to the licensing and approval processes in
part 52. Under this approach, each licensing and approval process in part 52 would be the
subject of a backfitting section in a new subpart of part 52 (e.g., § 52.201 for standard design
approvals, etc.). The existing backfitting provisions applicable to early site permits and design
certification would be transferred to the relevant sections in the new subpart. The second
approach would be to ensure that each subpart of part 52 contains the backfitting provisions
applicable to the licensing or approval process in that subpart. The NRC is considering
adopting these alternative approaches in the final rule and requests public comment on whether
either of these administrative approaches is preferable to the approach in the proposed rule.

Commenters’ Response: Some commenters stated that NRC’s alternative approach to
addressing backfitting was unnecessary to clarify the application of the backfit rule to part 52
actions. Commenters stated that the proposed rule included adequate references to § 50.109
and in the various subparts of part 52, making replication of this language elsewhere
unnecessary. If the NRC deemed the inclusion of such information necessary, several
commenters suggested each subpart in part 52 include its own standards for backfitting to
avoid confusion.

NRC Response: The NRC has decided to revise § 50.109 to include the conforming
changes necessary to reflect part 52, rather than adopting a backfitting provision in part 52,
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because no commenter favored the alternative approach of adopting a backfitting provision in
part 52, and both approaches are legally equivalent.

Question 9: The Commission is considering adopting in the final part 52 rulemaking an
alternative to the re-proposed rule’s approach for addressing new and significant environmental
information with respect to matters addressed in the ESP environmental impact statement (EIS)
which require supplementation.” As a separate matter, the Commission is also considering
adopting in the final part 52 rulemaking an analogous requirement for addressing new
information necessary to update and correct the emergency plan approved by the ESP, the
ITAAC associated with EP, or the terms and conditions of the ESP with respect to emergency
preparedness, or new information materially changing the Commission’s determinations on
emergency preparedness matters previously resolved in the ESP. To implement either or both
of these alternatives, the Commission is also evaluating whether several additional concepts
should be adopted in the final rulemaking. The two alternatives, as well as the additional
implementing concepts, are described below. The Commission emphasizes that it may, with
respect to the alternative addressing updating environmental information and emergency
preparedness information, adopt either or both alternatives in the final part 52 rulemaking, in
place of or in addition to the proposed rule's alternative of conducting the updating in each
combined license proceeding. Under the option where multiple alternatives for updating
environmental and emergency preparedness information would be allowed, the Commission
proposes that the decision be left to the combined license applicant as to which alternative to
pursue. Commenters are requested to address: (1) the advantages and disadvantages of

adopting each alternative for updating environmental and emergency preparedness information

"The scope of environmental information that must be supplemented is limited to the matters which were
addressed in the original EIS for the ESP. Thus, for example, if the ESP applicant chose not to address need for
power (as is allowed under § 52.18), the combined license applicant need not address need for power in its
environmental report (ER) to update the ESP EIS, and the NRC need not determine whether there is new and
significant information with respect to need for power as part of the updating of the ESP EIS.
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in an ESP proceeding as opposed to the proposed rule’s alternative of conducting the updating
in each combined license proceeding; (2) whether the Commission should only allow updating
of environmental and emergency preparedness information in an ESP proceeding or in a COL
proceeding, but not both; and (3) if the Commission allows updating in either an ESP
proceeding or in a COL proceeding, whether it should be an option for the COL applicant to
decide which update process to pursue. The Commission believes it may allow COL applicants
the option of deciding whether to update environmental and emergency preparedness
information in either an ESP proceeding or in a COL proceeding in order to afford the COL
applicant the determination which approach best satisfies their business and economic
interests.

Environmental matters resolved in ESP

The Commission is considering requiring a combined license applicant planning to
reference an ESP to submit a supplemental environmental report for the ESP. The
supplemental environmental report must address whether there is any new and significant
environmental information with respect to the environmental matters addressed in the ESP EIS.
Based upon this information, the NRC will prepare a draft supplemental environmental
assessment (EA) or EIS setting forth the agency’s proposed determinations with respect to any
new and significant information. In accordance with existing practice and procedure, the draft
supplemental EA or EIS will be issued for public comment. After considering comments
received from the public and relevant Federal and State agencies, the NRC will issue a final
supplemental EA or EIS. Once the final supplemental EA or EIS is issued, the ESP finality
provisions in proposed § 52.39 would apply to the matters addressed in the supplemental EA or
EIS, and those matters need not be addressed in any combined license proceeding referencing
the ESP. Thus, for example, if a new and significant environmental issue, for example, a
newly-designated endangered species, is addressed in the supplemental ESP EIS, the matter
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would be resolved for all combined licenses referencing the ESP (unless, of course, there is
new and significant information identified at the time of a subsequent referencing combined
license with respect to that endangered species). There would be no updating of environmental
information necessary in the combined license proceeding. The Commission considers this
approach for updating the ESP as meeting the Agency’s obligations under the National
Environmental Policy Act (NEPA), without imposing undue burden on the ESP holder and the
NRC through continuous or periodic updating, and preserving the distinction between the ESP
and any referencing combined license proceeding. Since an ESP may be referenced more
than once, this approach would provide for issue finality of the updated information and
preclude the need for reconsideration of the same environmental issue in successive combined
license proceedings referencing the ESP. The Commission requests public comment on this
proposal, which would likely involve changes to §§ 52.39, 51.50(c), 51.75, and 51.107 (and
possibly conforming changes in parts 2, 51, and 52).

Emergency preparedness information resolved in ESP

The Commission is separately considering requiring a combined license applicant
referencing an ESP to provide to the NRC new EP information necessary to correct inaccurate
information in the ESP emergency plan, EP ITAAC, or the terms and conditions of the ESP with
respect to EP. Based upon the EP information submitted by the combined license applicant,
the NRC will, as necessary, approve changes to the ESP emergency plan, the EP ITAAC, or
the terms and conditions of the ESP with respect to EP. Once the Commission has resolved
the EP updating matters, these matters would be accorded finality under § 52.39. There would
be no separate updating necessary in the combined license proceeding. Thus, for example, if
an EP ITAAC in an ESP were changed by virtue of this updating process, the changed ITAAC
for EP would be applicable to any combined license referencing the ESP whose ITAAC have
not yet been satisfied (i.e., the amended EP ITAAC would not be applicable to a combined
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license where the Commission has made the § 52.103(g) finding with respect to that EP
ITAAC). The NRC’s consideration of such EP information would be considered to be part of the
ESP proceeding, and any necessary changes with respect to EP would therefore be deemed to
be changes within the scope of the ESP. The Commission considers this proposal as a means
for updating the ESP with respect to EP information in a timely fashion, without imposing undue
burden on the ESP holder and the NRC through continuous or periodic updating, while
preserving the distinction between the ESP and any referencing combined license proceeding.

Since an ESP may be referenced more than once, this approach would provide for issue
finality of the updated information and preclude the need for reconsideration of the same issue
in successive combined license proceedings referencing the ESP. The Commission requests
comment whether this approach should be adopted by the Commission in the final rulemaking,
which will likely involve changes to § 52.39 (and possible conforming changes in § 50.47, 50.54,
and 10 CFR part 50, appendix E).

ESP updating in advance of combined license application submission

To minimize the possibility that the ESP updating process may adversely affect a
combined license proceeding referencing that ESP, the Commission proposes to require the
combined license applicant intending to reference an ESP to submit its application to update
the ESP with respect to EP and/or environmental information no later than 18 months before
the submission of its combined license application. The Commission believes that the
18-month lead time is sufficient to complete the NRC’s regulatory consideration of the updating,
such that the combined license applicant will be able to prepare its application to reflect the
updated ESP. The Commission also recognizes that there may be increased regulatory
complexity under this approach, as well as the possibility that resources may be unnecessarily
expended if the potential combined license applicant ultimately decides not to proceed with its
application. The Commission requests public comment on whether the 18-month lead time is
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appropriate, whether the time should be decreased or increased, or whether the Commission
should simply require that the ESP update application be filed no later than simultaneously with
the filing of the combined license application. Based upon the public comments, the
Commission will adopt one of these alternatives, if it decides that updating of environmental
and/or EP matters should be accomplished in an ESP proceeding, as opposed to the combined
license proceeding in which the ESP is referenced.

Expanding the scope of resolved issues after ESP issuance

The Commission is also considering whether the final rule should include provisions
addressing how the ESP holder may request, at any time after the issuance of the ESP, that
additional issues be resolved and given finality under § 52.39. For example, the holder of the
ESP which does not include an approved emergency plan, may wish to submit complete
emergency plans for NRC review and approval. Such a request is not explicitly addressed in
either the current or re-proposed subpart A to part 52, although it would be reasonable to treat
that request as an application to amend the ESP.

The Commission requests public comment on whether the Commission should adopt in
the final rule new provisions in subpart A to part 52 that would explicitly address requests by the
ESP holder to amend the early site permit to expand the scope of issues which are resolved
and given issue finality under § 52.39. The Commission is also considering whether, as part of
the ESP updating process discussed previously, the ESP holder/combined license applicant
should be allowed to request an expansion of issues which are resolved and given issue finality.

If the Commission were to allow an ESP holder/combined license applicant to expand
the scope of resolved issues in the ESP update proceeding, the Commission believes that the
18-month time period for filing the updating application in the ESP proceeding may be
insufficient, and is considering adopting in the final rule a 24-month (2-year) period for filing the
ESP updating application, where the ESP holder/combined license applicant seeks to expand
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the scope of resolved issues. The Commission seeks public comment on whether, in such
cases, the Commission should require in the final rule an 18- or 24-month period, or some other
period, for submitting its ESP updating application.

Approval in ESP of process and criteria for updating ESP after issuance

The Commission requests public comment whether the Commission should adopt in the
final rulemaking provisions affording the ESP applicant the option of requesting NRC approval
of procedures and criteria for identifying and assessing new and significant environmental
information, and/or new information necessary to update and correct the emergency plan
approved by the ESP, the ITAAC associated with emergency preparedness (EP), or the terms
and conditions of the ESP with respect to emergency preparedness, or otherwise materially
changing the Commission’s determinations on emergency preparedness matters previously
resolved in the ESP. These procedures and criteria, if approved as part of the ESP issuance,
could be used by any combined license applicant referencing the ESP to identify the need to
update the ESP with respect to environmental and/or emergency preparedness information.
There would be no need for the NRC to review the adequacy of the ESP holder/combined
license applicant’s process and criteria for determining whether new information is of such
importance or significance so as to require updating; the NRC review could thereby be focused
solely on whether the ESP holder’s updated information, or determination that there is no
change in either an environmental or emergency preparedness matter, was correct and
adequate. Under this proposal, § 52.17 and/or § 51.50(b) would be amended to incorporate
such a process for “pre-approval” of ESP updating procedures and criteria.

While NRC approval of updating procedures and criteria would be reflected in the ESP,
the Commission does not believe that the ESP itself must contain the procedures and criteria in
order to be accorded finality under § 52.39. An ESP holder/combined license applicant need
not comply with any or all of the updating process and criteria, and would be free to use (and
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justify) other procedures or criteria in the ESP updating proceeding. Naturally, there would be
no finality associated with such departures from the ESP-approved procedures and criteria.

The Commission does not believe that either subpart A of part 52 or an ESP with the
contemplated approved updating procedures and criteria should contain a “change process”
akin to § 50.59, allowing the ESP holder to make changes to the approved updating procedures
and criteria without NRC review and approval. Any change (other than typographic and
administrative corrections) should require an amendment to the ESP. However, the
Commission seeks public comment on whether a different course should be adopted in the final
rule.

The Commission recognizes that any NRC-approved procedures and criteria for
updating environmental and/or emergency preparedness information in an ESP updating
process as described previously, would be equally valid for updating such information under the
updating provisions in the re-proposed rule. The Commission requests comments on whether,
if the Commission adopts in the final rulemaking the re-proposed rule’s concept of updating in
the combined license proceeding, the Commission should provide the ESP applicant with the
option of seeking NRC approval of the procedures and criteria for updating environmental
and/or emergency preparedness information in a combined license proceeding which
references the ESP.

Public participation in ESP updating process

The Commission is considering two ways for allowing public participation in the updating
process, if the updating alternative is adopted in the final rule. One approach would be to allow
interested persons to challenge the proposed updating by submitting a petition, analogous to
that in proposed § 52.39(c)(2), which would be processed in accordance with § 2.206. This
approach would be most consistent with the existing provisions in § 52.39, inasmuch as
updating of an ESP is roughly equivalent to a request that the terms and conditions of an ESP
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be modified. A consequence of this approach is that the potential scope of matters which may
be raised is not limited to those ESP matters which the ESP holder/combined license applicant
and the NRC conclude must be updated.

The other approach that the Commission may adopt is to treat any necessary updating
as an amendment to the ESP, for which an opportunity to request a hearing is provided. This
approach would limit the scope of the hearing to those matters for which an amendment is
required. Where the ESP holder does not request an amendment on the basis that no updating
is necessary with respect to a matter, an interested person could not intervene with respect to
that matter. A consequence of this approach is that, under the Commission’s regulations in
10 CFR part 2 and its current practice, a hearing granted on any amendment necessitated by
the updating process would be more formalized than a hearing accorded under the § 2.206
petition process. The Commission requests public comment on the approach that the
Commission should adopt, together with the reasons for the commenter’'s recommendation.

Commenter Response: Several commenters believed an ESP holder should not be
required to update the information in the ESP application. These commenters stated that the
proposal to require updating would add an unnecessary additional level of review (and possibly
hearings) with little or no additional benefit (i.e., the COL applicant would still be under the
obligation to update the information provided by the ESP holder). Some commenters
contended that an updating requirement would only serve to erode the finality and certainty
provided by the ESP, thereby defeating one of the purposes of an ESP. These commenters
also believed that an updated requirement would run counter to NRC regulations. Some
commenters stated that while the ESP is in effect, the NRC cannot change or impose new
requirements, including emergency planning requirements, unless it determines that a
modification is necessary either to bring the permit or the site into compliance with the NRC’s
regulations and orders applicable and in effect at the time the permit was issued, or to assure
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adequate protection of the public health and safety or the common defense and security.
Commenters argued that the proposed 18-month updating requirement may not be feasible. A
commenter gave the following example, “under the NRC’s current schedule for the existing ESP
applications for North Anna and Grand Gulf, the ESPs will not be issued until 2007, shortly
before the planned COL applications for those sites. This would result in insufficient time for
the updating envisioned by the NRC, and it would be unfair to those applicants to require them
to delay their COL applications to accommodate the updating process. Additionally, the
proposed updating process would be inconsistent with 10 CFR § 52.27(c), which permits a COL
application to reference an ESP application.”

Several commenters agreed with NRC’s proposal to provide the ESP holder with the
option of requesting an ESP amendment in order to resolve issues that were not addressed at
the ESP stage or to achieve finality on updated information. These commenters also
suggested that a COL applicant should be able to reference an application for an ESP
amendment that is pending approval by the NRC similar to the process that already exists in
10 CFR 52.27(c).

Several commenters expressed the belief that a COL applicant should be able to make
changes or updates to ESP emergency planning information without NRC approval in
accordance with the criteria in 10 CFR 50.54(q) just as the remaining safety information can be
revised under § 50.59 once it has been reviewed and approved. These commenters also
stated that this revised information should not be considered as an “amendment” submitted
under § 50.90 for review and approval, but rather should be considered to be information
equivalent to that provided under § 50.71(e) for information.

NRC Response: Upon consideration of the public comments on this subject, the NRC
has decided not to require updating of ESP information prior to receipt of a COL application
referencing the ESP. The NRC is retaining the proposed rule structure for dealing with new EP
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and environmental information at the COL stage. The NRC believes this structure will provide
for the most effective and efficient use of NRC and applicant resources. The NRC is, however,
making revisions to the final rule to allow for voluntary changes to an ESP by the ESP holder
through the license amendment process. Specifically, the NRC is making revisions to §§ 50.90
and 50.92 to include ESPs within the scope of these requirements. The NRC is also adding a
new provision to § 52.39 to allow ESP holders to make changes to the ESP, including changes
to the SSAR, under the license amendment process. These changes will provide ESP holders
with additional flexibility to resolve issues that were not addressed in the original ESP review
and to achieve finality on new information. The NRC does not believe it is necessary to add
rule language to address the situation where a COL applicant references an ESP for which
there is an amendment review pending before the NRC. The NRC will address these situations
on a case-by-case basis.

Question 10: The Commission is considering adopting in the final part 52 rulemaking a
new provision in § 50.71 that would require combined license holders to update the PRA
[probabilistic risk assessment] submitted with the combined license application periodically
throughout the life of the facility on a schedule similar to the schedule for final safety analysis
report (FSAR) updates (i.e., at least every 24 months) or, alternatively, on a schedule to
coincide with every other refueling outage. Updates would be required to ensure that the
information included in the PRA contains the latest information developed. The PRA update
submittal would be required to contain all the changes necessary to reflect information and
analyses submitted to the Commission by the licensee or prepared by the licensee pursuant to
Commission requirement since the submittal of the original PRA, or as appropriate, the last
update to the PRA under this section. The submittal would be required to include the effects of
all changes made in the facility or procedures as reflected in the PRA,; all safety analyses and
evaluations performed by the licensee either in support of approved license amendments or in
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support of conclusions that changes did not require a license amendment in accordance with §
50.59(c)(2) or, in the case of a license that references a certified design, in accordance with §
52.98(c); and all analyses of new safety issues performed by or on behalf of the licensee at
Commission request. The Commission requests stakeholder feedback on whether such a
requirement should be added to the Commission’s regulations and, if so, what is an appropriate
update schedule.

Commenters Response: Several commenters noted that the proposed rule did not
include a frequency for updating the PRA. These commenters noted that the Commission
stated that PRA scope and methods should be addressed in guidance, not in regulations (SRM
on SECY-05-0203). These commenters stated that they believed that PRA update frequency
should also be addressed in guidance rather than regulations. These commenters indicated a
frequency of once every two operating cycles would be reasonable and consistent with existing
requirements in 10 CFR 50.69(e).

Additionally, some commenters stated the plant-specific PRA used to support a COL
application that references a design certification would essentially be the design certification
PRA. These commenters expressed the belief that the plant-specific PRA would be updated to
be consistent with the PRA scope and quality standards 6 months before the COL was issued
as plant-specific design and as-built information was developed during construction. Some
commenters argued that this would allow (1) an updated plant-specific PRA that was
representative of the as-built plant to be completed, and (2) an updated plant-specific PRA that
would be available prior to fuel load for NRC audit and to support plant operations. These
commenters suggested that the update of the plant-specific PRA during construction was a
matter suitable for guidance.

Some commenters expressed confusion over the NRC proposal to require PRA updates
to reflect safety analyses and evaluations performed by the licensee, and analyses of new
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safety issues performed by or on behalf of the licensee at the NRC’s request. These
commenters stated that new analyses and evaluations were often performed using design-
basis assumptions that may not be appropriate for a PRA. These commenters suggested that
only new analyses that impact the PRA warrant consideration, and requested guidance and
examples be developed regarding the information that should be considered when updating the
plant-specific PRA.

NRC Response: The NRC staff agrees with the basic intent of the industry comment
regarding NRC Question 10, “New Requirements for Periodic Updates to the PRA,” which is
that the rule does not need to explicitly require combined license holders to submit to the NRC
changes to the PRA on a periodic basis. The basis for the requirement for combined license
applicants to submit PRA information is that it is needed to aid the NRC staff in confirming that
PRA results and risk insights have been used in the design of the facility and in planning for its
operation, consistent with the objectives in the Commission’s Severe Reactor Accident Policy
Statement and Safety Goals Policy Statement. This information helps form the basis for the
staff’s licensing decision and, once the combined license is issued, there is not a continuing
need for the NRC to review updates to the PRA information. The NRC'’s draft guidance for
COL applications does state, however, that the COL applicant should describe their PRA
maintenance and update program in Chapter 19 of their FSAR, but does not require the
resubmittal of the PRA information. It is expected that the licensee will maintain these PRA
models to reasonably reflect the as-built, as-operated plant. In addition, the licensee will be
required, in accordance with §§ 50.59 and 50.71, to maintain the FSAR (including Chapter 19)
and submit period updates to the NRC. Finally, the NRC will review updated PRA information
when it is used as the basis for future amendments to the license or as the basis for

participation in other risk-informed regulatory programs. For these reasons, the NRC agrees
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with the commenters that the proposed new requirement, identified in NRC Question 10 in this
document, is not necessary at this time.

Question 11: In a letter dated July 5, 2005, the Nuclear Energy Institute (NEI) submitted
comments on the proposed rule for the AP1000 design certification. Many of those comments
have generic applicability to the three pre-existing design certification rules (DCRSs) in
appendices A—C of 10 CFR part 52. In the final AP1000 rulemaking (January 27, 2006; 71 FR
4464), the Commission adopted some of the NEI-recommended changes, while rejecting
others (71 FR at 4465-4468). For those changes that were adopted in the final AP1000 design
certification, the Commission indicated that it would consider making the same changes to the
existing design certifications in appendices A—C. For those changes that were not adopted in
the final AP1000 design certification, the Commission stated that it would reconsider the issues
in the part 52 rulemaking, and if the Commission changes its position and the change is
adopted, the Commission would make the change for all four design certifications, including the
AP1000.

The Commission is considering amending the appropriate sections in each DCR based
on the comments below. The Commission considers most of NEI's proposed changes to be
consistent with proposed § 52.63(a)(1); in particular, the Commission believes that the
proposed changes would satisfy the “reduces unnecessary regulatory burden” criterion in
proposed § 52.63(a)(1)(iii). The few remaining changes, constituting editorial clarifications or
corrections reflecting the Commission’s original intent, are not subject to the existing change
restrictions in § 52.63(a)(1). Accordingly, the Commission believes that it has authority to
incorporate some or all of the NEI-proposed changes into appendices A-D in the final part 52
rulemaking.

The Commission also requests comments on whether some of NEI's proposed changes
accepted in the AP1000 design certification and proposed for inclusion in appendices A—C
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should not be included in those appendices in the final part 52 rulemaking because they are
unnecessary, or because they would not meet one or more of the change criteria in proposed

§ 52.63(a)(1). The Commission is also assessing whether NEI's proposed changes which were
not adopted in the AP1000 final rulemaking should be adopted in the final part 52 rulemaking
for all four design certifications, including the AP1000. The Commission is particularly
interested in whether there are reasons, other than those presented by NEI, for adopting those
changes, as well as commenter’s views on the Commission's reasons for rejecting the NEI
proposals as stated in the final AP1000 design certification rulemaking.

a. NEI recommended modification of the generic technical specification definition in
Section II.B to clarify that bracketed information is not part the DCRs for purposes of the
change processes in Section VIII.C, and an exemption is not required for plant-specific
departures from bracketed information. The Commission stated in the section-by-section
analysis for the AP1000 DCR (71 FR 4464) that some generic technical specifications and
investment protection short-term availability controls contain values in brackets. The values in
brackets are neither part of the DCR nor are they binding. Therefore, the replacement of
bracketed values with final plant-specific values does not require an exemption from the generic
technical specifications or investment protection short-term availability controls. The
Commission believes that including this guidance in each DCR is not necessary. The
Commission requests comment on whether there are countervailing considerations that favor
inclusion of this provision in the DCRs.

b. NEI recommended modification of the Tier 2 definition in Section II.E to clarify that
bracketed information in the investment protection short-term availability controls is not part of
Tier 2 and thus not subject to the Section VIII.B change controls. The Commission stated in the
section-by-section analysis for the AP1000 DCR (71 FR 4464) that some generic technical
specifications and investment protection short-term availability controls contain values in
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brackets. The values in brackets are neither part of the DCR nor are they binding. Therefore,
the replacement of bracketed values with final plant-specific values does not require an
exemption from the generic technical specifications or investment protection short-term
availability controls. The Commission believes that including this guidance in each DCR is not
necessary. The Commission requests comment on whether there are countervailing
considerations that favor inclusion of this provision in the DCRs.

c. NEIl recommended modification of the requirement in Section VIII.C.2 to delete the
phrase “or licensee” because that phrase conflicted with the requirement in Section VIII.C.6.
The Commission believes that generic technical specifications should not apply to holders of a
combined license because the license will include plant-specific technical specifications.
Therefore, the Commission is considering amending each of the DCRs to delete the phrase “or
licensee” from Section VIII.C.2 and requests public comment on this approach.

d. NEI recommended modification of the requirement in Section VIII.C.6 to delete the
last portion, which states “changes to the plant-specific technical specifications will be treated
as license amendments under 10 CFR 50.90.” NEI stated that this sentence is not necessary
because it is redundant with § 50.90. It is not necessary to include a provision in each DCR
stating that a license amendment is necessary to make changes to technical specifications in
order to render this a legally-binding requirement inasmuch as Section 182.a of the AEA
requires that technical specifications be part of each license. The Commission believes that
clarity and understanding by the reader is enhanced by repeating the statutory requirement in
each DCR. The Commission requests comment on whether there are countervailing
considerations that favor non-inclusion of this provision in the DCRs, and may decide to remove
this provision in the final part 52 rulemaking.

e. NEI recommended modification of the requirement in Section X.A.1 to require the
design certification applicant to include all generic changes to the generic technical
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specifications and other operational requirements in the generic DCD. The Commission
believes that inclusion of changes to the generic technical specifications and other operational
requirements will enhance the generic DCD and facilitate its use by referencing applicants. The
Commission is considering amending each of the DCRs to include the generic technical
specifications and other operational requirements in the generic DCD and requests public
comment on this approach.

f. NEI recommended modification of the requirement in Sections IV.A.2 and IV.A.3 to
be consistent with respect to inclusion of information in the plant-specific DCD, or explain the
difference between “include” (IV.A.2) and "physically include” (IV.A.3). The Commission is
considering amending each of the DCRs to use the same term in both provisions, and requests
public comment on this approach.

g. NEI recommended modification of the definition in Section Il.E.1 to exclude the
design-specific probabilistic risk assessment (PRA) and the evaluation of the severe accident
mitigation design alternatives (SAMDA) from Tier 2 information. The Commission believes that
the PRA and SAMDA evaluations do not need to be included in Tier 2 information because they
are not part of the design basis information. The Commission is considering amending each of
the DCRs to modify the definition of Tier 2, and requests public comment on this approach.

h. NEI recommended modification of the requirement in Section Ill.E to use “site
characteristics” consistently, instead of “site-specific design parameters.” The Commission
intends to use the term “characteristics” to refer to actual values and “parameters” to refer to
postulated values. The Commission has proposed amending Section Ill.E of each DCR to use
“site characteristics,” and requests public comment on this approach.

i. NEI recommended modification of Section IV.A.2 to clarify the use of “same

information” and “generic DCD” in that requirement. The Commission has proposed amending
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Section IV.A.2 of each DCR to use the phrase “same type of information” to avoid confusion,
and requests public comment on this approach.

j- NEI recommended modification of the requirement in Section VIII.B.6.a to delete the
sentence “The departure will not be considered a resolved issue, within the meaning of
Section VI of this appendix and 10 CFR 52.63(a)(4),” in order to be consistent with the
requirement in Section VI.B.5 of the DCRs. The Commission believes that departures from
Tier 2* information should not receive finality or be treated as resolved issues within the
meaning of section VI.B of the DCRs. The Commission requests comment on whether
departures from Tier 2* information should be considered a resolved issue, and may decide to
remove this provision from each DCR.

k. NEI recommended modification of Section VIII.C.3 to require the NRC to meet the
backfit requirements of 10 CFR 50.109 in addition to the special circumstances in 10 CFR
2.758(b) in order to require plant-specific departures from operational requirements. The
Commission believes that plant-specific departures should not have to meet the backfit
requirement for generic changes. The Commission will have to demonstrate that special
circumstances, as defined in § 2.335, are present in order to require a plant-specific departure.
The Commission requests comment on whether there are countervailing considerations that
would favor modification of this provision in the DCRs.

I. NElI recommended modification of the requirement in Section VIII.C.4 to include a
requirement that operational requirements that were not completely reviewed and approved by
the NRC should not be subject to any Tier 2 change controls, e.g., exemptions. However, NEI
previously proposed that requested departures from Chapter 16 by an applicant for a COL
require an exemption (62 FR 25808; May 12, 1997). The Commission believes that the
requirement for an exemption applies to technical specifications and operational requirements
that were completely reviewed and approved in the design certification rulemaking (see 62 FR
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25825). The Commission requests comment on whether departures from technical
specifications and operational requirements that were not completely reviewed and approved
should also require an exemption.

m. NEI recommended modification of the requirement in Section VIII.C.4 to delete the
sentence “The grant of an exemption must be subject to litigation in the same manner as other
issues material to the license hearing,” in order to be consistent with the requirement in
Section VI.B.5 of the DCRs. The Commission believes that exemptions from operational
requirements should not receive finality or be treated as resolved issues (refer to Section VI.C
of the DCRs). The Commission requests comment on whether exemptions from operational
requirements should be considered a resolved issue, and may decide to modify this provision in
each DCR.

n. NEI recommended modification of the requirement in Section IX.B.1 to better
distinguish between NRC staff ITAAC conclusions under proposed Section 52.99(e) and the
Commission’s ITAAC finding under proposed Section 52.103(g). The Commission believes that
individual DCRs should not address the scope of the NRC staff's activities with respect to
ITAAC verification. This is a generic matter that, if it is to be addressed in a rulemaking, is
more appropriate for inclusion in subpart C of part 52 dealing with combined licenses. The
Commission requests comment on whether there are countervailing considerations that favor
clarification of this provision in the DCRs.

o. NEI recommended modification of the language in Section 1X.B.3 to make editorial
changes for clarity, e.g., “ITAAC will expire” vs. “their expiration will occur.” The Commission
believes that the original rule language is acceptable. The Commission requests comment on
whether there are countervailing considerations that favor clarification of this provision in the

DCRs.

-42-



p. NEI recommended modification of the language in Sections X.B.1 and X.B.3 to
clarify references to the design control documents, e.g., “plant-specific’ vs. “generic.” The
Commission agrees that the references to plant-specific and generic DCD should be clarified in
Sections X.B.1 and X.B.3 to ensure that the requirements in these sections are properly
implemented by applicants referencing the design certification rules. The Commission requests
public comment on this prospective modification.

Commenters’ Response: Several commenters recommended the NRC incorporate the
NEI recommendations on the AP1000 rule, cited specific NEI recommendations (71 FR 12834-
12836), and made additional suggestions and clarifications.

Regarding NEI recommendations (a) and (b), several commenters suggested it would
be sufficient if the statements of considerations for the final rule provided the requested
clarification, rather than the rule itself.

Regarding NEI recommendation (f), several commenters supported the use of the term
“‘include” rather than “physically include” for requirements in Section IV of the design
certification rules concerning content of COLAs. These commenters also requested
clarification on the permissible method of incorporating the generic DCD into the plant-specific
DCD portion of the COL application’s final safety analysis report (FSAR), because the current
NRC position has apparently “led to considerable confusion” among COL preparers. These
commenters noted that in the statements of consideration accompanying the AP1000 final rule,
NEI recommended a change to the Definitions (Section I11.B of that rule, 71 FR 4466). These
commenters stated the NRC staff disagreed with this recommendation, saying that “the generic
DCD should also be part of the FSAR, not just incorporated by reference, in order to facilitate
the NRC staff’s review of any departures or exemptions.” Some commenters believed that this
NRC position was in conflict with the former § 52.79(b), which states that the COL application’s
FSAR “may incorporate by reference the final safety analysis report for a certified standard
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design,” and with § 50.32, which provides for incorporation by reference to eliminate repetitive
information. Some commenters argued that although the wording had been altered, the ability
to incorporate by reference was preserved in proposed §§ 52.79 (b) and (c), respectively.
These commenters claimed this interpretation of incorporation was validated by NRC staff
during the Draft Regulatory Guide (DG)-1145 workshops. These commenters stated support
for this interpretation and requested the NRC explicitly describe that either approach is
acceptable.

In discussing NEI recommendation (j), several commenters mentioned
Section VIII.B.6.a of the design certification rules, which states that an applicant who references
the design certification rule must obtain NRC approval for departures from Tier 2* information in
the generic DCD. Some commenters believed that this section states the departure is not
considered to be a resolved issue under Section VI of the design certification rules. Some
commenters indicated this was inconsistent with Section VI.B.5 of the design certification rules,
which states that license amendments are considered to be resolved. These commenters
expressed support for the revision of Section VIII.B.6. of the design certification rules to make it
consistent with Section VII1.B.5 of the design certification rules. These commenters stated that
departures from Tier 2* information that are reviewed and approved by the NRC in the
combined license proceeding should have finality for the plant in question.

With respect to NEI recommendation (k), several commenters expressed concern that
Section VIII.C.3 of the design certification rules “inappropriately” allowed the NRC to make
changes to operational requirements in the DCD without satisfying the backfit requirements in
§ 50.109. These commenters stated that the operational requirements in the design
certification proceeding should be afforded the protection of the backfit rule. Some
commenters supported a revision to Section VIII.C.3 of the design certification rules to include a
reference to § 50.109 for these changes.
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In the discussion of NEI recommendations (I) and (m), several commenters mentioned
Section VIII.C.4 of the design certification rules, which states a COL applicant must request an
exemption from the NRC if the applicant wants to depart from the generic technical
specifications or other operational requirements. These commenters described this
requirement as “unduly burdensome.” These commenters noted that the operational
requirements do not have finality under Section VI.C of the design certification rules, and that
no basis existed for applying such a change control process to a COL applicant seeking to
change operational requirements. Some commenters cited Section VIII.B.5 of the design
certification rules, which states a COL applicant may depart from final design-related provisions
in the design certification rule using a “§ 50.59-like” process, and argued that imposing an
exemption process with respect to operational provisions was not required. Some commenters
recommended Section VII.C.4 be amended to state that a departure from an operational
requirement does not require an exemption.

Several commenters mentioned information from NEI's September 30, 2003, response
to the 2003 part 52 notice of proposed rulemaking. These commenters expressed support for
the need to add a basic definition of “departure” to the DCRs to be consistent with adding the
definition of “departure from a method of evaluation,” and stated that both should be based on
Regulatory Guide 1.187. The commenters stated, “The basic definition of ‘change or departure’
should precede the definition of departure from a method of evaluation.” Some commenters
recommend adding the new definition as paragraph 11.G and renaming the final two paragraphs
as Il.H and ILI.

NRC Response: In response to question 11.a, the NRC has decided that modification
of the generic technical specification definition in Section II.B of the design certification rules
(DCRs) is not necessary. As stated in the section-by-section analysis for the AP1000 DCR
(71 FR at 4475):
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Some generic technical specifications and investment protection short-term

availability controls contain values in brackets [ ]. The brackets are placeholders

indicating that the NRC'’s review is not complete, and represent a requirement

that the applicant for a combined license referencing the AP1000 DCR must

replace the values in brackets with final plant-specific values. The values in

brackets are neither part of the design certification rule nor are they binding.

Therefore, the replacement of bracketed values with final plant-specific values

does not require an exemption from the generic technical specifications or

investment protection short-term availability controls.

The NRC believes that the above guidance resolves NEI's concern regarding bracketed
information in the generic technical specifications.

Regarding question 11.b, the NRC has decided that modification of the Tier 2 definition
in Section II.E of the DCRs is not necessary. The NRC believes that the previously mentioned
guidance resolves NEI's concern regarding bracketed information in the investment protection
short-term availability controls located in the Tier 2 information.

Regarding question 11.c, the NRC agrees with NEI's recommendation and has decided
to delete the phrase “or licensee” from Section VIII.C.2 of the DCRs because the generic
technical specifications will not apply to holders of a combined license.

Regarding question 11.d, the NRC has decided not to modify the rule language in
Section VIII.C.6 of the DCRs, which state that “changes to the plant-specific technical
specifications will be treated as license amendments under 10 CFR 50.90.” The Commission
believes that this statement provides clarity to this requirement.

Regarding question 11.e, the NRC agrees with NEI's recommendation and has decided
to modify the requirement in Section X.A.1 of the DCRs. The Commission believes that the
inclusion of changes to the generic technical specifications and other operational requirements
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in the generic design control document (DCD) will enhance the DCD and facilitate its use by
referencing applicants.

Regarding question 11.f, the NRC has decided to modify Section IV of the DCRs to
consistently use the term “include” rather than “physically include” as recommended by NEI.

Several commenters also requested clarification on the permissible method of
incorporating the generic DCD in the plant-specific DCD portion of the COL application’s final
safety analysis report (FSAR), because the NRC position has apparently “led to considerable
confusion” among COL preparers. The NRC is requiring COL applicants that reference the
DCRs in appendices A through D of part 52 to include the generic DCD in the application’s
FSAR, in order to facilitate the NRC staff’s review of any departures or exemptions. Simply
incorporating the generic DCD by reference into the FSAR is not sufficient because of the
manner in which these existing DCDs were submitted to the NRC. Therefore, Section IV.A.2 of
the DCRs overrides §§ 50.32 and 52.79(d). The NRC is hopeful that future DCRs will not have
to use this special requirement.

Regarding question 11.g, the NRC agrees with NEI's recommendation and has decided
to modify the definition of Tier 2 in Section II.E.1 of the DCRs to exclude the design-specific
probabilistic risk assessment (PRA) and the evaluation of the severe accident mitigation design
alternatives (SAMDAs). The NRC believes that the PRA and SAMDA evaluations do not need
to be included in Tier 2 because they are not part of the design basis information. Also, the
revised Section Il.E.1 is now consistent with the requirements in the new § 52.80 regarding
PRA and SAMDA evaluations.

Regarding question 11.h, the NRC agrees with NEI's recommendation to use “site
characteristics” instead of “site-specific design parameters” in Section III.E of the DCRs. This
modification of the rule language in Section Ill.E was made in the proposed rule and, therefore,
no change was made to the final rule.
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Regarding question 11.i, the NRC agrees with NEI's recommendation to clarify the rule
language in Section IV.A.2.a of the DCRs and adopts the phrase “same type of information” to
avoid confusion. An applicant for a combined license must submit, as part of its application, a
plant-specific DCD that contains the same type of information and uses the same organization
and numbering as the generic DCD. This organization will facilitate the NRC staff’s review of
the plant-specific DCD. The NRC recognizes that the plant-specific DCD will not contain the
exact, same information as the generic DCD because the plant-specific DCD will be modified
and supplemented by the applicant’s exemptions, departures, and COL action items.

Regarding question 11.j, the NRC does not agree with NEI's request to modify the
requirement in Section VIII.B.6.a of the DCRs. The Commission decided during the initial
design certification rulemakings that departures from Tier 2* information (by an applicant) would
not receive finality or be treated as a resolved issue within the meaning of Section VI of the
DCR. This provision applies to applicants for a combined license and the new information is
subject to litigation in the same manner as other plant-specific issues in the licensing hearing.
Also, Tier 2* information has the same safety significance as Tier 1 information and would have
received the Tier 1 designation, except that NRC decided to provide more flexibility for this type
of information.

Regarding question 11.k, the NRC does not agree with NEI's recommendation to modify
Section VIII.C.3 of the DCRs. NEI requests that the NRC meet the backfit requirements in
§ 50.109 in addition to the special circumstances in § 2.335 in order to require plant-specific
departures from operational requirements. In the original design certification rulemakings, the
Commission decided on different standards for changes made under Section VIII.C (see
Section VI.C and 62 FR at 25805; May 12, 1997). The Commission has decided that plant-

specific departures should not have to meet the backfit requirements in § 50.109.
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Regarding question 11.1, the NRC does not agree with NEI's recommendation to modify
Section VIII.C.4 of the DCRs. The requirement in Section VIII.C.4 for an applicant to request
an exemption applies to generic technical specifications and operational requirements that were
comprehensively reviewed and finalized in the design certification rulemaking (see 62 FR at
25825; May 12, 1997). If not, there is no restriction on plant-specific changes to the technical
specifications or operational requirements, and exemptions are not required. Because this
guidance is already set forth in the section-by-section discussion for the DCRs, the NRC has
decided that changes to the rule language are not necessary.

Regarding question 11.m, the NRC does not agree with NEI's recommendation to delete
the last sentence from Section VIII.C.4 of the DCRs. This sentence applies to applicants for a
combined license and the new information is subject to litigation in the same manner as other
plant-specific issues in the licensing hearing. The Commission believes that exemptions from
operational requirements should not receive finality or be treated as resolved issues (refer to
Section VI.C of the DCRs).

Regarding question 11.n, the NRC does not agree with NEI's recommendation to modify
Section IX.B.1 of the DCRs. The NRC has decided that individual DCRs should not address
the scope of the NRC staff's activities with respect to ITAAC verification. This is a generic
matter that was addressed in § 52.99(e).

Regarding question 11.0, the NRC does not agree with NEI's request to clarify the
phrase “their expiration will occur” in Section IX.B.3 of the DCRs. The NRC has decided that
the original rule language is acceptable.

Regarding question 11.p, the NRC agrees with NEI's recommendation to clarify
references to the DCDs in Sections X.B.1 and X.B.3 of the DCRs. The references to plant-

specific and generic DCD were revised in Sections X.B.1 and X.B.3 to ensure that the
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requirements in these sections will be properly implemented by applicants and licensees that
reference the design certification rules.

Question 12: The Commission is considering adopting in the final part 52 rulemaking a
new provision that would either require combined license applicants to submit a detailed
schedule for the licensee’s completion of ITAAC or require the combined license holder to
submit the schedule for ITAAC completion. Delaying submission of the schedule would allow
the combined license holder to develop the schedules based on more accurate information
regarding construction schedules and would allow the schedule to be submitted at a time when
it would be most useful to the NRC for planning purposes. The Commission could require that
applicants submit the schedule within a specified time prior to scheduled COL issuance, for
example, 3 months prior to COL issuance, or within some time period (e.g., 6 months or 1 year)
after COL issuance. In addition, the Commission is considering an additional element to this
provision that would require that the licensee submit an update to the ITAAC schedule within
12 months after combined license issuance and that the licensee update the schedule every
6 months until 12 months before scheduled fuel load, and monthly thereafter until all ITAAC are
complete. The Commission is considering adopting these requirements to support the NRC
staff’s inspection and oversight with respect to ITAAC completion, and to facilitate publication of
the Federal Register notices of successful completion of ITAAC as required by proposed
§ 52.99(e). The Commission requests stakeholder comment on whether such a provision, with
or without the update element, should be added to the Commission’s regulations and which
time frame for submission of the schedule would be most beneficial.

The Commission is also considering adopting a provision that would establish a specific
time by which the licensee must complete all ITAAC to allow sufficient time for the NRC staff to
verify successful completion of ITAAC, without adversely affecting the licensee’s scheduled
date for fuel load and operation. The Commission considers “60 days prior to the schedule
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date for initial loading of fuel” to be a reasonable time period by which all ITAAC must be
completed. However, the Commission requests comments on whether this time period would
provide too much or too little time prior to scheduled fuel load. Alternatively, the Commission is
considering a 30-day or a 90-day time period prior to scheduled fuel load. The 30-day option
would allow more flexibility for the licensee to complete ITAAC late in construction but would
require immediate action on the part of the NRC (to determine if the final ITAAC were
completed successfully and, if so, for the Commission to make its finding under § 52.103(g)) so
as not to delay scheduled fuel load. The 90-day option would reduce licensee flexibility to
complete ITAAC late in construction but would ensure that the NRC had ample time to make its
determination on the final ITAAC for Commission review of all ITAAC under § 52.103(g). The
Commission requests stakeholder comment on whether a provision requiring completion of
ITAAC within a certain time period prior to scheduled fuel load should be added to the
Commission’s regulations.

Commenters’ Response: Several commenters believed it was unnecessary to include a
requirement for either the COL applicant or the COL holder to submit a detailed schedule for
ITAAC completion because a COL applicant could provide only a progressively less accurate
estimated completion schedule. Some commenters stated that the COL holder would have
schedules at the site, and those schedules would be available for NRC review. Some
commenters believed that COL holders would interact and coordinate with the NRC to ensure
that NRC had sufficient information to schedule its inspection activities for ITAAC, making a
regulatory requirement for submission of a schedule unnecessary. In addition, these
commenters noted that a COL applicant/holder would likely consider detailed schedule
information to be proprietary information, which would make its submission inappropriate.

Several commenters also stated it was “wrong” to require completion of ITAAC in a set
time period prior to fuel loading and operation. These commenters indicated that a COL holder
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would likely complete several ITAAC within 30 days of fuel loading and argued that the NRC
should not abrogate responsibility by imposing a mandatory delay on licensees. Some
commenters stated the importance of the NRC providing the appropriate level of inspections
and reviews to prevent delays in fuel load and emphasized the high cost (stated to be on the
order of $1,000,000 per day) of such delay. Some commenters suggested the NRC should be
in a position to make a § 52.103(g) finding promptly following the completion of the last ITAAC.

NRC Response: The NRC has decided to amend § 52.99 to require licensees to submit
their detailed schedules for completing the inspections, tests, or analyses in the ITAAC. The
NRC has added a new paragraph (a) in § 52.99 that requires licensees to submit to the NRC,
no later than 1 year after issuance of the combined license, detailed schedules for completing
the inspections, tests, or analyses in the ITAAC. Licensees are required to submit updates to
the ITAAC schedule every 6 months thereafter and, within 1 year of its scheduled date for initial
loading of fuel, licensees must submit updates to the ITAAC schedule every 30 days until the
final ITAAC is completed or until the final notification is provided to the NRC under § 52.99(c).
Although commenters did not believe that a requirement for submission of a schedule was
necessary, the NRC believes it is necessary to ensure that the NRC has sufficient information
to plan all of the activities necessary for the NRC to support the Commission’s determination as
to whether all of the ITAAC have been met prior to initial operation. In the event that licensees
consider their schedule information to be proprietary, they can request that the schedule be
withheld from public disclosure under § 2.390.

The NRC has also decided to amend § 52.99(c) which requires the licensee to notify the
NRC that the required inspections, tests, and analyses in the ITAAC have been completed and
that the acceptance criteria have been met. The NRC is revising § 52.99(c) in the final rule to
clarify that the notification must contain sufficient information to demonstrate that the

inspections, tests, or analyses have been successfully completed and that the acceptance
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criteria have been met. The NRC is adding this clarification to ensure that combined license
applicants and holders are aware that the NRC expects the notification of ITAAC completion to
contain more information than just a simple statement that the licensee believes the ITAAC has
been completed and the acceptance criteria met. The NRC expects the notification to be
sufficiently complete and detailed for a reasonable person to understand the bases for the
licensee’s representation that the inspections, tests and analyses have been successfully
completed and the acceptance criteria have been met. The NRC plans to prepare regulatory
guidance providing further explanation of what constitutes “sufficient information” for such a
demonstration.

The NRC is also revising § 52.99(c) by adding a new paragraph (c)(2) requiring that, if
the licensee has not provided, by the date 225 days before the scheduled date for initial loading
of fuel, the notification required by § 52.99(c)(1) for all ITAAC, then the licensee must notify the
NRC that the inspections, tests, or analyses for all uncompleted ITAAC will be successfully
completed and all acceptance criteria will be met prior to initial operation (consistent with the
Section 185.b requirement that the Commission, “prior to operation,” find that the acceptance
criteria in the combined license are met). The notification must be provided no later than the
date 225 days before the scheduled date for initial loading of fuel, and must provide sufficient
information to demonstrate that the inspections, tests, or analyses will be successfully
completed and the acceptance criteria for the uncompleted ITAAC will be met, including, but not
limited to, a description of the specific procedures and analytical methods to be used for
performing the inspections, tests, and analyses and determining that the acceptance criteria
have been met. Paragraph (e) has been revised to require that the NRC make available to the
public the notifications to be submitted under § 52.99(c)(1) and (c)(2), no later than the Federal
Register notice of intended operation and opportunity for hearing on ITAAC under § 52.103(a).
A conforming change is included in § 2.105(b)(3) to require that the § 52.103(a) notice
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reference the public availability of the § 52.99(c)(1) and (2) notifications. The NRC is requiring
that the paragraph (c)(2) notification be made 225 days before the date scheduled for initial
loading of fuel, in order to ensure that the licensee notifications are publicly available through
the NRC document room and online through the NRC Web site at the same time that the

§ 52.103(a) notice is published in the Federal Register. The NRC’s goal is to publish that notice
210 days before the date scheduled for fuel loading, but in all cases the § 52.103(a) notice
would be published no later than 180 days before the scheduled fuel load, as required by
Section 189.a(1)(B).

Commenters did not support addition of a requirement on completion of ITAAC in a set
time period prior to fuel load and the NRC has not included a provision requiring the completion
of all ITAAC by a certain time prior to the licensee’s scheduled fuel load date. Instead, the NRC
has decided to modify the concept slightly by requiring the licensee to submit, with respect to
ITAAC which have not yet been completed 225 days before the scheduled date for initial
loading of fuel, additional information addressing whether those inspections, tests and analyses
will be successfully completed and the acceptance criteria met before initial operation. In the
case where the licensee has not completed all ITAAC by 225 days prior to its scheduled fuel
load date, the NRC expects the information that the licensee submits related to uncompleted
ITAAC to be sufficiently detailed such that the NRC can determine what activities it will need to
undertake to determine if the acceptance criteria for each of the uncompleted ITAAC have been
met, once the licensee notifies the NRC that those ITAAC have been successfully completed
and their acceptance criteria met. In addition, the NRC is adopting the requirements in
paragraphs (c)(1) and (c)(2) to ensure that interested persons will be able to meet the Atomic
Energy Act, Section 189.a(1), threshold for requesting a hearing with respect to both completed
and as-yet uncompleted ITAAC. The NRC therefore expects that the information submitted by
licensees in the § 52.99(c)(2) notification will be sufficiently complete and detailed such that any
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licensee response to a contention on both completed and uncompleted ITAAC would ordinarily
be answered solely by reference to information contained in the notification. Furthermore, the
NRC expects that any contentions submitted by prospective intervenors regarding uncompleted
ITAAC would focus on the inadequacies of the procedures and analytical methods described by
the licensee for completing those ITAAC in the context of the reasonable assurance finding
under § 52.103(b)(2). Therefore, the level of detail provided by the licensee should be sufficient
to allow a prospective intervenor to form such judgments by reference to that information. The
NRC plans to prepare regulatory guidance providing further explanation of what constitutes
“sufficient information” to demonstrate that the inspections, tests, or analyses for uncompleted
ITAAC will be successfully completed and the acceptance criteria for the uncompleted ITAAC
will be met.

The NRC notes that, even though it did not include a provision requiring the completion
of all ITAAC by a certain time prior to the licensee’s scheduled fuel load date, the NRC will
require some period of time to perform its review of the last ITAAC once the licensee submits
its notification that the ITAAC has been successfully completed and the acceptance criteria
met. In addition, the Commission itself will require some period of time to perform its review of
the staff’'s conclusions regarding all of the ITAAC and the staff’'s recommendations regarding
the Commission finding under § 52.103(g). Therefore, licensees should structure their
construction schedules to take into account these time periods. The NRC staff intends to
develop regulatory guidance on the licensee’s completion and NRC verification of ITAAC and
will provide estimates of the time it expects to take to verify successful completion of various
types of ITAAC. The NRC expects that such guidance, along with frequent communication with
licensees during construction, will provide licensees with adequate information to plan initial fuel

loading and related activities.
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Question 13: ML Hearings. As discussed in Section IV.F.6 of the March 13, 2006,
proposed rule, the Commission proposes, as a matter of policy and discretion, that the
Commission hold a “mandatory” hearing (i.e., a hearing which, under NRC requirements in
10 CFR part 2, is held regardless of whether the NRC receives any hearing requests or
petitions to intervene) in connection with the initial issuance of every manufacturing license.
The Commission believes that Section 189.a.(1)(A) of the AEA does not require that a hearing
be held in connection with the initial issuance of a manufacturing license. Nonetheless, there
are several reasons for the Commission to require by rule, as a matter of discretion, a
mandatory hearing. A manufacturing license may be viewed as analogous to a construction
permit—a regulatory approval for which Section 189 of the AEA specifically requires that a
hearing be held. Even though the Commission’s regulations did not address the hearing
requirements for manufacturing licenses, the Commission noticed a “mandatory” hearing in
connection with the only manufacturing license application ever received by the Agency.
Offshore Power Systems (Floating Nuclear Power Plants), 38 FR 34008 (December 10, 1973).
Accordingly, proposed §§ 2.104 and 52.163 require that a mandatory hearing be held in each
proceeding for initial issuance of a manufacturing license. However, the Commission
recognizes that there may be countervailing considerations weighing against Commission
adoption of a rulemaking provision mandating that a hearing be held in connection with the
initial issuance of every manufacturing license where there has been no stakeholder interest in
a hearing. If there is no stakeholder interest in a hearing, transparency and public confidence
would not appear to be relevant considerations in favor of holding a mandatory hearing.
Considerations of regulatory efficiency and effectiveness would be paramount, and would weigh
against holding of a mandatory hearing. The Commission requests comments on whether the
Commission should exercise its discretion to provide by rule an opportunity for hearing, rather
than a mandatory hearing, and the reasons in favor of providing an opportunity for hearing as
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opposed to holding a mandatory hearing. Based upon the public comments, the Commission
may adopt a final rule which deletes § 2.104(f), revises § 2.105 (governing the content of a
Federal Register notice of proposed action where a mandatory hearing is not held under

§ 2.104) to add, as appropriate, references to issuance of manufacturing licenses, and revised
§ 52.163 to provide an opportunity for hearing rather than a mandatory hearing in connection
with the initial issuance of a manufacturing license.

Commenters’ Response: Several commenters stated there was no need to require
mandatory hearings for manufacturing licenses, or that the need for such hearings was unclear.
These commenters expressed the belief that such hearings were not an appropriate method for
reviewing and resolving technical issues. Some commenters advised that the decision to
request a hearing be left to either the NRC staff or stakeholders.

NRC Response: As stated in the statement of considerations for the March 13, 2006,
proposed rule, the NRC acknowledges that hearings on initial issuances of manufacturing
licenses are not required by the AEA (71 FR at 12814). The NRC also agrees with the general
premise of the commenters that adjudicatory hearings may not be the best approach for
resolving technical design issues - especially in uncontested proceedings. Indeed, the NRC
removed the opportunity for adjudicatory-style hearings for design certifications as part of the
2004 changes to 10 CFR part 2 (January 14, 2004; 69 FR 2182). The primary responsibility for
determining the safety of an application is with the NRC staff, and not the presiding officer.
This is true regardless of whether the proceeding is contested or uncontested. Public
confidence would not seem to be enhanced in any significant manner by the holding of a
hearing where there is no request that the NRC hold a hearing. Accordingly, the NRC has
decided not to adopt in the final Part 52 rule a requirement for a “mandatory” hearing in

connection with issuance of manufacturing licenses.
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Question 14: As discussed in Section IV.C.5.g of the statements of consideration of the
March 13, 2006, proposed rule, the proposed rule would amend the special backfit requirement
in 10 CFR 52.63(a)(1) to provide the Commission with the ability to make changes to the design
certification rules (DCRs) or the certification information in the generic design control
documents that reduce unnecessary regulatory burdens. The underlying rationale for this
provision also forms the basis for amending the Tier 2 change process in the three DCRs
(appendices A, B, and C of part 52) to incorporate the revised change criteria in 10 CFR 50.59.

The Commission is considering adopting an additional provision [§ 52.63(a)(1)(iv)] in the
final rule that would allow amendments of design certification rules to incorporate generic
resolutions of design acceptance criteria (DAC) or other design information without meeting the
special backfit requirement in the current § 52.63(a)(1). The applicants for the current DCRs
requested use of DAC in lieu of providing detailed design information for certain areas of their
nuclear plant designs, for example, instrumentation and control systems. Under the proposed
requirements, a generic change to design certification information would have to meet the
special backfit requirement of § 52.63(a)(1) or reduce an unnecessary regulatory burden while
maintaining protection to public health and safety and the common defense and security. The
Commission adopted this special backfit requirement to restrict changes and to require that
everyone meet the same backfit standard for generic changes, thereby ensuring that all plants
built under a referenced DCR would be standardized. By allowing a DCR amendment to
include generic resolutions of DAC or other design information, the Commission would enhance
its goals for design certification, for example, early resolution of all design issues and finality for
those issue resolutions, which would avoid repetitive consideration of design issues in individual
combined license proceedings.

There are currently three ways of resolving generic design issues: (1) the combined
license applicant that references a DCR could submit plant-specific resolutions in its
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application, which could result in loss of standardization; (2) a vendor could submit generic
resolutions in topical reports that, if approved, could but would not be required to be referenced
in a combined license application; or (3) the Commission could exempt itself from the special
backfit requirement in § 52.63(a)(1) and amend the DCR to incorporate a generic resolution,
which could result in multiple rulemakings to revise each DCR to incorporate each generic
resolution. The Commission intends that any review of a proposed generic resolution would be
performed under the regulations that are applicable and in effect at the time that the approval or
amendment is completed.

Therefore, the NRC is requesting public comments on: (1) whether a provision should
be added to § 52.63(a)(1) to allow generic amendments to design certification information that
meet applicable regulations in effect at the time that the rulemaking is completed; and
(2) whether the generic resolutions should be incorporated into a DCR without meeting a backfit
requirement, which would provide for completion of the design certification information and
facilitate standardization, or whether an application for a generic amendment should be
required to meet a backfit requirement (e.g., § 50.109).

Commenters’ Response: Some commenters stated that revisions to NRC regulations
should include the current 10 CFR 52.63, which they believed should allow the original design
certification applicant (or its successor) to obtain amendments to the design certification rule.
These commenters believed current regulations prevented any amendment to a design once
the design has been certified by rule (10 CFR 52.63(a)(1)). Some commenters stated that the
design certification applicant should be able to petition the NRC for, and obtain, an amendment
to the design certification rule to incorporate “beneficial” changes to the design certification,
including: (1) design changes that would result in significant improvements in safety; (2) design
changes that would result in significant improvements in efficiency, reliability and/or economics;
(3) design changes that result from continuing engineering or design work or are required
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because of lack of availability of components specified in the original design certification; and
(4) design changes necessary to correct minor errors in the original design certification. Some
commenters also suggested that where proposed changes involved changes to Tier 2, the
design certification applicant should be able to make such changes using a § 50.59-like change
process. One commenter noted that changes to allow an amendment to the final design
certification could potentially simplify COL applications, reduce NRC staff resource burden, and
help assure standardization across the industry.

NRC Response: The NRC has decided to include an amendment process for design
certifications in the final rule that allows for: (1) generic resolutions of design acceptance
criteria; (2) correction of errors; or (3) other changes that increase standardization, without
meeting the special backfit requirement in the former § 52.63(a)(1). These amendments will
apply to all plants that have referenced or will reference the DCR. The NRC believes that these
amendments will enhance standardization by further completing or correcting the certification
information. A detailed discussion of the comments on this amendment process is provided in
Section V.C.7.g of the supplementary information.

Question 15: In Section IV.J of the Supplementary Information of the March 13, 2006,
proposed rule, the NRC outlines key principles regarding its proposal for reporting requirements
that implement Section 206 of the Energy Reorganization Act, as amended, for part 52
licenses, certifications, and approvals. The NRC discusses that the beginning of the “regulatory
life” of a referenced license, standard design approval, or standard design certification under
part 52 occurs when an application for a license, design approval, or design certification is
docketed. The NRC also cautions, however, that this does not mean that an applicant is
without Section 206 responsibilities for pre-application activities because there are two aspects
to the reporting requirements, namely, a “backward looking” or retrospective aspect with
respect to existing information, and a “forward looking” or prospective aspect with respect to
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future information. For an early site permit applicant, the retrospective obligation is that the
early site permit holder and its contractors, upon issuance of the early site permit, must report
all known defects or failures to comply in “basic components,” as defined in part 21. Under the
proposed part 21 requirements presented in the proposed rule, the early site permit holder and
its contractors are required to meet these requirements upon issuance of the early site permit.
Accordingly, applicants should procure and control safety-related design and analysis or
consulting services in a manner sufficient to allow the early site permit holder and its
contractors to comply with the above described reporting requirements of Section 206, as
implemented by part 21. A similar argument applies to design certification applicants. Although
the Commission has not proposed an explicit requirement imposing part 21 on applicants for an
early site permit or design certification in the proposed rule, it is considering adopting such a
requirement in the final part 52 rulemaking because, as a practical matter, the NRC has to
require these applicants to implement a part 21 program before approval of the early site permit
or design certification. Therefore, providing explicit part 21 requirements for applicants would
clarify the Commission’s intent. The Commission requests stakeholder comment on whether it
should, in the final rule, impose part 21 reporting requirements on applicants for early site
permits and design certifications.

Commenters’ Response: Several commenters were opposed to the proposed changes
to part 21. Some commenters stated part 21 had been in existence for almost 30 years, during
which it was never applied to applicants. They complained that they were not aware, and the
NRC had not made them aware, of problems that would warrant a change. The commenters
noted that applicants take measures to ensure that they were made aware of any errors and
deficiencies identified by contractors and suppliers for work performed on commercial nuclear
projects, because applicants eventually become holders, and licensees and want equipment to
operate correctly. Several commenters were also concerned that the proposal was contrary to
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the Energy Reorganization Act (ERA), which was the basis for part 21. They believed it would
be inappropriate and contrary to the ERA to apply part 21 to applicants. They stated part 21
was established to implement § 206 of the ERA, which applies to “licensees” and vendors,
suppliers, and contractors of licensees, not to “applicants.” These commenters cited 10 CFR
21.2, stating that the existing regulations of part 21 apply only to entities licensed to possess,
use, or transfer radioactive material within the United States, or to construct, manufacture,
possess, own, operate, or transfer within the United States, any production or utilization facility
or fuel storage facility. The commenter believed applicants did not fall within the scope of § 206
of the ERA, and it was inconsistent with the Act to expand the scope of § 21.2 to include
applicants.

Some commenters also noted that it had been the standard practice for a construction
permit (CP) applicant to specify part 21 requirements in its procurement contracts for a plant
prior to issuance of the construction permit. Some commenters agreed with this practice
because part 21 was applicable to such contracts once the CP was issued by the NRC, and
expected that this “good practice” would be implemented by COL applicants as well. From a
“practical perspective,” the commenters believed this negated the need to expand part 21 to
applicants.

Some commenters argued that the obligations for applicants to provide information to
the NRC under proposed § 52.6(a) was broader than the obligation in part 21, and would
require applicants to update and correct their applications to account for the types of defects
and noncompliances covered by part 21. These commenters stated the industry had no
objection to proposed § 52.6(a), which should therefore eliminate the need to apply part 21 to
applicants.

NRC Response: The Commission proposed part 21 reporting requirements on
applicants for early site permits, design certifications, and standard design approvals in the

-62-



proposed rule. A detailed discussion on the Commission’s rationale for imposing these
requirements in the final rule is provided in Section V.J of the Supplementary Information of this

document.

V. Discussion of Substantive Changes and Responses to Significant Comments.

A. Introduction.

The changes to 10 CFR Chapter 1 are further discussed by part. Changes to parts 52
and 50 are discussed first, followed by changes to other parts in numerical order. Within each
part, general topics are discussed first, followed by discussion of changes to individual sections
as necessary. In addition to the substantive changes, rule language was revised to make
conforming administrative changes (e.g., identification of regulations containing information
collection requirements in § 52.11), correct typographic errors, adopt consistent terminology
(e.g., “makes the finding under § 52.103(g)”), correct grammar, and adopt plain English. These

changes are not discussed further.

B. Testing Requirements for Advanced Reactors.

This rule amends §§ 50.43, 52.47, 52.79, and 52.157 to achieve clarity and consistency
in the testing requirements for advanced reactor designs and plants. This amendment requires
applicants for a combined license, operating license, or manufacturing license that use new
safety features but do not reference a certified advanced reactor design to also perform the

design qualification testing required of certain applicants for design certification. If a combined
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license application references a certified design, the necessary qualification testing will have
been performed under § 52.47(c)(2). The codification of testing requirements in the original

§ 52.47 was a principal issue during the development of 10 CFR part 52 (see Section Il of 54
FR 15372; April 18, 1989). The requirement to demonstrate the performance of new safety
features for nuclear power plants that differ significantly from evolutionary light-water reactors
or that use simplified, inherent, passive, or other innovative means to accomplish their safety
functions (advanced reactors), were included in 10 CFR part 52 to ensure that these new safety
features will perform as predicted in the applicant’s safety analysis report, to provide sufficient
data to validate analytical codes, and that the effects of systems interactions are acceptable.
The design qualification testing requirements may be met with either separate effects or
integral system tests; prototype tests; or a combination of tests, analyses, and operating
experience. These requirements implement the Commission’s policy on proof-of-performance
testing for all advanced reactors and its goal of resolving all safety issues before authorizing
construction.

Some commenters stated that it is unnecessary to apply qualification testing
requirements to combined license applicants. The Commission does not agree because, when
it reformed the licensing process for new nuclear plants with the issuance of part 52, the
Commission required applicants to demonstrate that new safety features will perform as
predicted in the final safety analysis report. Although the focus of the NRC at that time was on
applications for design certification, the Commission intended that testing to qualify new design
features (proof-of-performance testing) would be required for all advanced reactors, including
custom designs (see Question 6 at 51 FR 24646; July 8, 1986). Furthermore, it would make no
sense for the Commission to require qualification testing for design certification applicants (so-
called paper designs) and not require testing for applications to build and operate an advanced
nuclear power plant. Therefore, the NRC has implemented its intent in adopting part 52 to
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resolve issues early and its policy on advanced reactors that it is necessary to demonstrate the
performance of new or innovative safety features through design qualification testing for all
advanced nuclear reactor designs or plants (including nuclear reactors manufactured under a
manufacturing license).

This amendment also includes a requirement in § 50.43(e)(2) for licensing a prototype
plant, as defined in §§ 50.2 and 52.1, if the plant is used to meet the testing requirements in
§ 50.43(e)(1). The new § 50.43(e) states that, if a prototype plant is used to comply with the
qualification testing requirements, the NRC may impose additional requirements on siting,
safety features, or operational conditions for the prototype plant to compensate for any
uncertainties associated with the performance of the new or innovative safety features in the
prototype plant.

Some commenters stated that it would be inappropriate to establish or impose prototype
testing on combined license applicants. Although the Commission stated that it favors the use
of prototypical demonstration facilities and that prototype testing is likely to be required for
certification of advanced non-light-water designs (see Advanced Reactor Policy Statement at
51 FR 24646; July 8, 1986, and the statement of consideration for 10 CFR part 52, 54 FR
15372; April 18, 1989), this rule does not require the use of a prototype plant for qualification
testing. Rather, this rule provides that if a prototype plant is used to qualify an advanced
reactor design, then additional conditions may be required for the licensed prototype plant to
compensate for any uncertainties with the unproven safety features. Also, the prototype plant

could be used for commercial operation.

C. Changes to 10 CFR Part 52.
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1. Use of Terms: Site characteristics, Site parameters, Design characteristics,
and Design parameters in §§ 52.1, 52.17, 52.24, 52.39, 52.47, 52.54, 52.79, 52.93, 52.157,

52.158, 52.167, 52.171, and Appendices A, B, and C to part 52.

The NRC is revising 10 CFR part 52 to clarify the use of the terms, site characteristics,
site parameters, design characteristics, and design parameters, in order to ensure that the
NRC'’s requirements governing applications for and issuance of early site permits, design
approvals, design certifications, combined licenses, and manufacturing licenses are expressed
in clear and unambiguous terms. This final rule adds or revises these terms where necessary
to reflect this clarification. Corresponding changes are made to §§ 52.17, 52.24, 52.39, 52.47,
52.54,52.79, 52.93, 52.157, 52.158, 52.167, 52.171, and Section Ill.E of appendices A, B, and
C to part 52.

The NRC is also adding definitions of the terms design characteristics, design
parameters, site characteristics, and site parameters to § 52.1 to clarify the use of these terms.
Design characteristics are defined as the actual features of a reactor. Design characteristics
are specified in a standard design approval, a standard design certification, a combined license
application, or a manufacturing license. Design parameters are defined as the postulated
features of a reactor or reactors that could be built at a proposed site. Design parameters are
specified in an early site permit. Site characteristics are defined as the actual physical,
environmental and demographic features of a site. Site characteristics are specified in an early
site permit or in a final safety analysis report for a combined license. Site parameters are
define as the postulated physical, environmental and demographic features of an assumed site.
Site parameters are specified in a standard design approval, standard design certification, or a

manufacturing license.
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In addition, the NRC is revising § 52.79 to include a requirement that a combined
license application referencing a certified design must contain information sufficient to
demonstrate that the design of the facility falls within the site characteristics and design
parameters specified in the early site permit. Former § 52.79 included a requirement that a
combined license application referencing an early site permit contain information sufficient to
demonstrate that the design of the facility falls within the parameters specified in the early site
permit. The NRC interprets parameters to mean the site characteristics and design parameters
as defined in § 52.1. The NRC is making similar changes to §§ 52.39 and 52.93. The need for
these changes became evident during NRC’s review of the pilot early site permit applications.
Because the NRC is relying on certain design parameters specified in the early site permit
applications to reach its conclusions on site suitability, these design parameters will be included
in any early site permit issued. The NRC believes that these changes, in the aggregate, will
provide sufficient clarification on the use of the terms in question.

As the NRC completes its review of the first early site permit applications and prepares
for the submittal of the first combined license application, it is focusing on the interaction among
the early site permit, design certification, and combined license processes. The NRC believes
that its review of a combined license application that references an early site permit will involve
a comparison to ensure that the actual characteristics of the design chosen by the combined
license applicant fall within the design parameters specified in the early site permit. NRC
review of a combined license application that references a design certification will involve a
comparison to ensure that the actual characteristics of the site chosen by the combined license
applicant fall within the site parameters in the design certification. Similarly, if a combined
license applicant references both an early site permit and a design certification, the NRC will
review the application to ensure that the site characteristics in the early site permit fall within the
site parameters in the referenced design certification and that the actual characteristics of the
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certified design fall within the design parameters in the early site permit. For these reasons, the
NRC believes it is important to make the changes described above in order to clarify these

terms and their use in part 52 licensing processes.

2. Issuance of Combined and Manufacturing Licenses (§§ 52.97 and 52.167).

Current § 50.50 sets forth the NRC’s authority to include conditions and limitations in
permits and licenses issued by the NRC under part 50. Similar language delineating the NRC’s
authority in this regard is also set forth in § 52.24 for early site permits, but is not included in
part 52 with respect to either combined licenses or manufacturing licenses. There are two
possible ways of addressing this omission: § 50.50 could be revised to refer to combined
licenses and manufacturing licenses, or provisions analogous to § 50.50 could be added to the
appropriate sections in part 52 for combined licenses and manufacturing licenses. Inasmuch
as the NRC'’s inclusion of appropriate conditions in combined licenses is not a technical matter
per se but rather a matter of regulatory authority, the most appropriate location for this provision
appears to be in part 52. Inclusion of these provisions in appropriate portions of part 52 would
be consistent with the provision applicable to early site permits in § 52.24. Accordingly, the
NRC is adding the language in § 52.97(c) for combined licenses, and § 52.167(b) for

manufacturing licenses, which are analogous to § 50.50.

3. NRC Staff Information Requests.

Section 52.47(a)(3) of the 1989 part 52 rulemaking provided that the NRC staff would

advise the design certification applicant on whether there was any additional information
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beyond that required to be submitted by that section, that must be submitted. The March 2006
proposed rule included analogous provisions (§§ 52.17(d), 52.79(a)(42), 52.137(a)(27), and
52.157(p)) for each of the other licensing and regulatory approval processes in part 52. Upon
further consideration in response to a comment on the March 2006 proposed rule, the
Commission has decided that these provisions are redundant to § 2.102(a), which provides the
NRC staff with overall authority to request information to support their review of an application.
Accordingly, §§ 52.17(d), 52.79(a)(42), 52.137(a)(27), and 52.157(p) of the proposed rule have

not been adopted in the final rule, and § 52.47(a)(3) is removed from part 52.

4. Changes to a Design Certification, Departures, Variances, Exemptions.

External stakeholders have expressed confusion over the years in public meetings and
in written comments submitted under various circumstances with respect to the meaning of the
terms, change to a design certification, departures, variances, and exemptions. To clarify the

meaning of these terms, the Commission provides the following explanation of these terms.

Change to a design certification

A change to a design certification is a generic change to the design certification
information which is approved by the Commission in a standard design certification rule under
subpart B of part 52. In the four design certifications currently approved by the Commission,
the design certification information which is approved by the Commission is either “certified
information” and is designated as “Tier 1,” or is “approved” and is designated as “Tier 2.” The

term “generic,” means that if the Commission makes a change to the design certification,
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§ 52.63(a) requires that the change (“modification” under § 52.63(a)(3)) be applied to each
plant referencing the design certification rule.

A change to a design certification may be distinguished from a departure or variance by

understanding that a change is generic. Therefore, a change to a design certification is:

(1) Requested by the original design certification applicant in accordance with
10 CFR 2.811 (see 10 CFR 2.800(c)), or by any other member of the public, in a
petition for rulemaking under 10 CFR 2.802;

(2) Applies to all past nuclear power reactors (including manufactured reactors)
whose applications have referenced the design certification, as well as future
reactors referencing the design certification rule; and

(3) Requires the Commission provide an exemption to the applicant, if the proposed

change is inconsistent with the one or more of the Commission’s regulations.

Departure

A departure as a plant-specific “deviation” from design information in either a standard
design certification or a manufacturing license. For a design certification, a departure is a
deviation from the certification information which is certified by the Commission in a standard
design certification rule (for the current four design certification rules in appendices A through D
of part 52, the certification information is “Tier 1” information). For a manufacturing license, a
departure is a deviation from any design information approved in the manufacturing license,
including technical specifications, site parameters and design characteristics, and interface

requirements.> A departure may be distinguished from a change to a standard design

2As discussed in the section-by-section discussion for § 52.171, a departure requested by a holder of a
combined license referencing a manufactured reactor must be in the form of a license amendment, but the criteria
for determining the request will be the exemption criteria in § 52.7 even though the departure itself may not involve
an exemption.
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certification rule (i.e., a change to Tier 1 or Tier 2 information in a design certification rule) or a
change to the design approved in a manufacturing license by recalling that a departure is plant-

specific. Therefore, a departure:

* Concerns certified design information or manufacturing license information.

* Is requested by the applicant/licensee referencing a design certification or the

use of a manufactured reactor.

* Applies only to the design of the nuclear power reactor referencing the design
certification or the manufactured reactor for which a departure is sought by the

applicant/licensee.

* Requires the applicant/licensee to obtain an exemption from the referenced
design certification if the proposed departure is inconsistent with the one or more
of the Commission’s regulations. The exemption would be granted under the
provisions of § 52.7 (which references the same criteria for the granting of

exemptions that are set forth in § 50.12).

Variance

A variance is a plant-specific “deviation” from one or more of the site characteristics,
design parameters, or terms and conditions of an early site permit, or from the site safety
analysis report. A variance to an early site permit is analogous to a departure to a standard

design certification, in that it is plant-specific. Therefore, a variance:
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(1) Concerns information addressed in an early site permit;

(2) Is requested by the applicant referencing an early site permit;

(3) Applies only to the construction permit or combined license referencing the early
site permit; and

(4) Requires the applicant to also obtain an exemption from the Commission’s
regulations if the proposed variance is inconsistent with one or more of the

Commission’s regulations.

Exemption

An exemption is a Commission-granted dispensation from compliance with one or more
of the Commission’s rules and regulations which would otherwise apply to an entity, a license,
permit or other approval such as a standard design certification rule. Exemption from the
requirements in part 26, or from the requirements in any particular design certification rule
would be provided under § 52.7. Exemption from an underlying technical requirement in part
50 would be provided under § 50.12. This would be true even in the course of Commission
adoption of a design certification rule. For example, if the design certification did not, at the
time of final rulemaking, comply with a technical requirement in part 50, the Commission would
provide an exemption to that requirement as part of the final design certification rulemaking.
Moreover, if the nature of the technical requirement is such that a subsequent applicant
referencing the design certification would need an exemption from compliance with the
requirement as applied to the applicant, then the Commission would include the exemption in

the design certification rule itself.

5. General Provisions.
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a. Section 52.0, Scope; applicability of 10 CFR Chapter 1 provisions.

The Commission is redesignating former § 52.1, Scope, as § 52.0, Scope; applicability
of 10 CFR Chapter 1 provisions, in order to add additional sections in the General Provisions
portion of part 52. As discussed elsewhere, the Commission has decided general provisions,
common to all substantive parts in 10 CFR Chapter 1, should be added to part 52. To provide
enough section numbers, it is necessary to redesignate former § 52.1 as § 52.0.

Paragraph (a) of § 52.0 is derived from the text of former § 52.1, but is revised to
include standard design approvals and manufacturing licenses within the scope of part 52, and
to remove references to Section 104.b of Atomic Energy Act of 1954 (AEA), thereby providing
that licenses issued under part 52 are licenses issued under Section 103 of the AEA. After
passage of the 1970 amendments to the AEA, all licenses for commercial nuclear power plants
with construction permits issued after the date of the amendments were required to be issued
as Section 103 licenses. The NRC interprets the 1970 amendment as requiring combined
licenses under Section 185 to be issued as Section 103 licenses.®> Accordingly, the NRC is
revising the scope of part 52 to limit its applicability to licenses issued under Section 103 of the
AEA.

Paragraph (b) of § 52.0 is a new provision that makes clear that the regulations in
10 CFR Chapter 1 apply to a holder of, or applicant for an approval, certification, permit, or
license issued under part 52 and that any license, approval, certification, or permit, issued
under 10 CFR part 52 must comply with these regulations. The need for this paragraph was
determined as a result of the July 3, 2003 (68 FR 40026) proposed rule on part 52. In that

proposed rule, the Commission proposed a new § 52.5 listing all of the licensing provisions in

*This may be an academic distinction, in light of the Energy Policy Act of 2005, Pub. L. No. 109-58, which
removed the need for antitrust reviews of new utilization facilities.
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10 CFR part 50 that also apply to all of the licensing processes in 10 CFR part 52. This
proposal responded to a letter dated November 13, 2001, from the Nuclear Energy Institute
(NEI), which stated:

The industry proposes that additional General Provisions be added to Part 52 in

addition to an appropriate provision on Written Communications. This approach

is preferable to including cross-references in Part 52 to Part 50 general

provisions because these provisions typically must be tailored to apply

appropriately to the variety of licensing processes in Part 52.

Section 52.5, as proposed in 2003, would have clarified that the general provisions in
10 CFR part 50 were also applicable to the new licensing processes for early site permits,
standard design certifications, and combined licenses in part 52 (as well as the licensing and
approval processes in appendices M, N, O, and Q which were added to part 52 by the 1989
part 52 rulemaking). Although the general provisions in part 50 did not specifically refer to the
additional licensing processes in 10 CFR part 52 (and no changes to the language of those
general provisions was proposed, the Commission believed that proposed § 52.5 would make
clear that a holder of, or applicant for an approval, certification, permit, or license issued under
part 52 must also comply with those general provisions.

However, few commenters on the July 2003 proposed rule believed that the proposed
§ 52.5 would provide greater clarity. On the contrary, some commenters indicated that § 52.5
was overly broad and would impose burdensome and seemingly inappropriate new
requirements on applicants for design certifications that were unwarranted.

Accordingly, in the March 2006 proposed rule, the Commission proposed a different
approach, viz., making conforming changes to all of the regulations in 10 CFR Chapter 1 to
specify their applicability to the relevant part 52 regulatory processes, and to add proposed
§ 52.0(b) to make clear that the regulations in 10 CFR Chapter 1 apply to the relevant part 52
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regulatory processes, and holders and applicants under part 52. The Commission did not
receive any comments calling into question the legality of this approach, or otherwise
questioning the clarity of the proposed regulatory language. Accordingly, the Commission is
adopting this approach in the final part 52, including § 52.0(b).

As discussed elsewhere in this statement of considerations, the NRC is retaining
appendices N and Q in part 52, and revising these appendices to apply to part 52 combined
licenses. The provisions of appendix N to part 52 concern applicants of combined licenses
under part 52. Therefore, the applicability language in § 52.0, by referring to “licenses” under
part 52, need not specifically refer to appendix N to part 52. Appendix Q to part 52 concerns an
early site approval. Therefore, the applicability language in § 52.0, by referring to “approvals”

under part 52, need not specifically refer to appendix Q to part 52.

b. Section 52.1, Definitions.

Section 52.1 (formerly, § 52.3) is revised by adding definitions for decommission,
license, licensee, major feature of the emergency plans, manufacturing license, modular
design, prototype plant, and standard design approval. A definition of decommission, which is
identical to that in 10 CFR part 50, is added to part 52 because the final part 52 rulemaking
addresses decommissioning of nuclear power reactors with combined licenses under part 52.
Definitions of license and licensee are added to facilitate the use of these terms throughout
part 52. These definitions were derived from the definitions in § 2.4, but were modified to
reflect the regulatory processes in part 52. The definitions of these terms in part 2 are modified
to be consistent with the definitions in part 52, and the definitions of these terms are added in

part 50, to ensure consistency among parts 2, 50, and 52. Definitions of manufacturing license
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and standard design approval are added to part 52 so that each of these part 52 license types
are defined.

A definition of modular design is added to explain the type of modular reactor design
which is the subject of the second sentence of § 52.103(g). That provision is added to part 52
to facilitate the licensing of nuclear plants, such as the Modular High Temperature Gas-Cooled
Reactor (MHTGR) and Power Reactor Innovative Small Module (PRISM) designs, consisting of
three or four nuclear reactors in a single power block with a shared power conversion system.
During the period that the power block is under construction, the NRC could separately
authorize operation for each nuclear reactor when each reactor and all of its necessary support
systems were completed. In view of the several definitions of “modular reactor” which are used
within the nuclear industry, the Commission intends to avoid future disputes regarding the
intended applicability of § 52.103(g) by defining the term, modular design, for purposes of
part 52.

The definition of major feature of the emergency plans is being added in the final rule,
based on commenters’ responses to Question 2 in Section V of the Supplementary Information
of the 2006 proposed rule, to clarify what is meant by this term as it is used in §§ 52.17, 52.18,
52.39, and 52.79. The definition states that a major feature of the emergency plans means an
aspect of those plans necessary to: (1) address in whole or part, one or more of the sixteen
standards in § 50.47(b), or (2) describe the emergency planning zones as required in
§ 50.33(g). The goal of the “major features” option in § 52.17(b) is an NRC finding that the
proposed major features are acceptable as elements of a complete and integrated emergency
plan that would be considered later, when the early site permit is referenced in a license
application. This is not the same level of finality as the “reasonable assurance” finding that
would be made in connection with the approval of a completed and integrated plan. However,
the NRC would not re-review, at the COL stage, information that provided the basis for the NRC
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approval of major features in an ESP but would address integration of approved major features
with the balance of emergency planning information provided in the COL applications necessary
to support the NRC’s reasonable assurance finding; and updated emergency planning
information required by § 52.39(b).

A definition of prototype plant is added to explain the type of nuclear power plant that
the NRC is addressing in §§ 52.43, 52.47(b), 52.79, and 52.157. A prototype plant is a licensed
nuclear reactor test facility that is similar to and representative of either the first-of-a-kind or
standard nuclear plant design in all features and size, but may have additional safety features.
The purpose of the prototype plant is to perform testing of new or innovative safety features for
the first-of-a-kind nuclear plant design, as well as being used as a commercial nuclear power

facility.

c. Section 52.2, Interpretations; and § 52.4, Deliberate misconduct.

The former section on interpretations in § 52.5 is retained and redesignated without
change as § 52.2. The former section on deliberate misconduct in § 52.9 is retained and

redesignated without change as § 52.4.

d. Section 52.3, Written communications; § 52.5, Employee protection; § 52.6,
Completeness and accuracy of information; § 52.7, Specific exemptions; § 52.8,
Combining licenses; § 52.9, Jurisdictional limits; and § 52.10, Attacks and destructive

acts.
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Section 52.3, Written communications, which is essentially identical with the current
§ 50.4, is added to address the requirements for correspondence, reports, applications, and
other written communications from applicants, licensees, or holders of a standard design
approval to the NRC concerning the regulations in part 52.

Section 52.5, which is largely identical with the current § 50.7, is added to make clear
that discrimination against an employee for engaging in certain protected activities concerning
the regulations in part 52 in prohibited. This section differs from its part 50 counterpart, in that
the Commission has added a provision on coordination with the requirements in 10 CFR
part 19.

Section 52.6, which is identical with the current § 50.9, is added to require that
information provided to the Commission by a licensee, a holder of a standard design approval,
and an applicant under part 52, and information required by statute or by the NRC’s regulations,
orders, or license conditions to be maintained by a licensee, holder of a standard design
approval, and applicant under part 52 (including the applicant for a standard design certification
under part 52 following Commission adoption of a final design certification rule) be complete
and accurate in all material respects. The Commission has corrected an error in the proposed
rule version of paragraph (a) of § 52.6. In the proposed rule, the first sentence began,
“Information provided to the Commission by a licensee (including a construction permit holder,
and a combined license holder)....” In the final rule, this phrase has been corrected to read,
“Information provided to the Commission by a licensee (including an early site permit holder, a
combined license holder, and a manufacturing license holder)....” This provision applies to
licenses issued under part 52 and not to licenses issued under part 50.

Section 52.7, which is essentially identical with current § 50.12, is added to address the
procedure and criteria for obtaining an exemption from the requirements of part 52. Although
part 50 contains a provision (§ 50.12) for obtaining specific exemptions, § 50.12 by its terms

-78-



applies only to exemptions from part 50. Although it would be possible to revise § 50.12 so that
its provisions apply to exemptions from part 52, this is inconsistent with the general regulatory
structure of 10 CFR, wherein each part is treated as a separate and independent regulatory
unit. The NRC notes that the exemption provisions in § 52.7 are generally applicable to part 52,
and do not supercede or otherwise diminish more specific exemption provisions that are in

part 52.

Section 52.8, which combines into a single section regulatory provisions which are
addressed in separate regulations in part 50, is added to clarify that these regulatory provisions
also apply to part 52 licenses.

Paragraph (a) of § 52.8, which is analogous to § 50.31, is added to make clear that an
applicant for a license under part 52 may combine in one application, several applications for
different kinds of licenses under various regulations in 10 CFR Chapter 1. Section 50.31
currently provides that an applicant may combine in one application, several applications for
different kinds of licenses under various regulations in 10 CFR Chapter 1. The plain reading of
this language, given that this provision is located in part 50, is that a part 50 application may
contain in one application other applications for different licenses in other parts of 10 CFR
Chapter 1. Thus, § 50.31 would not appear to allow a part 52 application (as for a combined
license) to combine in one application other applications for different license in other parts of
10 CFR Chapter 1. Accordingly, paragraph (a) of § 52.8 of the final rule makes clear that a
part 52 application may be combined with applications for different licenses in other parts of
10 CFR Chapter 1. This provision was not included in the March 2006 proposed rule, inasmuch
as the NRC determined the desirability of including in part 52 a provision analogous to § 50.31
only after the publication of the March 2006 proposed rule.

Paragraph (b) of § 52.8, which is analogous to § 50.32, is added to make clear that an
applicant for a license, standard design certification, or design approval under part 52 may

-79-



incorporate by reference in its application information contained in other documents provided to
the Commission, but must clearly specify the information to be incorporated. This provision
was also not included in the March 2006 proposed rule, inasmuch as the NRC determined the
desirability of including in part 52 a provision analogous to § 50.32 only after the publication of
the March 2006 proposed rule.

Paragraph (c) of § 52.8, which is analogous to § 50.52, is added to clarify the
Commission’s authority under Section 161.h of the AEA to combine NRC licenses, such as a
special nuclear materials license under part 70 for the reactor fuel, with a combined license
under part 52. Analogous to the situation with respect to § 50.31, the language in § 50.52
would not appear to allow the Commission to combine into a single part 52 license, other non-
part 52 licenses. Inasmuch as these changes to § 52.8 constitute revisions to the
Commission’s rules of procedure and practice, the Commission may adopt them in final form
without further notice and comment, under the rulemaking provisions of the APA, 5 U.S.C.
553(b)(A).

Section 52.9, which is identical with § 50.53, is added to clarify that NRC licenses issued
under part 52 do not authorize activities which are not under or within the jurisdiction of the
United States; an example would be the construction of a nuclear power reactor outside the
territorial jurisdiction of the United States which uses a design identical to that approved in a
standard design certification rule in part 52.

Section 52.10 is added because there is no specific provision in part 52 specifying that
the Commission’s longstanding determination with respect to the lack of need for design
features and other measures for protection of nuclear power plants against attacks by enemies
of the United States, or the use of weapons deployed by United States defense activities,
applies to part 52 applicants. The Commission’s determination, which was upheld by the U.S.
Court of Appeals for the D.C. Circuit, see Siegel v. Atomic Energy Commission, 400 F.2d 778
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(D.C. Cir 1968), is currently codified for part 50 applicants in § 50.13. Although it would be
possible to revise § 50.13 so that its provisions apply to applications under part 52, this would
be inconsistent with the overall regulatory pattern of 10 CFR Chapter 1, whereby each part is
treated as a separate and independent regulatory unit. Moreover, any changes to § 50.13
might erroneously be viewed as changes to the Commission’s substantive determination on this
matter. For these reasons, the Commission is adding new § 52.10 to part 52, which is
essentially identical with § 50.13. Inclusion of this provision in part 52 makes clear that
applications for combined licenses, manufacturing licenses, design certification rulemakings,
standard design approvals, and amendments to these licenses, rulemakings, and approvals
under part 52 need not provide design features or other measures for protection of nuclear
power plants against attacks by enemies of the United States, or the use of weapons deployed
by United States defense activities. In adding § 52.10, the Commission emphasizes that it is
not changing in any way, nor is it intending to revisit in this rulemaking, the Commission’s
determination with respect to the lack of need for design features or other measures for
protection of nuclear power plants against attacks by enemies of the United States, or the use
of weapons deployed by United States defense activities. The Commission is simply making it
clear that its longstanding determination applies to applications under part 52 just as it applies

to applications under part 50.

6. Subpart A, Early Site Permits.

a. Emergency Preparedness Requirements for Early Site Permit Applicants.
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The NRC is amending §§ 52.17(b), 52.18, and 52.39 to address changes to emergency
preparedness requirements for early site permit applicants. The NRC is amending
§ 52.17(b)(1), which requires that an early site permit application identify physical
characteristics unique to the proposed site that could pose a significant impediment to the
development of emergency plans. The NRC is adding a sentence to require that, if physical
characteristics that could pose a significant impediment to the development of emergency plans
are identified, the application must identify measures that would, when implemented, mitigate or
eliminate the significant impediment. The NRC believes this addition is necessary to clarify the
NRC'’s expectations in cases where a physical characteristic exists that could pose a significant
impediment to the development of emergency plans. Simply identifying these physical
characteristics alone does not provide the NRC with enough information to determine if these
characteristics are likely to pose a significant impediment to the development of emergency
plans. Similarly, the Commission is amending § 52.18 to require that the Commission
determine whether the information required of the applicant by § 52.17(b)(1) shows that there is
no significant impediment to the development of emergency plans that cannot be mitigated or
eliminated by measures proposed by the applicant [emphasis added].

The NRC is amending §§ 52.17(b)(2)(i), 52.17(b)(2)(ii), and 52.18 to clarify that any
emergency plans or major features of emergency plans proposed by early site permit applicants
must be in accordance with the applicable standards of 10 CFR 50.47 and the requirements of
appendix E to part 50. These changes clarify the standards applicable to emergency
preparedness information supplied with an early site permit application. The NRC is also
amending §§ 52.17(b)(1), (b)(2), and (b)(4) to indicate that the emergency preparedness
information supplied in the early site permit application must be included in the site safety
analysis report. This change is necessary for consistency with past practice and with the
requirements for combined license applicants in § 52.79(a) that require emergency
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preparedness information to be included in the final safety analysis report. Note that the
proposed rule only included these changes in § 52.17(b)(2). In the final rule, the NRC is
making the additional conforming changes in §§ 52.17(b)(1) and (b)(4).

The NRC is adding new § 52.17(b)(3) to require that any complete and integrated
emergency plans submitted for review in an early site permit application must include the
proposed inspections, tests, and analyses that the holder of a combined license referencing the
early site permit shall perform, and the acceptance criteria that are necessary and sufficient to
provide reasonable assurance that, if the inspections, tests, and analyses are performed and
the acceptance criteria met, the facility has been constructed and would operate in conformity
with the license, the provisions of the AEA, and the NRC'’s regulations. The NRC is making
these amendments for consistency with the requirements in subpart C of part 52 regarding the
review of emergency plans and to provide additional finality to ESP holders. The NRC believes
that its review of complete and integrated plans included in an early site permit application
should be no different than its review of emergency plans submitted in a combined license
application, given that the NRC must make the same findings in both cases, namely, that the
plans submitted by the applicant provide reasonable assurance that adequate protective
measures can and will be taken in the event of a radiological emergency. The NRC will not be
able to make the required finding without the inclusion of proposed ITAAC in an early site
permit application that includes complete and integrated emergency plans. In the final rule, the
NRC has added an allowance that major features of an emergency plan submitted under
paragraph (b)(2)(i) of § 52.17 may include proposed ITAAC. This will give an applicant that has
proposed major features additional opportunities to achieve finality on major features in cases

where ITAAC can be included to address implementation aspects of the major feature.
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b. Section 52.13, Relationship to other subparts.

The NRC proposes to retitle § 52.13 from “Relationship to subpart F of 10 CFR part 2
and appendix Q of this part,” to “Relationship to other subparts,” to reflect the revised scope of

this section, which has been refocused on part 52.

c. Section 52.16, Contents of applications; general information and § 52.17,

Contents of applications; technical information.

The NRC is adding § 52.16 to include the general content requirements from
§ 52.17(a)(1).

The title of § 52.17 is revised to read, “Contents of applications; technical information,”
Section 52.17(a)(1) is amended to state that the early site permit application must specify the
range of facilities for which the applicant is requesting site approval (e.g., one, two, or three
pressurized-water reactors). This new language, which is consistent with the language in
paragraph 2 of current appendix Q to part 52, provides a clearer and more complete statement
of the applicant’s proposal with respect to the facilities which may be located under the early
site permit. This facilitates NRC review, as well as providing adequate notice to potentially-
affected members of the public and State and local governmental entities. The NRC assumes
that an applicant for an early site permit may not know what type of nuclear plant may be built
at the site. Therefore, the application must specify the postulated design parameters for the
range of reactor types, the numbers of reactors, etc., to increase the likelihood that approval of
the site will resolve issues with respect to the actual plant or plants that the combined license or

construction permit applicant decides to build. In a letter dated November 13, 2001
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(comment 27 on draft proposed rule text), NEI stated, “The proposed change is too limited. To
address the required assessment of major SSCs [structures, systems, and components] that
bear on radiological consequences and all items 52.17.a.1.i-vii (sic.), industry recommends new
§ 52.17a.2.” The NRC disagrees with NEI's proposal to have a separate provision for
applicants who have not determined the type of plant that they plan to build at the proposed
site. The NRC expects that some applicants for an early site permit may not have decided on a
particular type of nuclear power plant, therefore, § 52.17(a)(1) was revised to address this
situation.

The NRC is amending § 52.17(a)(1) to eliminate all references to § 50.34. The
references to § 50.34(a)(12) and (b)(10) are removed because these provisions require
compliance with the earthquake engineering criteria in appendix S to part 50 and are not
requirements for the content of an application. The reference to § 50.34(b)(6)(v), which
requires plans for coping with emergencies, is also being removed. All requirements related to
emergency planning for early site permits are addressed in § 52.17(b) and other plans for
coping with emergencies will be addressed in a combined license application. Finally, the
reference to the radiological consequence evaluation factors identified in § 50.34(a)(1) is being
removed and the requirements are included in § 52.17(a)(1). The NRC is modifying the existing
requirement for early site permit applications to describe the seismic, meteorological,
hydrologic, and geologic characteristics of the proposed site to add that these descriptions must
reflect appropriate consideration of the most severe of the natural phenomena that have been
historically reported for the site and surrounding area and with sufficient margin for the limited
accuracy, quantity, and time in which the historical data have been accumulated. This addition
is to ensure that future plants built at the site would be in compliance with general design
criterion 2 from appendix A to part 50 which requires that structures, systems, and components
important to safety be designed to withstand the effects of natural phenomena such as
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earthquakes, tornadoes, hurricanes, floods, tsunami, and seiches without loss of capability to
perform their safety functions. The design bases for these structures, systems, and
components are required to reflect appropriate consideration of the most severe of the natural
phenomena that have been historically reported for the site and surrounding area, with
sufficient margin for the limited accuracy, quantity, and time in which the historical data have
been accumulated.

The NRC is adding several requirements to § 52.17(a)(1). A requirement is added to
§ 52.17(a)(1)(x) that applications for early site permits include information to demonstrate that
adequate security plans and measures can be developed. This requirement is inherent in
current § 52.17(a)(1) which states that site characteristics must comply with 10 CFR part 100.
Section 100.21(f) states that site characteristics must be such that adequate security plans and
measures can be developed. A new § 52.17(a)(1)(xi) is added to require early site permit
applications to include a description of the quality assurance program applied to site activities
related to the future design, fabrication, construction, and testing of the structures, systems,
and components of a facility or facilities that may be constructed on the site. This change was
made for consistency with changes to § 50.55 and appendix B to part 50. A discussion of these
changes can be found in this section under the heading “Appendix B to Part 50.”

An additional requirement is added to § 52.17(a)(1) that is taken from § 50.34(h), and
that the NRC believes should be applicable to early site permits. Section 52.17(a)(1)(xii)
requires that early site permit applications include an evaluation of the site against the
applicable sections of the NRC’s application and review guidance in effect 6 months before the
docket date of the application. The SRP requirement currently exists for applicants for
construction permits, operating licenses, and combined licenses. The NRC also believes it

should be applicable to applicants for early site permits because they are partial construction
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permits that can be referenced in applications for construction permits or combined licenses
and because it will facilitate the NRC’s review of the early site permit application.

The NRC also revised § 52.17(a)(1)(xii) to require that the applicant evaluate its site
against the applicable sections of the regulatory guide on “Combined License Applications for
Nuclear Power Plants” (currently DG-1145). By referring to both the review guidance (SRP)
and application guidance, the NRC will ensure that future applications will conform with the
latest guidance for application format and content, as well as the review criteria.

The NRC is making a change to § 52.17(a)(1) based on several comments on the
proposed rule. The NRC is deleting the requirement in proposed § 52.17(a)(1)(x) that required
ESP applicants to address impacts on operating units of constructing new units on existing
sites, as well as include a description of the managerial and administrative controls to be used
to assure that the limiting conditions of operation for existing units will not be exceeded. The
NRC is deleting this requirement because it was contrary to the industry-NRC understanding
documented in correspondence in 2003 regarding ESP Topic ESP-19 [see NEI letter dated
May 14, 2003 (ML031920246), and NRC letter dated August 11, 2003 (ML031490478)] and
because the COL applicant is in the best position to provide such information, since it will have
final information regarding the facility design and construction plans. The NRC is considering
whether to include a condition in early site permits that would require the permit holder to notify
the operating plant licensee prior to conducting any activities authorized under § 52.25. These
controls should be sufficient to evaluate construction activities at a site with an existing
operating unit. The NRC has deleted this provision from subpart A in the final rule. COL
applicants will, however, continue to be required to meet this provision under § 52.79(a)(31).

The NRC is moving the environmental provisions in former § 52.17(a)(2) to § 51.50(b).
Revised § 52.17(a)(2) simply states that an early site permit application must contain a
complete environmental report as required by 10 CFR 51.50(b). A discussion of the final rule
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provisions related to the NRC’s environmental review at the ESP stage can be found in the
Supplementary Information section that discusses changes to 10 CFR part 51.

The NRC is amending § 52.21 to reflect clarifications provided in part 51 that an early
site permit applicant has the flexibility of either addressing the matter of alternative energy
sources in the environmental report supporting its early site permit application, or deferring
consideration of alternative energy sources to the time that the early site permit is referenced in
a licensing application. These changes to § 52.21 clarify that the NRC’s EIS need not address
the need for power or alternative energy sources (and therefore these matters may not be
litigated) if the early site permit applicant chooses not to address these matters in its
environmental report.

The NRC is amending § 52.17(c) to clarify that if the applicant wants to request
authorization to perform limited work activities at the site after receipt of the early site permit,
the application must contain an identification and description of the specific activities that the
applicant seeks authorization to perform. This request by the early site permit applicant would
be separate from, but not in addition to, a request to perform activities under 10 CFR
50.10(e)(1). The submittal of this descriptive information will enable the NRC staff to perform
its review of the request, consistent with past practice, to determine if the requested activities
are acceptable under § 50.10(e)(1). If an applicant for a construction permit or combined
license references an early site permit with authorization to perform limited work activities at the
site and subsequently decides to request authorization to perform activities beyond those
authorized under § 52.24(c), those additional activities will have to be requested separately
under § 50.10(e)(1). Some minor changes were made to the rule language in § 52.17(c) in the
final rule to remove references to information being included in either the site safety analysis
report or the environmental report. The NRC concluded that it is preferable to include both the
list of proposed activities and the redress plan as a separate document in the application,
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outside of both the site safety analysis report and the environmental report. The NRC’s
conclusion is based on the fact that the requirements in § 50.10(e) address both safety and
environmental issues. Additional changes were made to §§ 51.50, 52.79(a), and 52.80 to

implement this concept.

d. Section 52.24, Issuance of early site permit.

The NRC is revising § 52.24 to clarify the information that the NRC must include in the
early site permit when it is issued. Section 52.24 is also being amended to be more consistent
with the parallel provision in § 50.50, Issuance of licenses and construction permits, by
requiring the NRC to ensure that there is reasonable assurance that the site is in conformity
with the provisions of the AEA, and the NRC'’s regulations; that the applicant is technically
qualified to engage in any activities authorized; and that issuance of the permit will not be
inimical to the common defense and security or to the health and safety of the public.

Section 52.24 is being amended to provide that the early site permit must state the site
characteristics and design parameters, as well as the “terms and conditions,” of the early site
permit, rather than the “conditions and limitations” as was formerly provided. The change
provides consistency with § 52.39(a)(2), and in particular §52.39(a)(2)(iii) of the former
regulations, which also refers to “site parameters” (corrected to “site characteristics” in the final
rule) and “terms and conditions.” Section 52.24(c) is being added to require that the early site
permit state the activities that the permit holder is authorized to perform at the site. This
change is consistent with the revision to § 52.17(c) where the applicant must specify the

activities that it is requesting authorization to perform at the site under § 50.10(e)(1).
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The NRC is revising paragraph (b) of this section based on public comments.
Paragraph (b) states that the early site permit shall specify the site characteristics, design
parameters, and terms and conditions of the early site permit the NRC deems appropriate.
Paragraph (b) further states that, before issuance of either a construction permit or combined
license referencing an early site permit, the Commission shall find that any relevant terms and
conditions of the early site permit have been met. The NRC is revising this paragraph to add a
provision that any terms or conditions of the early site permit that could not be met by the time
of issuance of the construction permit or combined license, must be set forth as terms or
conditions of the construction permit or combined license. This provision is needed to address
terms or conditions of the early site permit that are related to activities that will not take place
until after issuance of the construction permit or combined license, such as construction

activities. A similar change is being made to § 52.79(b)(3).

e. Section 52.27, Duration of permit.

Section 52.27 provides for the duration of an early site permit. The NRC did not
propose any changes to this section in the proposed rule. However, in the final rule, the NRC is
making several revisions. First, the NRC is revising former § 52.27(b)(1) [final § 52.27(b)]. This
paragraph states that an early site permit continues to be valid beyond the date of expiration in
any proceeding on a construction permit application or a combined license application that
references the early site permit and is docketed before the date of expiration of the early site
permit, or, if a timely application for renewal of the permit has been filed, before the

Commission has determined whether to renew the permit, consistent with the “Timely Renewal

doctrine of the Administrative Procedure Act. This section is changed in the final rule by
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deleting the term, “filing,” and substituting the term, “docketing.” The NRC believes that timely
renewal protection should only be provided to those applications which are of sufficient quality
to be docketed. This is consistent with the requirement in § 2.109(b) requiring filing of a
“sufficient” application for renewal of operating licenses as a prerequisite for the applicability of
the timely renewal protection. Inasmuch as the changes to former § 52.72(b)(1) constitute
revisions to the NRC’s rules of procedure and practice, the NRC may adopt them in final form
without further notice and comment, under the rulemaking provisions of the APA, 5 U.S.C.
553(b)(A).

The NRC is also making revisions to § 52.27 based on public comments. The NRC is
deleting proposed § 52.27(b)(2) because it was inconsistent with proposed § 52.39(d) and the
NRC’s intention that the early site permit be subsumed into the construction permit or combined
license once the construction permit or combined license is issued. To make this intention
clear, the NRC is also adding new § 52.27(d) in the final rule. This provision states that upon
issuance of a construction permit or combined license, a referenced early site permit is
subsumed, to the extent referenced, into the construction permit or combined license. By
“subsumed” the NRC means that the information that was contained in the early site permit site
safety analysis report (SSAR) becomes part of the referencing combined license final safety
analysis report upon issuance of the combined license in the same manner as if the combined
license applicant had not referenced an early site permit. The NRC is including the phrase “to
the extent referenced,” to indicate that it is not all of the information submitted in the early site
permit application that is subsumed into the combined license, but, only that information that is
contained in the SSAR and identified by the applicant as being referenced in the combined
license application. This subsumption of the early site permit into the referencing license
affects the way changes to the early site permit information will be handled because it breaks
the tie to the finality provisions in § 52.39. After issuance of the construction permit or
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combined license, § 52.39 no longer applies to the early site permit information and such
information will be covered by the same finality provisions as the rest of the information in the
FSAR (with the exception of any referenced design certification information), as outlined in

§ 52.98 (e.g., in accordance with §§50.54, 50.59, etc.).

f. Section 52.28, Transfer of early site permit.

Section 52.28 is being added to state that transfer of an early site permit from its
existing holder to a new applicant would be processed under § 50.80, which contains provisions
for transfer of licenses. In a letter dated November 13, 2001 (comment 19 on draft proposed
rule text), the NEI recommended that a new section be added to part 52 to clarify the process
for transfer of an early site permit. The NRC has determined that a new section is not
necessary because an early site permit is a partial construction permit and, therefore, is
considered to be a license under the AEA. The NRC believes that the procedures and criteria
for transfer of utilization facility licenses in 10 CFR 50.80 (and the procedures in subpart M of
part 2 for the conduct of any hearing) should apply to the transfer of an early site permit.
Changes that the NRC has made to § 50.80 in the final rule to address comments made
regarding requirements for transfer of an early site permit can be found in Section V.D.8.a of

the Supplementary Information of this document.

d. § 52.33, Duration of renewal.

Section 52.33 has been revised in the final rule to clarify that the renewal period for an

early site permit includes any remaining years on the early site permit then in effect before
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renewal. This change was made to be consistent with the NRC’s regulations concerning

renewal of nuclear power plant operating licenses as specified in § 54.31 of this chapter.

h. Section 52.37, Reporting of defects and noncompliance; revocation,

suspension, modification of permits for cause.

Section 52.37 is removed because this provision only contains a cross-reference to
10 CFR part 21 and § 50.100, and the NRC is making conforming changes to those

requirements to account for requirements for early site permits.

i. Section 52.39, Finality of early site determinations.

The NRC is revising § 52.39 to address the finality of an early site permit. While some
of the changes are conforming or clarifying, others represent a change from the finality
provisions in the former § 52.39. Paragraph (a)(2) of the former rule distinguishes among
issues alleging that: (1) a “reactor does not fit within one or more of the site parameters,” which
are to be treated as valid contentions (paragraph (a)(2)(i)); (2) a “site is not in compliance with
the terms of an early site permit,” which are to be subject to hearings under the provisions of
the Administrative Procedure Act (paragraph (a)(2)(ii)); and (3) the “terms and conditions of an
early site permit should be modified,” which are to be processed in accordance with 10 CFR
2.206(a)(2)(iii)). With the benefit of hindsight and experience gained in reviewing the first three
early site permit applications, the NRC believes that all issues concerning a referenced early
site permit may be characterized as:

(1) Questions regarding whether the site characteristics, design parameters, or

terms and conditions specified in the early site permit have been met;
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(2) Questions regarding whether the early site permit should be modified,

suspended, or revoked; or

(3) Significant new emergency preparedness or environmental information not

considered on the early site permit.

Questions about the referencing application demonstrating compliance with the early
site permit are fundamentally questions of compliance with the early site permit. They do not
attack the underlying validity of the permit. For example, if a person questions whether the
design characteristics of the nuclear power facility that the referencing applicant proposes to
construct on the site falls within the design parameters specified in the early site permit, it is a
matter of compliance with the early site permit. These compliance matters are specific to the
proceeding for the referencing application, and the NRC concludes that adequately question
supported about whether the referencing application complies with the early site permit may be
viewed as question/material to the proceeding and appropriate consideration in the referencing
application proceeding (assuming that all relevant Commission requirements in 10 CFR part 2,
such as standing and admissibility, are met).

The NRC also regards new emergency preparedness information submitted in the
referencing application that substantially alters the bases for a previous NRC conclusion or
constitutes a sufficient basis for the Commission to modify or impose new terms and conditions
related to emergency preparedness as an issue material to the proceeding and appropriate for
consideration as a contention in the referencing application proceeding (assuming that all
relevant Commission requirements in 10 CFR part 2, such as standing and admissibility, are
met. This is a change to the standard that was provided in the proposed rule for new
emergency preparedness information and is based on public comments. The proposed rule
standard for litigation of emergency preparedness matters was “new or additional
information...which materially affects the Commission’s earlier determination on emergency
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preparedness, or is heeded to correct inaccuracies in the emergency preparedness information
approved in the early site permit.” Because the final rule language suggested by the
commenters is the definition that the NRC gave for information that could “materially affect” the
Commission’s earlier decision, as indicated in the Supplementary Information section of the
2006 proposed rule, the NRC believes it appropriate to use this language in the final rule itself.
The NRC has decided to drop the language that referred to information “needed to correct
inaccuracies” because the language, by itself, could have allowed litigation of issues not
significant to safety. The NRC believes that the final rule language encompasses all significant
emergency preparedness matters that should be subject to litigation.

Any significant environmental issue that was not resolved in the early site permit
proceeding, or any issue involving the impacts of construction and operation of the facility that
was resolved in the early site permit proceeding for which significant new information has been
identified may also be the subject of a contention during the proceeding on the referencing
application. The NRC is also making a change to this standard in the final rule based on public
comment. The standard in the final rule more closely reflects the NRC’s obligation under NEPA
to address new and significant information in a COL that references an early site permit.
Additional discussion of this subject can be found in the discussion of changes in 10 CFR
part 51, in the Supplementary Information section of this document.

Because new emergency planning or environmental information, if any, will be identified
only at the time a license application referencing the early site permit is submitted to the NRC,
the NRC believes it is appropriate to address these issues in the proceeding on the referencing
application. Other questions regarding whether the permit should be modified, suspended, or
revoked will be challenges to the validity of the early site permit. These challenges may be
framed in many different ways, e.g., a Commission error at the time of issuance; or actual
changes to the site have occurred since issuance of the permit that render some aspect of the
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permit irrelevant or inadequate to protect public health and safety or common defense and
security. The Commission’s process for challenges to the validity of a license is contained in
10 CFR 2.206. Accordingly, the Commission concludes that challenges to the validity of an
early site permit should be processed in accordance with § 2.206. In the Commission’s view, a
variance is not fundamentally a challenge to the validity of the early site permit, because it
requests dispensation from compliance with some aspect of the permit whose validity remains
undisputed. Therefore, the Commission concludes that variances should be treated as
proceeding-specific issues of compliance that are potentially valid subjects of a contention in a
proceeding for a referencing application.

The revisions to § 52.39 are in agreement with these Commission conclusions.

Section 52.39 is being divided into five paragraphs addressing different aspects of early site
permit finality. Each paragraph is provided with a subtitle characterizing the subject matter
addressed in that paragraph. Section 52.39(a) focuses on how the NRC accords finality to an
early site permit, with § 52.39(a)(1) setting forth the circumstances under which the NRC may
modify an early site permit. The rule language is based upon the existing regulation, but adds
additional circumstances. Section 52.39(a)(1)(iii) provides that the NRC may modify the early
site permit if it determines a modification is necessary based on an update to the emergency
preparedness information under § 52.39(b). Section 52.39(a)(1)(iv) provides that the NRC may
modify the early site permit if a variance is issued under proposed § 52.39(d) (paragraph (b) in
the former regulations); the NRC considers this a conforming change inasmuch as the former
regulation provided for issuance of variances.

The NRC is clarifying what aspects of the early site permit are subject to the change
restrictions in § 52.39(a)(1) by substituting the phrase, “terms and conditions” of an early site
permit for the former term, “requirements.” Under the new language, the NRC may not change
or impose new site characteristics, design parameters, or terms and conditions on the early site
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permit, including emergency planning requirements, unless the special backfitting criteria in
§ 52.39(a)(1) are satisfied. No substantive change is intended by this clarification; the
language would specify more clearly the broad scope of matters in an early site permit which
the NRC intended to finalize. The phrase, “site characteristics, or terms, or conditions,
including emergency planning requirements,” is used consistently throughout § 52.39 and
corresponding provisions in the revisions to § 52.79.

Section 52.39(a)(2) describes how the NRC treats matters resolved in the early site
permit proceeding in subsequent proceedings on applications referencing the early site permit,
and is drawn from the former language of § 52.39(a)(2). In the final rule, the NRC has included
a provision extending this finality to enforcement hearings other than those proceedings
initiated by the Commission under paragraph (a)(1) of this section. This will ensure that finality
of an early site permit extends to NRC-initiated enforcement proceedings and petitions for
enforcement action filed under § 2.206. In addition, under §§ 52.39(a)(2)(i) and (ii), the NRC
grants finality to changes to an early site permit’s emergency plan (or major features of it, under
§ 52.17(b)(2)) that are made after the issuance of the early site permit (1) if the early site permit
approved an emergency plan (or major features thereof) that is in use by a licensee of a
nuclear power plant and the changes to the emergency plan (or major features thereof) are
identical to changes made to the licensee’s emergency plans in compliance with § 50.54(q); or
(2) if the early site permit approved an emergency plan (or major features thereof) that is not in
use by a licensee of a nuclear power plant, and the changes are equivalent to those that could
be made under § 50.54(q) without prior NRC approval had the emergency plan been in use by
a licensee. This change is premised on the view that changes to emergency plans which are
properly implemented under § 50.54(q) do not require NRC review and approval before
implementation. Therefore, by analogy, similar changes to an early site permit’'s emergency
preparedness plan made with similar controls, or changes which are equivalent to those that
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could be made under § 50.54(q) without prior NRC approval, should not require NRC review
and approval as part of the licensing process. Any issues related to compliance with § 50.54(q)
should be treated as an enforcement matter. Note that the NRC is making some adjustments
to this position in the final rule based on public comments. The proposed rule would not have
excepted changes to early site permit emergency plans not in use by a current licensee that
could be made under § 50.54(q) without prior NRC approval had the emergency plans been in
use by a licensee. The NRC is making this change in the final rule because the § 50.54(q)
standard ensures adequate protection of safety, and has been accepted and used by the
industry and NRC and it is appropriate to apply this same standard to changes in all emergency
plans approved by the NRC in the ESP proceeding. The NRC is making similar changes to

§ 52.79(b)(4) in the final rule to require that all COL applicants referencing early site permits
with complete and integrated emergency plans or major features of emergency plans identify
changes that have been incorporated into the proposed facility emergency plans and that
constitute or would constitute a decrease in effectiveness under § 50.54(q) of this chapter.

Section 52.39(b) is discussed separately under Section V.C.6.a of this document, which
discusses emergency preparedness requirements for a combined license applicant referencing
an early site permit.

Section 52.39(c) replaces the former criteria in §§ 52.39(a)(2)(i) through (iii), governing
how the NRC will treat various issues with respect to the early site permit and its referencing in
a combined license application. Matters regarding compliance with the early site permit which
would be potentially valid subjects of a contention are listed in §§ 52.39(c)(1)(i) through (iii),
e.g., whether the reactor proposed to be built under the referencing application fits within the
site characteristics and design parameters specified in the early site permit; whether one or
more of the terms and conditions of the early site permit have been met; and whether a
variance requested by the referencing applicant is unwarranted or should be modified. Matters
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regarding significant new emergency preparedness or environmental information material to the
combined license proceeding, which would be potentially valid subjects of contention under the
proposed rule, are listed in §§ 52.39(c)(1)(iv) and (v).

Other matters, including changes to the site characteristics, design parameters, or terms
and conditions of the early site permit, are treated under § 52.39(c)(2) as challenges to the
permit and processed in accordance with § 2.206. The NRC is retaining the former provision in
§ 52.39(a)(2)(iii) requiring that the Commission consider a petition filed under § 2.206, and
determine whether immediate action is required before construction commences, as well as the
former provision indicating that if a petition is granted, the Commission will issue an appropriate
order which does not affect construction unless the Commission makes its order immediately
effective.

The final rule redesignates the former provision in § 52.39(b) allowing an applicant for a
license referencing an early site permit to request a variance from one of more “elements” of
the early site permit as § 52.39(d). The rule clarifies “elements” for which a variance may be
sought by substituting the phrase, “site characteristics, design parameters, or terms and
conditions of the early site permit.” In addition, the NRC is revising this provision further to
include an allowance for applicants to request a variance from the site safety analysis report
(SSAR). The allowance for requesting variances to the SSAR was inadvertently omitted in the
proposed rule. Because the majority of the early site permit information that a combined
license applicant will be referencing will be the information in the SSAR, it is logical that the
allowance to request variances be extended to the information in the SSAR given that the NRC
is allowing variances to the permit itself. The NRC notes that the admission of a contention on
a proposed variance, which was formerly addressed in § 52.39(b), is addressed in
§ 52.39(c)(iii). The NRC is also adding a provision that precludes the Commission from issuing
a variance once a construction permit or combined license referencing the early site permit is
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issued. Any changes that would otherwise require a variance should instead be treated as an
amendment to the construction permit or combined license.

Finally, the NRC is adding a new paragraph to the “finality” section in each subpart of
part 52, in this instance § 52.39(f), entitled “Information requests,” which delineates the
restrictions on the NRC for information requests to the holder of the early site permit. This
provision is analogous to the former provision on information requests in paragraph 8 of
appendix O to parts 50 and 52, and is based upon the language of § 50.54(f). For early site
permits, this provision is contained in § 52.39(d), and requires the NRC to evaluate each
information request on the holder of an early site permit to determine that the burden imposed
by the information request is justified in light of the potential safety significance of the issue to
be addressed in the information request. The only exceptions would be for information
requests seeking to verify compliance with the current licensing basis of the early site permit. If
the request is from the NRC staff, the request would first have to be approved by the Executive

Director for Operations (EDO) or his or her designee.

7. Subpart B, Standard Design Certifications.

a. Section 52.41, Scope of subpart.

This section defines the scope of subpart B of part 52. The requirements on scope and

type of nuclear power plants that are eligible for design certification were moved from former

§ 52.45(a) to this section, to ensure a consistent format and presentation among all the

subparts of part 52.
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b. Section 52.43, Relationship to other subparts.

This section defines the relationship of subpart B to other subparts in 10 CFR part 52.
Conforming changes were made to make clear that an application for a manufacturing license
may, but is not required to, reference a design certification rule (DCR). The requirements
formerly located in §§ 52.43(c), 52.45(c), and 52.47(b)(2)(ii) were removed because the
Commission decided not to require a final design approval (FDA) under subpart E as a
prerequisite for certification of a standard plant design. This requirement was included in
part 52, at the time of the original rulemaking, because the NRC had no experience with design
certifications. By requiring an FDA as a prerequisite to design certification, the NRC indicated
that the licensing processes for design certifications and FDAs were similar, even though the
requirements for and finality of a design certification differ from that of an FDA. The NRC now
has considerable experience with design certification reviews, and the former requirement to
apply for an FDA as part of an application for design certification is no longer needed. Future

applicants have the option to apply for either an FDA, a design certification, or both.

c. Section 52.45, Filing of applications.

This section presents the requirements for filing design certification applications. This
section was reformatted for consistency with the other subparts in part 52 and the references to
specific paragraphs within §§ 50.4 and 50.30 were replaced with references to subpart H of

part 2. A new § 52.45(c) on design certification review fees, was moved from § 52.49.

d. Section 52.46, Contents of applications; general information.
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This section was added to set forth general content requirements from 10 CFR 50.33.

e. Section 52.47, Contents of applications; technical information.

This section presents the requirements for contents of a design certification application
and is organized into three sections. The requirements for the final safety analysis report
(FSAR) are set forth in §§ 52.47(a) and 52.47(c), and the technical requirements for the
remainder of the design certification application are in § 52.47(b). The former § 52.47(a)(1)(i)
required the submittal of information required for construction permits and operating licenses by
parts 20, 50 (including the applicable requirements from 10 CFR 50.34), 73, and 100, which
were technically relevant to the design and not site-specific. That general requirement was
removed and replaced with specific requirements that describe what must be included in an
FSAR. In addition, the NRC included technical positions that were developed after part 52 was
originally codified in 1989, e.g., § 52.47(a)(22) which requires a description of how relevant
operating experience was incorporated into the standard design (see SRM on SECY-90-377,
dated February 15, 1991, ML003707892). Also, the relevant requirements were revised to
clarify their applicability to design certifications and renumbered. This effort resulted in a
comprehensive list of requirements for a design certification application.

Some commenters recommended that the requirement to demonstrate technical
qualifications [now § 52.47(a)(7)] be deleted because the AEA only imposes that requirement
on applicants for a license. Although the NRC agrees that the AEA imposes the technical
qualification finding specifically for license applicants, it does not preclude the NRC from a
determination that such a finding is also necessary in other contexts. The applicant creates

information that may become the bases for a future license and, therefore, must be qualified to
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perform design, analyses, and safety determinations. Accordingly, the NRC has concluded that
a technical qualification finding should also be made for design certification applicants.

Some commenters recommended that the requirement to address the standard review
plan (SRP) be revised to apply to light-water reactors. The NRC agrees with this comment and
has revised this requirement [now § 52.47(a)(9)] to be applicable to light-water cooled nuclear
power plants, but notes that much of the review guidance and criteria are general and would
also apply to reviews of gas-cooled reactor designs. The NRC also revised § 52.47(a)(9) to
require that the applicant evaluate its plant design against both the review guidance (SRP) and
the applicable sections of the regulatory guide on “Combined License Applications for Nuclear
Power Plants” (currently DG-1145). By referring to both the review guidance and application
guidance, the NRC will ensure that future applications will conform with the latest guidance for
application format and content, as well as the review criteria.

Some commenters recommended that the requirement to provide information required
by § 50.49(d) [now § 52.47(a)(13)] be deleted because the applicant will not be able to establish
qualification files for all applicable components. The NRC agrees that applicants may not be
able to establish qualification files, but applicants can provide the electric equipment list
required by § 50.49(d). Therefore, the NRC revised the wording in § 52.47(a)(13) to be
consistent with the wording for the same provision in § 52.79(a), which requires that applicants
provide the list of electrical equipment important to safety required by § 50.49(d).

Some commenters recommended that the requirement to demonstrate how operating
experience insights have been incorporated into the plant design [now § 52.47(a)(22)] be
deleted. The NRC disagrees with this comment. The NRC developed this requirement for
future plants (see SRM on SECY-90-377) and it was implemented in past design certification
applications by addressing generic letters and bulletins. The NRC agrees that insights from
generic letters and bulletins should be incorporated into the latest revision of the standard

-103-



review plan and has revised this requirement accordingly. Regarding the requirement to
address comparable international operating experience, the NRC understands that some future
applications may be for designs that are not based on or are evolutions of plants that have
operated in the United States. The NRC expects those applications to address how insights
from relevant international operating experience have been incorporated into that design.

Some commenters recommended that the requirement to describe severe accident
design features in the FSAR [now § 52.47(a)(23)] be deleted. The NRC disagrees with this
comment because the Commission has determined that this requirement is necessary for future
light-water reactor designs (see SRM on SECY-93-087) and was applied to previous
applications. The commenters confused the meaning of design bases information (see § 50.2)
with the requirements for design-basis accidents (DBAs). Postulated severe accidents are not
design-basis accidents and the severe accident design features do not have to meet the
requirements for DBAs (see SECY-93-087). However, the severe accident design features are
part of a plant’s design bases information.

A new § 52.47(b) was created to set forth the required technical contents of a design
certification application that are not required to be located in the FSAR. In response to public
comments on the proposed rule, the NRC has deleted proposed § 52.47(b)(1) which required
design certification applicants to submit a design-specific probabilistic risk assessment (PRA).
In its place, the NRC has added new § 52.47(a)(27) which requires that design certification
applicants submit a description of the design-specific PRA and its results in the FSAR. The
NRC agrees with some commenters that applicants should not be required to submit their
complete design-specific PRA and that, instead, applicants should only be required to provide a
summary description of the PRA and its results in their FSAR with the understanding that the
complete PRA (e.g., codes) would be available for NRC inspection at the applicant’s offices, if
needed. The NRC expects that, generally, the information that it needs to perform its review of
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the design certification application from a PRA perspective is that information that will be
contained in applicants’ FSAR Chapter 19.

The rule language for ITAAC [now § 52.47(b)(1)] was conformed with the statutory
language in the AEA. This clarification of the language in the former § 52.47(a)(1)(vi), which
was a condensed version of the language in the current §§ 52.80(a) and 52.97(b), was intended
to avoid any misunderstandings regarding the statutory requirement. Some commenters
recommended that the rule language in § 52.47(b)(1) be modified to maintain the language in
the former § 52.47(a)(1)(vi) claiming the proposed language could be misconstrued as
expanding the scope of ITAAC needed for design certification. The NRC disagrees with this
comment and notes that it is well understood that the requirements that are applicable to design
certification are limited to the scope of the certified design.

Some commenters recommended that the requirement in § 52.47(b)(3) to evaluate
severe accident mitigation design alternatives (SAMDAS) be deleted and that the NRC should
initiate a rulemaking or policy statement to disposition SAMDA generically. The NRC disagrees
with this comment. The NRC has required SAMDA evaluations for previous applications in
order to achieve greater finality for the design features that are resolved in design certification
rulemakings. Further, the initiation of a rulemaking or policy statement for SAMDASs is outside
the scope of the part 52 update rulemaking. As for the perspective that SAMDA evaluations
need not be performed for current reactor designs because the severe accident risk for such
designs is too remote and speculative. The NRC has already addressed this issue in other
contexts. The NRC has considered petitions to eliminate the consideration of SAMDAs
previously. The NRC position, both then and now is that it is not prepared to reach the
conclusion that the risks of all severe accidents are so unlikely as to warrant their elimination
from consideration in our NEPA reviews. As the NRC has stated in response to other requests
to confine or eliminate such issues from consideration, if new information in the future provides

-105-



a firm basis for concluding that severe accidents are remote and speculative, then the NRC
may revisit the issue.

Former § 52.47(b) was reorganized by separating the requirements on scope of design
and modular configuration [now located in § 52.47(c)] from the testing requirements. This
action is part of the NRC’s goal to put the procedural requirements for the licensing processes
in part 52 and maintain the reactor safety requirements in part 50 (or other parts of 10 CFR
Chapter 1. As a result, the testing requirements were relocated to § 50.43(e). Also, see the

discussion on testing for advanced nuclear reactors in Section V.B of this document.

f. Section 52.54, Issuance of standard design certification.

This section was amended to be consistent with the parallel provisions in §§ 50.50 and
50.57 by including requirements that, after conducting a rulemaking proceeding and receiving
the report submitted by the ACRS, the NRC will determine whether there is reasonable
assurance that the design conforms with the provisions of the AEA, and the NRC'’s regulations;
that the applicant is technically qualified; and that issuance of the design certification will not be
inimical to the common defense and security or to the health and safety of the public. In
addition, a new § 52.54(a)(8) was added to state that the NRC will not issue a design
certification unless it finds that the design certification applicant has implemented the quality
assurance program described in the safety analysis report. This requirement was added to
indicate the NRC’s expectation that design certification applicants will implement the QA
program that is required to be included in their application under § 52.47(a)(19), which is

consistent with the requirement for licensees.
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A new § 52.54(b) was added to require that a design certification specify the site
parameters and design characteristics and any additional requirements and restrictions of the
rule, as the Commission deems necessary and appropriate. Some commenters recommended
that the requirement in § 52.54(b) to list “design characteristics” be removed and noted that the
design control document will contain this information. The NRC disagrees with this comment.
The NRC wants to specifically identify this information to facilitate future comparisons with
“design parameters” specified in an early site permit. The NRC staff will use its experience with
current early site permit reviews to determine what an appropriate list will be for future design
certification reviews.

The NRC also modified § 52.54 to require that applicants for a design certification agree
to withhold access to National Security Information from individuals until the requirements of
10 CFR parts 25 and/or 95, as applicable, are met. Section 52.54 was amended to include a
new paragraph (c) which requires that every DCR contain a provision stating that, after the
Commission has adopted the final design certification rule, the applicant for that design
certification will not permit any individual to have access to, or any facility to possess, Restricted
Data or classified National Security Information until the individual and/or facility has been
approved for access under the provisions of 10 CFR parts 25 and/or 95. The NRC believes
that this amendment, along with the changes to parts 25, 95, and 10 CFR 50.37, are necessary
to ensure that access to classified information is adequately controlled by all entities applying

for NRC certifications.

g. Section 52.63, Finality of standard design certifications.
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The final rule revises the former special backfit requirements in § 52.63(a)(1) to provide
the NRC with the ability to make generic changes to the DCRs or the certification information
that reduce unnecessary regulatory burdens [see § 52.63(a)(1)(iii)]. The former § 52.63(a)(1)
stated that the Commission may not modify, rescind, or impose new requirements on the
certification unless the change is: (1) necessary for compliance with Commission regulations
applicable and in effect at the time the certification was issued; or (2) necessary to provide
adequate protection of the public health and safety or common defense and security. This
regulation did not appear to permit changes to the certification which reduce unnecessary
regulatory burdens in circumstances where the change continues to maintain protection to
public health and safety and common defense and security. An example of a change which
could not be made under the former § 52.63(a)(1) was a change to the DCRs in appendices A,
B, and C of part 52, to incorporate into the Tier 2 change process the revised change criteria in
10 CFR 50.59. Section 50.59 was revised in 1999 to provide new criteria for, inter alia, making
changes to a facility, as described in the final safety analysis report, without prior NRC
approval, to reduce unnecessary regulatory burden (64 FR 53582, October 4, 1999).

The final rule includes a new provision [§ 52.63(a)(1)(iii)] that explicitly allows the NRC to
change the DCRs in part 52 to reduce unnecessary regulatory burden, i.e., incorporate the
revised § 50.59 change criteria, or change the certification information if the change provides a
reduction in regulatory burden and maintains protection to public health and safety and
common defense and security. Maintaining protection generally embodies the same safety
principles used by the NRC in applying risk-informed decision-making, e.g., ensuring that
adequate protection is provided, applicable regulations are met, sufficient safety margins are
maintained, defense-in-depth is maintained, and that any changes in risk are small and

consistent with the Commission’s Safety Goal Policy Statement.
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Section 52.63(a)(1) was also revised to replace “a modification” with “the change,” to
clarify that the criteria for changes apply to modifications, rescissions, or imposition of new
requirements. Also, § 52.63 was amended to be consistent with its original intent (refer to
54 FR 15372; April 18, 1989) that the special backfit requirements apply to the certification
information, not to the “procedural and administrative” provisions in the DCRs, e.g.,

Section VI.E of appendix A to part 52. Any proposed changes to these “procedural and
administrative” provisions that set forth how the DCRS are to be used will be controlled by the
backfit requirements in 10 CFR 50.109.

In Section V of the 2006 proposed rule, question #14, the NRC stated that it was
considering adopting an additional provision in § 52.63(a)(1) that would allow amendments of
DCRs to incorporate generic resolutions of design acceptance criteria (DAC) or other design
information without meeting the special backfit requirement in the former § 52.63(a)(1). By
allowing for a DCR amendment to generically resolve DAC, the NRC would achieve resolution
of additional design issues, would achieve finality for those issue resolutions, and would avoid
repetitive consideration of those design issues in individual combined license proceedings. The
NRC has decided to include an amendment process in § 52.63(a)(1) that will allow for generic
resolutions of DAC without meeting the special backfit requirement. These amendments will
apply to all plants that have or will reference the design certification rule under § 52.63(a)(2).
The NRC believes that these amendments will enhance standardization by further completing
the certification information. The NRC staff will review the amendment application to ensure
that the design acceptance criteria are met and that the new design information conforms with
the applicable regulations. For those design certifications that used the two-tiered rule
structure, generic changes (amendments) to both Tier 1 and Tier 2 information are requested

under 10 CFR 52.63(a)(1).
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Many commenters encouraged the NRC to adopt an amendment process that would
allow for “beneficial” changes to certification information, would apply the amendment to all
plants referencing the certified design, and would only allow amendments prior to issuance of
the first combined license that referenced the DCR. The NRC does not agree with the proposal
to allow amendments to “beneficial” changes. The commenter’s proposed criterion could result
in endless debates over what constitutes a beneficial change and may restrict future
standardization benefits. Also, the NRC does not agree with precluding amendments after
issuance of the first combined license. If licensees who referenced a DCR want to adopt a
proposed amendment in order to achieve the enhanced standardization that the amendment
would bring, then the NRC would codify the amendment and apply it to all plants referencing
the DCR.

Some commenters also proposed that the amendment process allow for generic
resolutions of errors in the certification information. The NRC is aware that applicants for
design certification have discovered errors in their designs after the NRC has completed its
review of the design information and even after the NRC has certified their design. The NRC
wants to correct the applicant’s design errors and any NRC review errors, then resolve them
generically so that these errors will not have to be addressed in individual licensing
proceedings. Therefore, the NRC has included a new provision to correct errors in the
certification information [see § 52.63(a)(1)(v)]. In the future, when the NRC receives a petition
to amend a DCR, the NRC will use the new review opportunity to ensure that the certification
information is in conformance with applicable regulations in effect at the time of the certification
or last renewal, as applicable, and correct any errors that are identified by the petitioner or
discovered by the NRC staff.

In addition, some commenters requested that the new amendment process allow for
changes to the certification information for a wide variety of other reasons. These commenters

-110-



claimed that the need for a design change may be discovered during detailed design work
performed after the original design information was approved by the NRC (so-called first-of-a-
kind-engineering) or that certain components in the original design may no longer be available
for purchase due to the long duration of a DCR. The NRC’s deliberations on this proposal
considered the Commission’s goal for design certification, which is to achieve and maintain the
benefits of standardization. The Commission stated in the original part 52 (April 18, 1989;

54 FR 15372) that achievement of the enhanced safety, which standardization makes possible,
will be frustrated if too frequent changes to either a certified design or the plants referencing it
are permitted. As a result, the former § 52.63(a)(1) contained a special backfit requirement to
restrict changes and to require that everyone meet the same backfit standard for generic
changes, thereby ensuring that all plants built under a referenced DCR would be standardized.
The NRC is still determined to achieve the benefits of standardization, but has decided to allow
amendments for other design changes provided that the amendment will be applied to all plants
that reference the DCR. In determining whether to codify a proposed amendment, the NRC will
give special consideration to comments from applicants or licensees who reference the DCR
regarding whether they want to backfit their plants with these additional design changes.

The final rule revised § 52.63(a)(2) to delete the reference to § 52.63(a)(4). The
reference to § 52.63(a)(4) was in error because this paragraph discusses the finality of the
findings required for issuance of a combined license or operating license, whereas
§ 52.63(a)(2) deals with modifications that the NRC may impose on a DCR under
§§ 52.63(a)(3) or 52.63(b)(1). No substantive change is intended by this revision, which merely
clarifies the original intent of the rule.

Finally, the NRC has decided to reinforce its previous decision regarding the ability of
any person to request an amendment to a DCR. In Section Il.1.h of the 1989 SOC for part 52
(54 FR at 15372), the Commission stated that § 52.63(a)(1) places a designer on the same
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footing as the NRC or any other interested member of the public. Therefore, anyone may
submit a petition for rulemaking to the NRC to correct an error or otherwise amend the
certification information. All amendments to the certification information must be accomplished
through rulemaking, with an opportunity for public comment, under § 52.63(a)(2). Once a
certified design is amended by rulemaking, the new rule would apply to all applications
referencing the DCR as well as all plants referencing the DCR, unless the change has been
rendered “technically irrelevant” through other action taken under §§ 52.63(a)(3) or (b)(1). Also,
the NRC will decide whether to codify the proposed amendment based on comments from the
referencing applicants and licensees. Thus, standardization is maintained by ensuring that any
generic change to certification information intended to reduce regulatory burden or otherwise
amend the original design are imposed upon all nuclear power plants referencing the DCR.

The duration of the amended DCR will remain the same as the original DCR.

8. Subpart C, Combined Licenses.

a. Emergency Preparedness Requirements for a Combined License Applicant

Referencing an Early Site Permit.

The NRC is revising former §§ 52.39 and 52.79 to require a license applicant
referencing an early site permit to update and correct the emergency preparedness information
provided under § 52.17(b). The issue of updating an early site permit was first raised by the
lllinois Department of Nuclear Safety, who suggested in a September 28, 1994, letter that

emergency plans and/or offsite certifications approved as part of an early site permit review be
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kept up-to-date throughout the duration of an early site permit and the construction phase of a
combined license.

In SECY-95-090, “Emergency Planning Under 10 CFR Part 52” (April 11, 1995), the
NRC staff stated that 10 CFR part 52 does not clearly require an applicant referencing an early
site permit to submit updated information on changes in emergency preparedness information
or in any emergency plans that were approved as part of the early site permit in accordance
with § 52.18. SECY-95-090 indicated (p. 4) that, in view of the lack of industry interest in
pursuing an early site permit, resolution of this matter could be deferred until a “lessons
learned” rulemaking updating 10 CFR part 52 was conducted after the first design certification
rulemakings were issued. Following public release of a draft SECY paper setting forth the NRC
staff’s preliminary views on the licensing process for a combined license, NEI submitted a letter
dated September 8, 1998 (comment 2.d), which expressed opposition to a requirement for
updating emergency preparedness information throughout the duration of an early site permit,
absent an application referencing the early site permit. As an alternative to updating throughout
the duration of an early site permit, NEI proposed that emergency planning information be
updated when an application for a license referencing the early site permit is filed; portions of
the emergency plans that are unchanged would continue to have finality under 10 CFR 52.39.
In a September 3, 1999, letter, the NRC staff identified updating of emergency preparedness
information in early site permits as a possible subject for the part 52 rulemaking.

The NRC agrees in part with the lllinois Department of Nuclear Safety. Emergency
plans and/or offsite certificates in support of emergency plans, approved as part of an early site
permit review, should be updated. However, emergency plans do not need to be kept up-to-
date throughout the duration of an early site permit. There is no need to update the emergency
plans approved in an early site permit until the time the permit is referenced in a combined
license application. At that time, the emergency plans would have to be reviewed to confirm
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that they are up-to-date and to provide any new information that may materially affect the
NRC'’s earlier determination on emergency preparedness, or correct inaccuracies in the
emergency preparedness information approved in the early site permit in support of a
reasonable assurance determination, in accordance with § 50.47 and appendix E to part 50. In
addition, the NRC agrees with NEI that a “continuous” early site permit update requirement
would impose burdens upon the early site permit holder without any commensurate benefit if
the early site permit is not subsequently referenced. Accordingly, the Commission has
determined that §§ 52.39 and 52.79 should contain an updating requirement to be imposed
upon the applicant referencing an early site permit.

A new § 52.39(b) is added to require an applicant for a construction permit, operating
license, or combined license, whose application references an early site permit, to update and
correct the emergency preparedness information provided under § 52.17(b). In addition, the
applicant must discuss whether the new information could materially change the bases for
compliance with the applicable NRC requirements. A parallel requirement is included in § 52.79
to ensure that applicants for combined licenses referencing an early site permit will submit the
updated emergency preparedness information. Section 52.39(a)(1)(iii) is also added stating
that the Commission may modify an early site permit if it determines that a modification is
necessary based on updated emergency preparedness information provided in a referencing
license application. New information that materially changes the bases for compliance includes
information that substantially alters the bases for a previous NRC conclusion with respect to the
acceptability of a material aspect of emergency preparedness or an emergency preparedness
plan, and information that would constitute a basis for the Commission to modify or impose new
terms and conditions on the early site permit related to emergency preparedness in accordance
with § 52.39(a)(1). New information that materially changes the NRC’s determination of the
matters in § 52.17(b), or results in modifications of existing terms and conditions under
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§ 52.39(a)(1) will be subject to litigation during the construction permit, operating license, or
combined license proceedings in accordance with § 52.39(c).

Not all new information on emergency preparedness will be subject to challenge in a
hearing under § 52.39(c). For example, an emergency plan may have to be updated to reflect
current telephone numbers, names of governmental officials whose positions and
responsibilities are defined in the plan (e.g., the name of the current police chief for a
municipality), or current names of hospital facilities. These corrections do not materially change
the NRC’s previously-stated bases for accepting the early site permit emergency plan, and a
hearing contention will not be admitted under § 52.39(c) in a proceeding for a license
referencing the early site permit. In contrast, if an emergency plan submitted as part of an early
site permit relies upon a bridge to provide the primary path of evacuation, and that bridge no
longer exists, the change could materially affect the NRC’s previous determination that the
emergency plan complied with the Commission’s emergency preparedness regulations in effect
at the time of the issuance of the early site permit. This type of information might be the basis
for a change in the early site permit’s terms and conditions related to emergency preparedness
under § 52.39(a)(1), as well as the basis for a hearing contention under § 52.39(c), assuming

that the requirements in 10 CFR part 2 for admission of a contention are met.

b. Resolution of ITAAC.

Sections 52.99 and 52.103 are revised to incorporate rule language from the design
certification regulations in 10 CFR part 52 regarding the completion of ITAAC (see
paragraphs IX.A and IX.B.3 of appendix A to part 52). During the preparation of the design

certification rules for the ABWR and System 80+ designs, the NRC staff and nuclear industry

-115-



representatives agreed on certain requirements for the performance and completion of the
inspections, tests, or analyses in ITAAC. In the design certification rulemakings, the NRC
codified these ITAAC requirements into Section IX of the regulations. The purpose of the
requirement in § 52.99(b) is to clarify that an applicant may proceed at its own risk with design
and procurement activities subject to ITAAC, and that a licensee may proceed at its own risk
with design, procurement, construction, and preoperational testing activities subject to an
ITAAC, even though the NRC may not have found that any particular ITAAC has been met.

Section 52.99(c) requires the licensee to notify the NRC that the required inspections,
tests, and analyses in the ITAAC have been completed and that the acceptance criteria have
been met. The NRC is revising § 52.99(c) in the final rule to clarify that the notification must
contain sufficient information to demonstrate that the inspections, tests, or analyses have been
successfully completed and that the acceptance criteria have been met. The NRC is adding
this clarification to ensure that combined license applicants and holders are aware that the NRC
expects the notification of ITAAC completion to contain more information than just a simple
statement that the licensee believes the ITAAC has been completed and the acceptance criteria
met. The NRC expects the notification to be sufficiently complete and detailed for a reasonable
person to understand the bases for the licensee’s representation that the inspections, tests, and
analyses have been successfully completed and the acceptance criteria have been met. The
NRC plans to prepare regulatory guidance providing further explanation of what constitutes
“sufficient information” for such a demonstration.

The NRC is also revising § 52.99(c) by adding a new paragraph (c)(2) requiring that, if
the licensee has not provided, by the date 225 days before the scheduled date for initial loading
of fuel, the notification required by § 52.99(c)(1) for all ITAAC, then the licensee must notify the
NRC that the inspections, tests, or analyses for all uncompleted ITAAC will be successfully
completed and all acceptance criteria will be met prior to initial operation (consistent with the
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Section 185.b requirement that the Commission, “prior to operation,” find that the acceptance
criteria in the combined license are met). The notification must be provided no later than the
date 225 days before the scheduled date for initial loading of fuel, and must provide sufficient
information to demonstrate that the inspections, tests, or analyses will be successfully
completed and the acceptance criteria for the uncompleted ITAAC will be met, including, but not
limited to, a description of the specific procedures and analytical methods to be used for
performing the inspections, tests, and analyses and determining that the acceptance criteria
have been met. Paragraph 52.99(e) has been revised to require that the NRC make available
to the public the notifications to be submitted under § 52.99(c)(1) and (c)(2), no later than the
Federal Register notice of intended operation and opportunity for hearing on ITAAC under

§ 52.103(a). A conforming change is included in § 2.105(b)(3) to require that the § 52.103(a)
notice reference the public availability of the § 52.99(c)(1) and (2) notifications. The NRC is
requiring that the paragraph (c)(2) notification be made 225 days before the date scheduled for
initial loading of fuel, in order to ensure that the licensee notifications are publicly available
through the NRC document room and online through the NRC Web site at the same time that
the § 52.103(a) notice is published in the Federal Register. The NRC’s goal is to publish that
notice 210 days before the date scheduled for fuel loading, but in all cases the § 52.103(a)
notice would be published no later than 180 days before the scheduled fuel load, as required by
Section 189.a(1)(B).

In Section V of the Supplementary Information of the proposed rule, the NRC requested
stakeholder feedback on whether a provision on completion of ITAAC in a set time period prior
to fuel load should be added to the final rule. Commenters did not support addition of a
requirement on completion of ITAAC in a set time period prior to fuel load and the NRC has not
included a provision requiring the completion of all ITAAC by a certain time prior to the
licensee’s scheduled fuel load date. Instead, the NRC has decided to modify the concept
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slightly by requiring the licensee to submit, with respect to ITAAC which have not yet been
completed 225 days before the scheduled date for initial loading of fuel, additional information
addressing whether those inspections, tests and analyses will be successfully completed and
the acceptance criteria met before initial operation. In the case where the licensee has not
completed all ITAAC by 225 days prior to its scheduled fuel load date, the NRC expects the
information that the licensee submits related to uncompleted ITAAC to be sufficiently detailed
such that the NRC can determine what activities it will need to undertake to determine if the
acceptance criteria for each of the uncompleted ITAAC have been met, once the licensee
notifies the NRC that those ITAAC have been successfully completed and their acceptance
criteria met. In addition, the NRC is adopting the requirements in paragraphs (c)(1) and (c)(2)
to ensure that interested persons will be able to meet the Atomic Energy Act, Section 189.a(1),
threshold for requesting a hearing with respect to both completed and as-yet uncompleted
ITAAC. The NRC therefore expects that the information submitted by licensees in the

§ 52.99(c)(2) notification will be sufficiently complete and detailed such that any licensee
response to a contention on both completed and uncompleted ITAAC would ordinarily be
answered solely by reference to information contained in the notification. Furthermore, the
NRC expects that any contentions submitted by prospective intervenors regarding uncompleted
ITAAC would focus on the inadequacies of the procedures and analytical methods described by
the licensee for completing those ITAAC in the context of the reasonable assurance finding
under § 52.103(b)(2). Therefore, the level of detail provided by the licensee should be sufficient
to allow a prospective intervenor to form such judgments by reference to that information. The
NRC plans to prepare regulatory guidance providing further explanation of what constitutes
“sufficient information” to demonstrate that the inspections, tests, or analyses for uncompleted
ITAAC will be successfully completed and the acceptance criteria for the uncompleted ITAAC
will be met.
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The NRC notes that, even though it did not include a provision requiring the completion
of all ITAAC by a certain time prior to the licensee’s scheduled fuel load date, the NRC wiill
require some period of time to perform its review of the last ITAAC once the licensee submits
its notification that the ITAAC has been successfully completed and the acceptance criteria
met. In addition, the Commission will require some period of time to perform its review of the
staff’s conclusions regarding all of the ITAAC and the staff’'s recommendations regarding the
Commission finding under § 52.103(g). Therefore, licensees should structure their construction
schedules to take into account these time periods. The NRC intends to develop regulatory
guidance on the licensee’s completion and NRC verification of ITAAC and will provide estimates
of the time it expects to take to verify successful completion of various types of ITAAC. The
NRC expects that such guidance, along with frequent communication with licensees during
construction, will provide licensees with adequate information to plan initial fuel loading and
related activities.

Section 52.99(d) states the options that a licensee will have in the event that it is
determined that any of the acceptance criteria in the ITAAC have not been met. The NRC is
revising § 52.99(d) in the final rule as a result of a comments made on the proposed rule.
Proposed § 52.99(d) stated that, in the event that an activity is subject to an ITAAC derived
from a referenced early site permit or standard design certification and the licensee has not
demonstrated that the ITAAC has been met, the licensee may take corrective actions to
successfully complete that ITAAC, request a variance from the early site permit ITAAC, or
request an exemption from the standard design certification ITAAC, as applicable. The
language in proposed § 52.99(d) that referred to requesting variances to ESP ITAAC after the
COL is issued is inconsistent with rule language in other sections of proposed part 52 (e.g.,

§ 52.39(d)). Therefore, the NRC has adopted the commenters’ suggestion to delete references
to ESP ITAAC and ESP variances from § 52.99(d).
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Paragraph (e)(1) requires the NRC to publish, at appropriate intervals until the
last date for submission of requests for hearing under § 52.103(a), notices in the Federal
Register of the NRC staff’'s determination of the successful completion of inspections, tests,
and analyses. Paragraph (e)(2) provides that the NRC shall make publicly available the
licensee notifications under paragraphs (c)(1) and (c)(2). In general, the NRC expects to make
the paragraph (c)(1) notifications availability shortly after the NRC has received the notifications
and concluded that they are complete and detailed. Furthermore, by the date of the Federal
Register notice of intended operation and opportunity to request a hearing on whether
acceptance criteria have been or will be met (under § 52.103(a)), the NRC will make available
the notifications under paragraph (c)(2), and the notifications under paragraph (c)(2) for all
ITAAC for which paragraph (c)(1) notifications have not been provided by the licensee.

Finally, § 52.103(h) states that ITAAC do not, by virtue of their inclusion in the combined
license, constitute regulatory requirements after the licensee has received authorization to load
fuel or for renewal of the license. However, subsequent modifications must comply with the
design descriptions in the design control document unless the applicable requirements in the
§ 52.97 (proposed § 52.98) and Section VIII of the design certification rules have been
complied with.

In a letter dated April 3, 2001 (comment 23), NEI requested that the NRC “consider
incorporating DCR [Design Certification Rule] general provisions into Subpart C as
appropriate.” The NRC has added these ITAAC requirements to § 52.99, consistent with NEI's
proposal, because it believes that these provisions embody general principles that are
applicable to all holders of combined licenses.

The NRC revised § 52.99 in the final rule to delete the requirements in proposed
§ 52.99(a). Proposed § 52.99(a) required holders of COLs to comply with the provisions of
§§ 50.70 and 50.71. Because the language in proposed §§ 50.70 and 50.71 requires COL
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holders to comply with their provisions, and because of the applicability provisions in § 52.0(b),
this duplicate requirement in § 52.99 is unnecessary.

The NRC is adding new § 52.99(a) in the final rule to require that the licensee submit to
the NRC, no later than 1 year after issuance of the combined license, its detailed schedule for
completing the inspections, tests, or analyses in the ITAAC. This provision requires the
licensee to submit updates to the ITAAC schedule every 6 months thereafter and, within 1 year
of its scheduled date for initial loading of fuel, the licensee must submit updates to the ITAAC
schedule every 30 days until the final notification is provided to the NRC under § 52.99(c)(1). In
Section V of the Supplementary Information of the 2006 proposed rule, the NRC requested
stakeholder feedback on whether such a provision should be added to the final rule. Although
some commenters did not believe that a regulatory requirement for submission of a schedule
was necessary, the NRC believes it is necessary to ensure the NRC has sufficient information
to plan all of the activities necessary for the NRC to support the Commission’s finding whether

all of the ITAAC have been met prior to the licensee’s scheduled date for fuel load.

c. Section 52.73, Relationship to other subparts.

Section 52.73 clarifies that a design approval issued under subpart E of part 52 or a
manufacturing license under subpart F of part 52 may also be referenced in an application for a
combined license filed under 10 CFR part 52. The former § 52.73 only stated that a combined
license may reference a standard design certification or an early site permit. The final rule
incorporates into new § 52.73(b) the requirement in the current § 52.63(c) in order to clarify that
this requirement applies to applicants for a combined license. This provision requires that,

before granting a combined license which references a standard design certification,
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information normally contained in certain procurement specifications and construction and
installation specifications be completed and available for audit if the information is necessary for
the NRC to make its safety determinations, including the determination that the application is
consistent with the certified design. No substantive change is intended by the restatement of
this requirement. In a letter dated April 3, 2001 (comments 3 and 3.a), NEI agreed with the
proposed change but recommended that the last sentence of § 52.63(c) be deleted and the
remaining provision be added to the former § 52.79 rather than the former § 52.73. The NRC
agrees with NEI that 10 CFR part 52 should be modified to clarify that the requirement in former
§ 52.63(c) applied to applicants for a combined license, and that the last sentence be deleted.
However, the Commission is adding the remaining provision to the original § 52.73(b), and not

to § 52.79, as recommended by NEI.

d. Section 52.75, Filing of applications.

Section 52.75 provides requirements for the filing of combined license applications. The
NRC has reformatted this section for consistency with the other subparts in 10 CFR part 52 and
to replace the references to specific paragraphs within §§ 50.4 and 50.30 with general
references to those sections. The specific references are no longer needed because the NRC
is adopting conforming changes to §§ 50.4 and 50.30 in this final rule which clarify which

provisions are applicable to combined license applications.

e. Section 52.78, Content of applications; training and qualification of nuclear

power plant personnel.
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Section 52.78 has been removed, and the requirements applicable to an applicant for,
and holder of, a combined license with respect to the training program are moved to § 50.120,

where the requirements currently exist for holders of operating licenses.

f. Section 52.79, Contents of applications; technical information in final safety

analysis report; and § 52.80, Contents of application; additional technical information.

Section 52.79 is reformatted to divide the requirements for the technical contents of a
combined license application into two separate provisions. Section 52.79 covers requirements
for the contents of the FSAR, and § 52.80 covers requirements for the remainder of the
technical content of a combined license application.

Former § 52.79 states that a combined license application must contain the technically
relevant information required of applicants for an operating license by 10 CFR 50.34. The
reference to 10 CFR 50.34 is removed and replaced with § 52.79(a), which contains all of the
relevant requirements from 10 CFR 50.34 that describe what must be included in the FSAR for
a combined license application, including requirements that are currently applicable to both
construction permit and operating license applications. In addition, requirements from other
sections of 10 CFR part 50 (e.g., §§ 50.48 and 50.63) are included. These requirements were
issued after the current fleet of operating reactors were licensed and, therefore, were not
required contents for these earlier FSARs. In making these modifications, the NRC has
attempted to capture all relevant requirements regarding contents of the FSAR for a combined
license application.

In addition, § 52.79(a) contains requirements for descriptions of operational programs

that need to be included in the FSAR to allow a reasonable assurance finding of acceptability.
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This amendment is in support of the Commission’s direction to the staff in SRM-SECY-02-0067
dated September 11, 2002, “Inspections, Tests, Analyses, and Acceptance Criteria for
Operational Programs (Programmatic ITAAC),” that a combined license applicant was not
required to have ITAAC for operational programs if the applicant fully described the operational
program and its implementation in the combined license application. In this SRM, the
Commission stated:

[a]n ITAAC for a program should not be necessary if the program and its

implementation are fully described in the application and found to be acceptable

by the NRC at the COL stage. The burden is on the applicant to provide the

necessary and sufficient programmatic information for approval of the COL

without ITAAC.

The Commission clarified its definition of fully described in SRM-SECY-04-0032,
“Programmatic Information Needed for Approval of a Combined License Application Without
Inspections, Tests, Analyses, and Acceptance Criteria,” dated May 14, 2004, as follows:

In this context, fully described should be understood to mean that the program is

clearly and sufficiently described in terms of the scope and level of detail to allow

a reasonable assurance finding of acceptability. Required programs should

always be described at a functional level and at an increased level of detail

where implementation choices could materially and negatively affect the program

effectiveness and acceptability.

Accordingly, the NRC is adding requirements for descriptions of operational programs.
In doing so, the NRC has taken into account NEI's proposal to address SRM-SECY-04-0032 in
its letter dated August 31, 2005 (ML052510037). That proposal was reflected in SECY-05-0197
(October 28, 2005, ML052770225), Attachment 1, and approved by the Commission in SRM-
SECY-05-0197 dated February 22, 2006 (ML060530316). During the preparation of the final
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rule, the NRC discovered that several of the operational programs listed in SECY-05-0197 were
not addressed in proposed § 52.79. To ensure the list of requirements for the contents of
applications is complete, the NRC is adding several new provisions to address operational
programs in the final rule. Specifically, the NRC is adding requirements to § 52.79 for COL
applicants to include a description of: (1) the process and effluent monitoring and sampling
program required by appendix | to 10 CFR part 50 [§ 52.79(a)(16)(ii)]; (2) a training and
qualification plan in accordance with the criteria set forth in appendix B to 10 CFR part 73

[§ 52.79(a)(36)(ii)]; (3) a description of the radiation protection program required by § 20.1101
[§ 52.79(a)(39)]; (4) a description of the fire protection program required by § 50.48

[§ 52.79(a)(40)]; and (5) a description of the fitness-for-duty program required by 10 CFR

part 26 [§ 52.79(a)(44)]. During the preparation of the final rule, the NRC also noticed that the
proposed rule had not completely implemented the Commission’s direction regarding the
treatment of operational programs in a COL application inasmuch as requirements to address
operational program implementation were not included in proposed § 52.79(a). Therefore, in
the final rule, the NRC has added requirements to address the implementation of all operational
programs required to be described in a COL application. This is consistent with the
Commission’s position in SRM-SECY-02-0067 that a combined license applicant is not required
to have ITAAC for operational programs if the applicant “fully describes the operational program
and its implementation” in the combined license application [emphasis added].

In addition, the NRC added a new provision to § 52.79(a) in the final rule to address the
application requirements in current § 20.1406. Section 20.1406 requires applicants for a
license to describe in their application how facility design and procedures for operation will
minimize, to the extent practicable, contamination of the facility and the environment, facilitate
eventual decommissioning, and minimize, to the extent practicable, the generation of
radioactive waste. To ensure that § 52.79 contains a complete list of the requirements for the
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contents of a COL application, the NRC added paragraph (a)(45) to § 52.79 to require COL
applications to include the information required by §20.1406. This is not a new requirement but
merely a pointer to an existing requirement to include this information.

Section 52.79(a) requires that emergency plans submitted with a combined license
application be included in the FSAR. This modification from the former rule is being made for
consistency with § 50.34 which requires that emergency plans be included in the FSAR for
operating license applications.

The NRC is adding a new provision in § 52.79(a)(29)(ii) that the applicant submit plans
for coping with emergencies, other than the plans required by § 52.79(a)(21).

Paragraph 52.79(a)(21) requires the applicant to submit emergency plans complying with the
requirements of § 50.47 and 10 CFR part 50, appendix E. This requirement was drawn from
the existing requirement in § 50.34(b)(6)(v) which requires applicants to submit “Plans for
coping with emergencies, which shall include the items specified in appendix E.” When this
requirement was translated into the associated requirement for combined license applicants,
the NRC inadvertently only included a portion of the requirements in § 50.34(b)(6)(v), namely,
the requirement in proposed § 52.79(a)(21) to submit emergency plans. The NRC has
corrected this omission in the final rule by including the new provision in § 52.79(a)(29)(ii) to
include other plans for coping with emergencies. This requirement is meant to capture, for
example, emergency operating procedures as discussed in SRP Section 13.5.2.1, “Operating
and Emergency Operating Procedures.”

The NRC has moved the requirements contained in proposed § 52.79(a)(23) that
addressed a request to conduct activities under § 50.10(e) and added them in a new § 52.80(c).
The NRC concluded that it is preferable to include both the list of proposed § 50.10(e) activities
and the redress plan as separate documents in the application, outside of both the site safety
analysis report and the environmental report. The NRC’s conclusion is based on the fact that
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the requirements in § 50.10(e) address both safety and environmental issues. Additional
changes were made to §§ 51.50, 52.17, and 52.80 to implement this concept.

The NRC also revised § 52.79(a)(41) to require that the applicant evaluate its facility
against both the NRC’s review guidance in the standard review plan (SRP) and the regulatory
guide on “Combined License Applications for Nuclear Power Plants” (currently DG-1145). By
referring to both the review guidance and application guidance, the NRC will ensure that future
applications for combined licenses (COLs) will conform with the latest guidance for application
format and content, as well as the review criteria. The NRC expects that the use of DG-1145
and the SRP will facilitate the preparation and review of future COL applications. For COL
applicants that reference the same design certification rule and adopt a design-centered
approach in preparing their COL applications, the NRC expects that the “reference application”
will fully conform with this requirement and any follow-on applications will not need to provide
the evaluations for the application information that is identical to the reference application.

The NRC has moved the requirement that COL applicants submit a plant-specific PRA
that was in proposed § 52.80(a) to a new § 52.79(a)(46) in the final rule based on public
comments. In addition, the NRC has revised the provision to require the applicants submit a
description of their PRA and its results in their COL FSAR. The NRC agrees with some
commenters who believed that applicants should not be required to submit their complete plant-
specific PRA and that, instead, applicants should only be required to provide a summary
description of the PRA and its results in their FSAR with the understanding that the complete
PRA (e.g., codes) would be available for NRC inspection at the applicant’s offices, if needed.
The NRC expects that, generally, the information that it needs to perform its review of the COL
application from a PRA perspective is that information that will be contained in applicants’ FSAR
Chapter 19. The NRC believes that COL application guidance that the NRC is developing is
consistent with the industry comment in that the staff does not expect the complete PRA to be

-127-



included in the COL applicant’s FSAR. Instead, the guidance is oriented towards the qualitative
description of the PRA results, insights, uses, etc.

Section 52.79(b) describes the variant on the requirements in § 52.79(a) for a combined
license application that references an early site permit. Former § 52.79(a) did not explicitly
require the application to address whether the terms and conditions specified in the early site
permit under § 52.24 have been or will be met by the combined license holder, although this is
implicit by the inclusion of any terms and conditions in the early site permit. To remove any
ambiguity in this matter, § 52.79(b)(3) requires that the FSAR demonstrate that all terms and
conditions that have been included in the early site permit will be satisfied by the date of
issuance of the combined license. The NRC is revising § 52.79(b)(3) in the final rule based on
public comments to add an exclusion for terms and conditions imposed under § 50.36(b)
because such environmental conditions should be addressed in the environmental report and
not in the final safety analysis report. In addition, the Commission is revising this paragraph to
add a provision that any terms or conditions of the early site permit that could not be met by the
time of issuance of the combined license must be set forth as terms or conditions of the
combined license. This provision is needed to address terms or conditions of the early site
permit that are related to activities that will not take place until after issuance of the combined
license, such as construction activities. A similar change is being made to §§ 52.79(d)(3) and
(e)(3) for referenced design certifications and manufacturing licenses.

The NRC is making a revision to the language in proposed § 52.79(b)(1) in the final rule.
Proposed § 52.79(b)(1) stated that the FSAR for a combined license application referencing an
early site permit need not contain information or analyses submitted to the NRC in connection
with the early site permit. This rule language led to a great deal of discussion both within the
NRC and in public meetings on combined license application guidance as to what the NRC
expected to see in a combined license application that referenced an early site permit. The
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NRC has concluded that the FSARs in these combined licenses applications must either
include or incorporate by reference the SSAR for the early site permit. The SSAR must be
included or incorporated into the COL FSAR to ensure that matters addressed in the SSAR
legally become part of the FSAR upon issuance of the COL. This will also ensure that the
information in the SSAR is subject to control under § 50.59 after issuance of the COL. For
these reasons, the NRC is modifying the language in § 52.79(b)(1) to state that the final safety
analysis report need not contain information or analyses submitted to the NRC in connection
with the early site permit. However, the final safety analysis report must either include or
incorporate by reference the early site permit site safety analysis report. With this modification,
the NRC intends to convey that the combined license applicant referencing the early site permit
does not need to resubmit, for NRC review, information or analyses that were already reviewed
and resolved in the early site permit proceeding (such as information provided in responses to
NRC requests for additional information). At the same time, the NRC’s goal is to provide COL
applicants clear guidance as to what the combined license application must contain to be
considered complete. For similar reasons, the NRC is also modifying the language in proposed
§§ 52.79(c)(1), (d)(1), and (e)(1) to include the provision that the FSAR in the COL application
must either include or incorporate by reference the FSAR for the design approval, design
certification, or manufacturing license that it is referencing. Note that each of the existing
design certification rules covered in appendices A-D of part 52 prohibit the use of incorporation
by reference in COL FSARs that reference them. At the time those rules were issued, the NRC
was concerned that the staff would not have easy access to the final version of the design
certification FSAR (i.e., DCD) if it were not included in the COL application. The NRC will
continue to put restrictions in individual design certification rules (and possibly in early site

permits, design approvals, or manufacturing licenses) if it does not have confidence that the
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safety analysis reports can be easily accessed by the staff if they are incorporated by reference
in COL applications.

Section 52.79(c) describes the requirements for combined license applications that
reference a standard design approval. Previously, no guidance was provided regarding a
combined license application that referenced a standard design approval. The requirements in
§ 52.79(c) are essentially the same as those for a combined license application that references
a standard design certification in § 52.79(d).

Section 52.79(d) describes the requirements for combined license applications that
reference a standard design certification. Section 52.79(d) states that the FSAR for a
combined license application referencing a standard design certification need not contain
information or analyses submitted to the NRC in connection with the design certification.
However, the final safety analysis report must either include or incorporate by reference the
standard design certification final safety analysis report (see discussion above) and must
contain, in addition to the information and analyses otherwise required, information sufficient to
demonstrate that the characteristics of the site fall within the site parameters specified in the
design certification. In addition, paragraph (d) requires that the plant-specific PRA information
must use the PRA information for the design certification and must be updated to account for
site-specific design information and any design changes or departures. In the case where a
COL application is referencing a design certification, the NRC only expects the design changes
and differences in the modeling (or its uses) pertinent to the PRA information to be addressed
to meet the submittal requirement of § 52.79(d)(1). Section 52.79(d) also requires that the
FSAR demonstrate that the interface requirements established for the design under § 52.47
have been met and that all requirements and restrictions that may have been set forth in the

referenced design certification rule be satisfied by the date of issuance of the combined license.

-130-



Section 52.79(e) describes the requirements for a combined license application that
references a manufactured reactor. Previously, no guidance was provided regarding a
combined license application that referenced a manufactured reactor. These requirements are
similar to those for the content of an FSAR for a combined license referencing a design
certification. Specifically, § 52.79(e) states that the FSAR need not contain information or
analyses submitted to the NRC in connection with the manufacturing license. However, the
final safety analysis report must either include or incorporate by reference the manufacturing
license final safety analysis report and must contain, in addition to the information and analyses
otherwise required, information sufficient to demonstrate that the site characteristics fall within
the site parameters specified in the manufacturing license. This language was slightly different
in the proposed rule and has been corrected in the final rule to be consistent with § 52.79(d). In
addition, § 52.79(e) requires that the plant-specific PRA information must use the PRA
information for the manufactured reactor and must be updated to account for site-specific
design information and any design changes or departures. Section 52.79(e) also requires that
the FSAR demonstrate that the interface requirements established for the design have been
met and that all terms and conditions that have been included in the manufacturing license be
satisfied by the date of issuance of the combined license.

Section 52.80 is added to cover the required technical contents of a combined license
application that are not contained in the FSAR. These application contents include the ITAAC,
the environmental report, and the request to perform activities under § 50.10(e) with the
associated redress plan. This last item was moved to § 52.80(c) in the final rule from its
location in § 52.79(a)(23) in the proposed rule. The NRC concluded that it is preferable to
include both the list of proposed activities and the redress plan as separate documents in the
application, outside of both the site safety analysis report and the environmental report. The
NRC’s conclusion is based on the fact that the requirements in § 50.10(e) address both safety
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and environmental issues. Additional changes were made to §§ 51.50 and 52.17 to implement

this concept.

g. Section 52.81, Standards for review of applications.

10 CFR parts 54 and 140 are added to the list of standards that the NRC will use to
review combined license applications. Part 54 addresses applications for renewal of combined
licenses and part 140 includes the requirements applicable to nuclear reactor licensees with
respect to financial protection and Indemnity Agreements to implement Section 170 of the AEA,

commonly referred to as the Price-Anderson Act.

h. Section 52.83, Finality of referenced NRC approvals.

The former § 52.83, Applicability of part 50 provisions, is removed and replaced by a
new section addressing the finality of NRC approvals which are referenced in a combined
license application. Former § 52.83 provides that, unless otherwise specifically provided for in
subpart C to part 52, all provisions of 10 CFR part 50 and its appendices applicable to holders
of construction permits for nuclear power reactors also apply to holders of combined licenses.
Similarly, § 52.83 provides that all provisions of 10 CFR part 50 and its appendices applicable
to holders of operating licenses also apply to holders of combined licenses issued under this
subpart, once the Commission has made the findings required under § 52.99. The NRC
believes that the former § 52.83 is not necessary because this proposed rulemaking will provide
conforming changes throughout 10 CFR part 50 (as well as all other parts in Title 10 Chapter 1)

to identify which requirements are applicable to combined license applicants and holders.
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Former § 52.83 also provides provisions that address the duration of a combined license and
these provisions would be moved to proposed § 52.104, Duration of combined license.

The new § 52.83 states that, if an application for a combined license references an early
site permit, design certification rule, standard design approval, or manufacturing license, the
scope and nature of matters resolved for the application and any combined license issued are
governed by the relevant provisions addressing finality, including §§ 52.39, 52.63, 52.98,
52.145, and 52.171. This provision clarifies the relationship between a combined license
application and any other license or regulatory approval that an applicant may reference in the

combined license application as far as issue resolution is concerned.

i. Section 52.89, Environmental review.

Section 52.89 is removed and reserved for future use. Former § 52.89 required that, if a
combined license application references an early site permit or a certified standard design, the
environmental review must focus on whether the design of the facility falls within the
parameters specified in the early site permit and any other significant environmental issue not
considered in any previous proceeding on the site or the design. Former § 52.89 further stated
that, if the application does not reference an early site permit or a certified standard design, the
environmental review procedures set out in 10 CFR part 51 must be followed, including the
issuance of a final environmental impact statement, but excluding the issuance of a supplement
under § 51.95(a). This provision is removed because the requirements for compliance with

NEPA are now captured in § 52.79(a) and in the revisions to part 51.

j. Section 52.91, Authorization to conduct site activities.
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Section 52.91(a)(2) formerly provided requirements for a combined license application
that does not reference an early site permit, but that contains a site redress plan and states that
the applicant may not perform the site preparation activities allowed by 10 CFR 50.10(e)(1)
without first submitting a site redress plan in accordance with § 52.79(a)(3), and obtaining the
separate authorization required by 10 CFR 50.10(e)(1). This provision further states that
authorization must be granted only after the presiding officer in the proceeding on the
application has made the findings and determination required by 10 CFR 50.10(e)(2), and has
determined that the site redress plan meets the criteria in § 52.17(c). This provision is
amended to state that authorization may [emphasis added] be granted only after the presiding
officer in the proceeding on the application has made the findings and determination required
by 10 CFR 50.10(e)(2), and has determined that the site redress plan meets the criteria in
§ 52.17(c). This amendment is consistent with § 52.91(a)(3), which states that authorization to
conduct the activities described in 10 CFR 50.10(e)(3)(i) may be granted only after the
presiding officer in the combined license proceeding makes the additional finding required by
10 CFR 50.10(e)(3)(ii). The NRC believes that may is the proper term to use in both of these
provisions, to reflect the NRC’s residual authority to decline to authorize the ESP holder to

conduct § 50.10(e)(3)(i) activities, even if the NRC’s regulations are met.

k. Section 52.93, Exemptions and variances.

Paragraph (a) of § 52.93, which includes a discussion of the requirements regarding
requests for an exemption from any part of a referenced design certification, is revised to state
that the Commission may grant the request if it determines that the exemption complies with

any exemption provisions of the referenced design certification rule, or with § 52.63 if there are
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no applicable exemption provisions in the referenced design certification rule. This provision
formerly referred to compliance with § 50.12(a). The NRC is revising paragraph (b) of this
section in the final rule to include an allowance for applicants to request a variance from the
early site permit SSAR. The allowance for requesting variances to the SSAR was inadvertently
omitted in the proposed rule. Because the majority of the early site permit information that a
combined license applicant will be referencing will be the information in the SSAR, it is logical
that the allowance to request variances be extended to the information in the SSAR given that
the NRC is allowing variances to the permit itself. In the final rule, the NRC is also adding a
provision to paragraph (b) of this section that precludes the NRC from issuing a variance once
a construction permit, operating license, or combined license referencing the early site permit is
issued; any changes that would otherwise require a variance should instead be treated as an
amendment to the construction permit or combined license.

Section 52.93 is also revised in the final rule to add a discussion of requests for
departures from a referenced nuclear power reactor manufactured under a manufacturing
license in new paragraph (c) of this section. This provision was inadvertently omitted in the
proposed rule, although similar provisions were addressed in the proposed rule in §§ 52.98 and
52.171. However, the proposed rule incorrectly used the term “variance” to describe an
application-specific change to a reactor manufactured under a manufacturing license. The
NRC has corrected these provisions in the final rule to use the term “departure” for such
changes, consistent with the terminology used for changes to a referenced design certification.
New paragraph (c) of this section is consistent with these other sections and states that an
applicant for a combined license who has filed an application referencing a nuclear power
reactor manufactured under a manufacturing license may include in the application a request
for a departure from one or more design characteristics, site parameters, terms and conditions,
or approved design of the manufactured reactor. The NRC may grant a request only if it
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determines that the departure will comply with the requirements of 10 CFR 52.7, and that the
special circumstances outweigh any decrease in safety that may result from the reduction in
standardization caused by the departure. The criteria for granting the departure is the
exemption criterion in § 52.7; however, the departure itself is not considered an exemption
(unless, of course, the departure also involves a non-compliance with an underlying
Commission regulatory requirement in 10 CFR Chapter 1). Thus, the Commission will not
approve a departure unless the Commission finds, in addition to the routine exemption criteria
in § 52.7, that special circumstances outweigh any decrease in safety that may result from the
reduction in standardization caused by the departure. These limitations are intended to
maintain the standardization of manufactured reactors in operation to the extent practicable.
The licensee may not depart from the design characteristics, site parameters, terms and
conditions, or approved design of the manufactured reactor through the provisions of § 50.59.
Finally, the provision contained in paragraph (c) of this section in the 2006 proposed rule
(and in paragraph (b) in the former rule) has been moved to paragraph (d) of this section in the
final rule. This provision states that issuance of a variance under paragraph (b) or a departure
under paragraph (c) is subject to litigation during the combined license proceeding in the same

manner as other issues material to that proceeding.

. Section 52.97, Issuance of combined licenses.

The NRC has modified § 52.97 to be more consistent with the parallel provision in
§ 50.50, Issuance of licenses and construction permits, by including requirements that, after
conducting a hearing and receiving the report submitted by the ACRS, the NRC finds that there

is reasonable assurance that the applicant is technically and financially qualified to engage in
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activities authorized; and that issuance of the license will not be inimical to the common
defense and security or to the health and safety of the public. Section 52.97(c) is added,
consistent with § 50.50, which states that a combined license shall contain conditions and
limitations, including technical specifications, as the NRC deems necessary and appropriate.
Former § 52.97(b)(2) is moved to new § 52.98 because the issues addressed in this section are

issues associated with finality of combined license provisions.

m. Section 52.98, Finality of combined licenses; information requests.

Section 52.98, which addresses the finality associated with the issuance of combined
licenses, is added to subpart C of part 52, consistent with the other subparts in 10 CFR part 52.
Section 52.98(a) states that, after issuance of a combined license, the Commission may not
modify, add, or delete any term or condition of the combined license, the design of the facility,
the inspections, tests, analyses, and acceptance criteria contained in the license which are not
derived from a referenced standard design certification or manufacturing license, except in
accordance with the provisions of §§ 52.103 or 50.109, as applicable.

Section 52.98 includes provisions to clarify the applicability of the change processes in
10 CFR part 50 and Section VIl of the design certification rules in 10 CFR part 52 to a
combined license. Section 52.98(b) states that the change processes in 10 CFR part 50 apply
to a combined license that does not reference a design certification rule or a reactor
manufactured under a manufacturing license. Section 52.98(c) states that the change
processes in Section VIl of the design certification rules apply to changes within the scope of
the referenced certified design. However, if the proposed change affects the design

information that is outside of the scope of the design certification rule, the part 50 change
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processes apply unless the change also affects the design certification information. For that
situation, both change processes may apply.

Section 52.98(d) is added to address changes to a combined license that references a
reactor manufactured under a manufacturing license. Section 52.98(d)(1) states that, if the
combined license references a reactor manufactured under a subpart F manufacturing license,
then changes to or departures from information within the scope of the manufactured reactor’s
design are subject to the change processes in § 52.171. Note that the proposed rule incorrectly
used the term “variance” to describe an application-specific change to a reactor manufactured
under a manufacturing license. The NRC has corrected this provision in the final rule to use the
term “departure” for such changes, consistent with the terminology used for changes to a
referenced design certification. Section 52.98(d)(2) states that changes that are not within the
scope of the manufactured reactor’s design are subject to the applicable change processes in
10 CFR part 50 (e.g., §§ 50.54, 50.59, and 50.90). The NRC made all of these requirements to
clarify, in one location, the finality provisions applicable to all portions of a combined license.

Finally, the NRC has added a new paragraph (g) to the “finality” section in each subpart
of part 52, including § 52.98, entitled “Information requests,” which delineates the restrictions on
the NRC for information requests to the holder of the combined license. This provision is
analogous to the former provision on information requests in paragraph 8 of appendix O to
parts 50 and 52, and is based upon the language of § 50.54(f). For combined licenses, this
proposed provision is in § 52.98(g), and requires the NRC to evaluate each information request
of the holder of a combined license to determine that the burden imposed by the information
request is justified in light of the potential safety significance of the issue to be addressed in the
information request. The only exception is for information requests seeking to verify
compliance with the current licensing basis of the facility. If the request is from the NRC staff,
the request will first have to be approved by the EDO or his or her designee.
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n. Section 52.103, Operation under a combined license.

Section 52.103(g) formerly required the NRC to find that the acceptance criteria in the
combined license are met before operation of the facility, but did not refer to loading of fuel.
However,§ 52.103(f) stated that fuel loading and operation under the combined license will not
be affected by the granting of a petition to modify the terms and conditions of the combined
license unless a Commission order is made immediately effective. In the proposed rule, this
section was amended to require the NRC to find that the acceptance criteria in the combined
license are met before fuel load and operation of the facility. The NRC has decided not to
adopt the proposed rule language which would have precluded loading of fuel into the reactor
until acceptance criteria has been met. The NRC believes that the rule should reflect, as
closely as possible, the statuary requirement in Section 185.b of the AEA. The NRC has
historically viewed “operation” as including loading of fuel into the reactor, however it is not
necessary to change the language of § 52.103(g) to continue the historical practice. The NRC

believes that this is the common interpretation of § 52.103(g).

0. Section 52.104, Duration of combined license; § 52.105, Transfer of combined
license; § 52.107, Application for renewal; § 52.109, Continuation of combined license;

and § 52.110, Termination of license.

Five new provisions are added to subpart C of part 52 for consistency with the other
subparts in 10 CFR part 52 and to parallel requirements in 10 CFR part 50 for operating
licenses. Section 52.104, addresses the duration of a combined license and contains

requirements that formerly existed in § 52.83. In addition, the Commission has amended these
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requirements to indicate that, where the Commission has allowed operation under a combined
license during an interim period under § 52.103(c), the period of operation is not to exceed 40
years from the date allowing operation during the interim period.

Section 52.105 provides requirements for the transfer of a combined license that refer
the applicant to § 50.80. Section 52.107 provides a reference to 10 CFR part 54 for the
renewal of a combined license.

Section 52.109 provides provisions for the continuation of a combined license and
§ 52.110 would provide requirements for the termination of a combined license. Formerly,
part 52 did not address decommissioning of combined licenses (reactors that are manufactured
under a part 52 manufacturing license do not raise decommissioning concerns until they are
emplaced at a site, inasmuch as a manufacturing license does not permit loading of fuel or
operation) and the termination of the combined license. By contrast, §§ 50.51 and 50.82
address the permanent shutdown of a nuclear power plant, its decommissioning, and the
termination of the part 50 operating license. There are two possible ways of addressing this
omission: §§ 50.51 and 50.82 could be modified to reference combined licenses under part 52,
or the provisions analogous to these sections could be added to part 52. The NRC believes
that the second alternative is the best approach. The combined license holder’s responsibilities
upon expiration of its license is more a matter of regulatory authority and therefore is best
placed in part 52. While the question is closer with respect to decommissioning, the NRC
believes that most users would likely turn to part 52 rather than part 50 to determine the
requirements for decommissioning, inasmuch as decommissioning involves questions of both

procedure and technical requirements.

9. Subpart D, Reserved.
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10. Subpart E, Standard Design Approvals (§§ 52.131 through 52.147).

The former appendix O to part 52 set forth the requirements for NRC staff approval of a
standard design for a nuclear plant or a major portion of a nuclear plant. This licensing process
was first adopted by the NRC in 1975 and has been used many times, including issuance of
four final design approvals (FDAs) under appendix O to part 52 from 1994 through 2004.
These FDAs were issued during previous design certification reviews when FDAs were a
prerequisite to certification of a standard plant design (see SOC discussion on 10 CFR 52.43).

When the NRC adopted part 52 in 1989, the Commission did not re-examine the
regulatory scheme for standard design approvals to determine if the bases for adopting part 52
and the licensing processes codified in part 52 would also be an impetus for reorganizing the
design approval process. However, the Commission did undertake a re-examination of
appendix O to part 52 in the 2003 proposed rule and proposed certain changes. In view of the
substantial reorganization and rewriting of part 52 in this rulemaking, the Commission gave
further consideration to the licensing process in appendix O to part 52 and has made additional
changes to enhance the regulatory effectiveness and efficiency of that licensing process.

The Commission continues to believe that the best approach for obtaining early
resolution of design issues is through the design certification process in subpart B of part 52.
Design certification will provide greater finality and standardization than the design approval
process. Consequently, the Commission favors use of the design certification process, which
suggests that the design approval process could be eliminated. However, given the frequent
use of appendix O to part 52 in the past, the Commission has decided to retain this process
and to reorganize and reformat the design approval process to be consistent with other

subparts.
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The design approval process, formerly located in appendix O to part 52, has been
moved to subpart E of part 52 and reformatted to be consistent with other subparts. A new
§ 52.133 was created to describe the relationship of the design approval process with other
subparts. An FDA may be referenced in an application for a construction permit or operating
license under part 50 or a design certification, combined license, or manufacturing license
under part 52.

The filing requirements for design approvals are consistent with other subparts of
part 52. The applicants may still request approval of either the entire facility or major portions
thereof, but the applications are limited to final design information. There are several reasons
for this change. First, the Commission’s recent experience with FDAs and design certifications
demonstrates that nuclear plant designers are technically capable of developing essentially
complete and final design information for NRC review and approval. Furthermore, the
economic incentives with respect to design certification also apply to final design approvals. In
addition, approval of final design information removes the unpredictability of issuing a
construction permit that references only preliminary design information and initiating
construction while the final design information is being developed. Approval of a final design
ensures early consideration and resolution of technical matters before there is any substantial
commitment of resources associated with the construction of the plant, which will greatly
enhance regulatory stability and predictability.

The Commission has decided that the contents of applications for design approvals
should contain essentially the same technical information that is required of design certification
applications (e.g., demonstration of compliance with technically relevant Three Mile Island
requirements, proposed technical resolutions of unresolved safety issues and medium- and
high-priority generic safety issues, and design-specific probabilistic risk assessment
information).
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Regarding applications for a major portion of the standard plant design, such as the
nuclear steam supply system, the application only needs to contain the information required for
the contents of applications that are applicable to the major portion of the plant for which NRC
staff approval is requested.

The requirements for contents of applications for design approvals (§ 52.137) were
renumbered to be consistent with the numbering of requirements in § 52.47. Also, many of the
public comments on contents of applications for design certification apply to the requirements
for design approvals (see the SOC of this document for the discussion for § 52.47). Some
commenters recommended that the requirement for coping with emergencies [§ 52.137(a)(11)]
be deleted because applicants for design approvals will not be responsible for certain
emergency planning design features. The Commission disagrees with this comment. First of
all, this requirement was taken from the original appendix O of part 52, paragraph 3, and it
applies to design features for coping with emergencies in the operation of the reactor, not solely
for emergency planning.

A new § 52.139, which specifies the standards that will be used to review applications
for design approvals and new §§ 52.145 and 52.147, which specify the finality and duration of
design approvals was added to be consistent with other subparts. In a letter dated
November 13, 2001, NEI commented that “Industry recommends FDAs be valid for 15 years.”
The Commission agrees with NEI's recommendation and has decided that the duration of
standard design approvals should correspond to the duration of design certifications, inasmuch
as both design approvals and design certifications constitute approvals of nuclear power plant
designs, and the period of effectiveness of the approval from a technical standpoint is not a
function of whether the approval is granted by the NRC staff or the Commission. Some
commenters recommended that § 52.147 be rewritten to provide for renewals of standard
design approvals. The Commission disagrees with this comment. The original appendix O to
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part 52 did not contain a process for renewing design approvals and most of the design
approvals issued under appendix O to part 52 were for a 5-year duration. In this rulemaking,
the Commission has tripled the duration for a design approval and believes that renewals will
not be necessary. Also, as stated before, the Commission favors the use of the design

certification process, which includes a process for renewals.

11. Subpart F, Manufacturing Licenses.

The following discussion explains the requirements in subpart F of part 52 generically,
and covers §§ 52.151, 52.153, 52.155, 52.156, 52.157, 52.159, 52.161, 52.163, 52.165,
52.167, 52.169, 52.171, 52.173, 52.175, 52.177, 52.179, and 52.181.

Former appendix M of parts 50 and 52 set forth the NRC’s requirements governing
manufacturing licenses. Appendix M, which was first adopted by the NRC in 1973 as an
appendix to part 50, provided for issuance of a license authorizing the manufacture of a nuclear
power reactor to be incorporated into a nuclear power plant under a construction permit and
operated under an operating license at a different location from the place of manufacture.
Under the licensing regime in former appendix M, the NRC did not approve a final reactor
design to be manufactured as part of the issuance of the manufacturing license. Rather,
analogous to the two-step construction permit/operating license process, the NRC would issue
a manufacturing license based upon the review and approval of a preliminary design equivalent
to that provided in a construction permit application. Upon issuance of the manufacturing
license, manufacturing of the reactor can commence, although the NRC must approve the final
design of the manufactured reactor by license amendment before the manufactured reactor

may be transported from the place of manufacture to the site where it is to operated.
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When the NRC adopted part 52 in 1989, it added appendix M to part 52. However, the
NRC did not re-examine the regulatory scheme for manufacturing licenses in order to
determine if the bases for adopting part 52 would also be an impetus for changing the
regulatory scheme for manufacturing licenses. Nor did the NRC undertake such a
re-examination as part of the process leading to the 2003 proposed rule. However, the NRC
has reconsidered the efficacy of the manufacturing license process in former appendix M to
part 52, and has decided to adopt substantial changes to those requirements in order to
enhance regulatory effectiveness and efficiency. These new requirements are contained in a
new subpart F to part 52.

The most important shift in the manufacturing license concept in subpart F is that a final
reactor design, equivalent to that required for a standard design certification under part 52 or an
operating license under part 50, must be submitted and approved before issuance of a
manufacturing license. There are several reasons for this shift. First, the Commission’s
experience with standard design certifications demonstrates that nuclear power plant designers
are technically capable of developing a complete reactor design for Commission review.
Furthermore, the economic incentives and limitations with respect to approval of a standard
reactor design certification also apply to the approval of a design of a manufactured reactor.
Indeed, one could argue that the holder of a manufacturing license may structure the
commercial transaction to reduce the economic risk associated with the application for a
manufacturing license for a final reactor design, as compared to the economic risk associated
with a standard design certification. Second, approval of a final reactor design removes the
former awkward regulatory process of issuing a manufacturing license, and subsequently
amending the license when a final design is submitted. Approval of a final design ensures early
consideration and resolution of technical matters before there is any substantial commitment of
resources associated with the actual manufacture of the reactor, which will greatly enhance
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regulatory stability and predictability. Finally, Commission approval of standardized
manufacturing processes, coupled together with the potential for a stable workforce and the
application of manufacturing process feedback, has great opportunities for maintaining and
even improving the quality and consistency of manufacture, as compared to the traditional
method of constructing reactors onsite by a variety of contractors and subcontractors.

The technical information required to be included in an application for a manufacturing
license, as set forth in §§ 52.157 and 52.158, reflects both the expansion of the scope of
approval to include the final design of the reactor to be manufactured, as well as lessons
learned with respect to the NRC'’s review of early site permits. Section 52.157, which sets forth
the technical information to be submitted in support of the design of a reactor, is derived from
the existing requirements in current part 52, subparts B and C, governing the technical
information to be submitted in support of an application for a standard design certification and
combined license. In addition, § 52.157 requires that the application address the provisions
with respect to the demonstration by test, analysis, experience, or a combination thereof, of
simplified, inherent, passive, or other innovative means to accomplish safety functions, or the
results of testing of a prototype plant, as set forth in revisions to § 50.43. As discussed
separately with respect to § 50.43, these testing and prototype requirements incorporated into
§ 50.43 were derived from the former requirements in § 52.47(b).

Information which must be submitted as part of an application, but is not typically
considered part of a final safety analysis report, is identified in § 52.158. This includes
proposed ITAAC to be used by the licensee who will construct and operate a nuclear power
plant at its site using the manufactured reactor and an environmental report for the
manufactured reactor. Note that, in the final rule, the NRC has moved proposed § 52.158(a) to
a new § 52.157(f)(31) which requires that manufacturing license applicants submit a description
of the design-specific PRA and its results in the FSAR. The NRC agrees with some
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commenters that applicants should not be required to submit their complete design-specific
PRA and that, instead, applicants should only be required to provide a summary description of
the PRA and its results in their FSAR with the understanding that the complete PRA (e.g.,
codes) would be available for NRC inspection at the applicant’s offices, if needed. The NRC
expects that, generally, the information that it needs to perform its review of the manufacturing
license application from a PRA perspective is that information that will be contained in
applicants’ FSAR Chapter 19.

The environmental report must address SAMDASs, similar to standard design
certifications, because the design approval stage is usually the most cost-effective opportunity
for incorporating design features for addressing severe accidents. The NRC notes that the
environmental report need not address environmental impacts associated with the actual
manufacture of the reactor at any manufacturing location, inasmuch as a manufacturing license
does not represent NRC approval of any specific location, facility, or appurtenance for
manufacturing. Rather, the NRC is approving a reactor design for manufacture and the ITAAC
for verifying that it has been acceptably manufactured and integrated into a nuclear power
facility so that it can be safely operated in accordance with the approved manufactured reactor
design, the NRC’s regulations, and the requirements of the AEA. These determinations were
reflected in proposed §§ 52.158(c)(1), 51.54, and 51.75(c)(3). However, in the final rule, the
Commission has removed from §§ 52.158(c)(1) and (2) the rule language addressing the
content of the environmental report, and integrated that language into §§ 51.54 and 51.75(c)(3).
Section 52.158(c)(2) has been revised in the final rule to address the scope of the
environmental report if the manufacturing license application has referenced a standard design
certification.

Section 52.163 of the March 2006 proposed rule would have required that the NRC
conduct a “mandatory” hearing in connection with the initial issuance of a manufacturing
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license, even though the AEA does not require a mandatory hearing for issuance of
manufacturing licenses. For the reasons set forth in the NRC’s response to Commission
Question 2, and the discussion on §§ 2.104 and 2.105, the NRC has decided not to require a
“mandatory” hearing for initial issuance of a manufacturing license, and § 52.163 is revised in
the final rule to refer to a publication of a notice of proposed action under § 2.105, rather than a
notice of hearing under § 2.104.

In light of the NRC’s review and approval of a final design as part of issuance of a
manufacturing license, the final rule provides a greater degree of finality to a manufacturing
license as compared with a standard design certification. Under § 52.171(a)(1), the same
degree of issue finality accorded to the “certified design” applies throughout the term of the
manufacturing license. Under this provision, the NRC may not impose any change or
modification to the approved design (including site parameters, or design characteristics) for the
manufacturing license unless the NRC determines that the change or modification is necessary
either for adequate protection or for compliance with requirements applicable and in effect at
the time the manufacturing license was issued. Similarly, the manufacturing license holder may
not make changes to the design under the provisions of 10 CFR 50.59. Any change to the
design will require a license amendment. The Commission regards this as similar to the level of
change control imposed on designs which are the subject of a standard design certification.
The Commission is imposing this stringent level of change control because one of the key
reasons for licensing manufactured reactors is to enhance standardization—one of the original
objectives of the 1989 part 52 rulemaking. Unlike design certification, which is an approval of a
“paper design,” the NRC’s proposed concept of a manufacturing license is pre-approval of the
procurement, manufacturing, and quality assurance processes that translates the approved
reactor design into a manufactured assembly in a controlled environment, with the capability to
optimize techniques and procedures based upon feedback. Some of these advantages may be
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lost if each “manufactured” reactor were treated as a “one-off” custom product. Imposing the
discipline of a license amendment process should ensure that a profusion of changes are not
made to the approved design at random intervals. The Commission disagrees with
commenters on the proposed rule that the design of a manufactured reactor should be subject
to less-stringent change provisions than a standard design certification. The commenters have
not demonstrated that there are special or unique aspects of manufacturing, as compared with
the construction of a nuclear power plant based upon a referenced standard design
certification, that would weigh against maintaining the high degree of design standardization
achieved by design certification. One commenter correctly noted that changes in such
manufacturing matters as procurement, manufacturing processes, or quality assurance are not
subject to the proposed § 52.171(b)(1) change restriction, because these matters do not
constitute changes to the approved design of the reactor to be manufactured. These changes
would be governed by the applicable change process and restrictions already established in the
Commission’s regulations such as § 50.59, and § 50.54(a), and may not require license
amendments.

The only relevant rationale provided by the commenters is that obsolescence of
components and component manufacturers’ changes would necessitate minor changes to the
reactor design over a 15-year period. Although the Commission acknowledges the likelihood of
these factors, the NRC staff does not see any reason why these factors are more likely to affect
the design of a manufactured reactor as compared with the design approved in a design
certification. It is not clear why a change in component sourcing would necessarily result in a
“design change” requiring an amendment to the manufacturing license. Finally, the
Commission notes that the proposed rule does not mandate “zero changes in a reactor design.”

As specifically stated in the SOC of the March 13, 2006 (71 FR 12801), proposed rule (second
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column), proposed § 52.171(b)(1) would allow the manufacturer to make changes to the
approved design to be manufactured, albeit by license amendment.

The final rule provides that the term of a manufacturing license to be for no less than 5,
or more than 15 years from the date of issuance. The Commission established the 15-year
maximum term to be consistent with the maximum term for a standard design certification. The
5-year minimum term was established by the Commission to encourage the use of a
manufacturing license for the manufacture of more than one nuclear power reactor. The
language of § 52.171 has been corrected in the final rule by replacing the reference in
paragraph (b)(1) to § 50.12 with a reference to § 52.7, and replacing the term, “exemption,” in
paragraph (b)(2) with “departure.”

In proposed § 52.167(b)(3), the Commission included a provision which would have
required the manufacturing license to specify the number of reactors authorized to be
manufactured under the manufacturing license. Upon further consideration in response to a
comment on the proposed rule, the Commission has decided that there is no valid regulatory
basis for including this provision, and it may in fact serve as a disincentive for the manufacturer
to improve the efficiency and productivity of the manufacturing process. Accordingly, this
provision is not included in the final rule.

Under § 52.177(c), the holder of a manufacturing license may not commence
manufacturing of a reactor less than 3 years before the expiration date, but may continue the
manufacturing of a reactor whose manufacture commenced before the 3-year deadline up to
license expiration. If, however, an application for renewal is timely-filed with the NRC,
manufacturing of a reactor whose manufacture commenced before the 3-year deadline may
continue until the time that the NRC completes action on the renewal application in accordance
with the Timely Renewal Doctrine of the Administrative Procedure Act (APA). The Commission
believes that the timely renewal period should be based upon the time reasonably needed by
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the agency to complete action on a renewal application, so that an applicant’s reliance upon
timely renewal is the rare exception rather than the rule. The NRC selected the 3-year deadline
as a reasonable period for completing the manufacture of a nuclear power reactor, based in
large part upon public statements by various reactor vendors that they have set goals for
constructing complete nuclear power plants onsite within 3 years. It seems reasonable,
therefore, that a manufactured reactor, built in a controlled environment using industrial
manufacturing processes, would be able to be manufactured in the same 3-year period as the
construction of an entire facility onsite. Paragraph (b) is corrected in the final rule by removing
the phrase, “that the Commission may impose,” in order to avoid the possible misinterpretation
that the Commission could choose not to impose new adequate protection requirements
identified by the Commission. In addition, paragraph (b)(2) is corrected by removing the
reference to “site permit” and substituting the term, “manufacturing license.”

The final rule does not require that the manufacturing license specify an earliest and
latest date for completion of manufacture of any individual reactor. Section 185 of the AEA
directs that “[tlhe construction permit shall state the earliest and latest date for completion of
the construction or modification.” Inasmuch as a manufacturing license is not a construction
permit, there does not appear to be any legal need for the manufacturing license to specify the
earliest and latest date of completion of manufacture. The language of this section has been
corrected in the final rule to make clear that the duration of the renewed manufacturing license
consists of the renewed term plus any period remaining on the superseded license (analogous

to the determination of the duration of a renewed operating license under part 54).

12. Subpart G of part 52 [Reserved].
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13. Subpart H of part 52—Enforcement.

This subpart contains two provisions, § 52.301 and § 52.303, which are comparable to
former § 52.111 and § 52.113, and are analogous to provisions contained in other parts of
10 CFR Chapter 1 imposing requirements on regulated entities. Section 52.301 reiterates, and
provides notice to licensees and applicants under part 52 of the Commission’s authority to
obtain injunctions or other court orders for the enumerated violations. Section 52.113 provides
notice to all persons and entities subject to part 52 that they are subject to criminal sanctions for
willful violations, attempted violations, or conspiracy to violate certain regulations under part 52.
The regulations listed in paragraph (b), for which criminal sanctions do not apply, have been
updated to reflect the final part 52 rulemaking. Section 52.99 was erroneously listed in
paragraph (b) in the proposed rule. Because that regulation contains substantive requirements
which are promulgated under Section 161.b., i, and o of the AEA, it has been removed from the

list of regulations in paragraph (b).

14. Appendices A, B, and C to Part 52—Design Certifications for ABWR,

System 80+, and AP600.

The NRC amended paragraphs VI.B.4, 5, and 6 of the three design certification rules in
appendices A, B, and C to part 52 for the U.S. ABWR, System 80+, and AP600 designs,
respectively, by substituting the phrase “but only for that plant” for the erroneous phrase “but
only for that proceeding” (emphasis added). The new phrase correctly characterizes the scope
of issue resolution in three situations. Paragraph VI.B.4 describes how issues associated with

a design certification rule are resolved when an exemption has been granted for a plant
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referencing the design certification rule. Paragraph VI.B.5 describes how issues are resolved
when a plant referencing the design certification rule obtains a license amendment for a
departure from Tier 2 information. Paragraph VI.B.6 describes how issues are resolved when
the applicant or licensee departs from the Tier 2 information on the basis of paragraph VIII.B.5,
which waives the requirement to obtain NRC approval for such departures. Thus, once a
matter (e.g., an exemption in the case of paragraph VI1.B.4) is addressed for a specific plant
referencing a design certification rule, the adequacy of that matter for that plant would not
ordinarily be subject to challenge in any subsequent proceeding or action (such as an
enforcement action) listed in the introductory portion of paragraph 1V.B, but there would not be
any issue resolution on that subject matter for any other plant.

Each of the design certification rules in appendices A, B, and C to part 52 includes a
Section VIII on change processes. These processes apply to changes depending upon the
category of design information affected. For plant-specific Tier 2 information, the change
process established in the rule mirrors, in large part, that in the former 10 CFR 50.59. The final
rule amends paragraph VII1.B.5 of the design certification rules to conform the terminology in
the § 50.59-like change process to that used in the current § 50.59. This amendment deleted
references to unreviewed safety questions and safety evaluations, and conformed the
evaluation criteria concerning when prior NRC approval is needed. Also, a definition was added
to the design certification rules (paragraph 11.G) for “departure from a method of evaluation” to
support the evaluation criterion in paragraph VIII.B.5.b(8) of appendices A, B, and C to part 52.

In an earlier rulemaking (see 64 FR 53582; October 4, 1999), the NRC revised § 50.59
to incorporate new thresholds for permitting changes to a plant as described in the FSAR
without NRC approval. For consistency and clarity, similar changes were adopted for part 52
applicants or licensees. Because of some differences in how the change control requirements
are structured in the design certification rules, certain criteria contained in § 50.59 are not
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necessary for or applicable to part 52 and are not being included in this rule. One criterion
definition that the NRC did include was from § 50.59 for a “Departure from a method of
evaluation,” which is appropriate to include in this rulemaking so that the eighth criterion in
paragraph VIII.B.5.b of appendices A, B, and C to part 52, of the design certification rules will
be implemented as intended.

Each of the design certification rules in appendices A, B, and C to part 52 includes a
section on records and reporting. The NRC revised paragraph X.B.3.b in appendices A, B, and
C to part 52 to change the reporting frequency from quarterly to semi-annually, and to extend
the period of increased reporting frequency, relative to the frequency of 10 CFR 50.59(d) and
50.71(e)(4), from the date of a license application that references a design certification rule to
the date that the Commission makes the finding under 10 CFR 52.103(g). The requirement to
report plant-specific departures from, and updates to, the design control document during the
interval from the application for a combined license until the Commission makes the finding
under § 52.103(g) is to facilitate NRC’s monitoring of changes to the nuclear power plant, to
achieve a common understanding of how the as-built facility conforms to the design
information, and to adjust the inspection program to reflect the design changes.

The amendment to paragraph X.B.3.b to appendices A, B, and C to part 52 reduced the
frequency of reporting during the period of construction and increased the frequency of
reporting during the application review period. The NRC believes that these changes in the
reporting burden balance each other and provide the information needed by the NRC to fulfill its
responsibilities in the licensing of future nuclear power plants. In order to make the finding
under § 52.103(g), the NRC must monitor the design changes made under Section VIl of
appendices A, B, and C to part 52 of the design certification rules. Frequent reporting of design
changes will be particularly important in times when the number of design changes could be
significant, such as during the procurement of components and equipment, detailed design of
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the plant before and during construction, and during preoperational testing. After the facility
begins operation, the frequency of reporting would revert to the requirement in
paragraph X.B.3.c, which is consistent with the requirements for operating plants.

Additional editorial changes to the rule language in appendices A, B, C, and D to part 52
are discussed in the NRC’s responses to comments on Question 11 (see Section IV of this

document).

15. Appendix N to Part 52—Combined Licenses for Nuclear Power Reactors of

Identical Design.

Prior to this final rulemaking, appendix N in parts 50 and 52 contained the NRC'’s
procedures governing the review and issuance of licenses for nuclear power plants of “duplicate
design.” Hearings for applications filed under appendix N in both parts 50 and 52 are governed
by subpart D of part 2. In the March 2006 proposed rule, the NRC proposed deleting
appendix N in part 52, and retaining these provisions only in part 50. Although no comment
was received on this proposal, the NRC has decided to withdraw its proposal to delete
appendix N in part 52. Since the preparation of the March 2006 proposed rule, several industry
groups have announced their intention to seek combined licenses utilizing the same design. In
view of this industry development, the NRC believes that there is potential utility to keeping the
option of appendix N in part 52 open to potential combined license applicants. Accordingly, the
NRC is retaining in part 52 the procedural alternative provided in appendix N to part 52, and to
revise its language to make its provisions applicable to combined licenses using identical
designs. As part of this revision, the NRC set forth more explicit direction on the information to

be submitted, the NRC docketing review, notice, and the content of the EIS under appendix N
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of part 52. However, the NRC decided against a wholesale revision of appendix N to part 52,
together with conforming changes in part 51, inasmuch as these changes were not the subject
of public comment, and because such a course of action would have delayed the overall part 52
rulemaking. Inasmuch as the changes to appendix N of part 52 constitute, in essence,
revisions to the NRC’s rules of procedure and practice (albeit located within part 52), the NRC
may adopt them in final form without further notice and comment, under the rulemaking
provisions of the APA, 5 U.S.C. 553(b)(A).

The overall concept of the revised appendix N to part 52 is that each application is to be
treated as a separate application, with the exception of the common design. Hence,
appendix N to part 52 requires separate applications, separate determinations of sufficiency for
docketing, separate notices of docketing, and so forth. Sections requiring further explanation
are discussed below.

Paragraph 2 of appendix N to part 52 requires that each application state that the
applicant wishes to have the application considered under appendix N to part 52, and to list all
of the applications that are to be treated together. This requirement ensures that the NRC is
clearly informed of the intentions of all applicants, and to ensure that any individual reviewing
the application can easily determine all of the applications using the identical (‘common”)
design.

Paragraph 3 of appendix N to part 52 requires that each application identify the common
design, and that the FSAR either incorporate by reference or include the common design. This
ensures that there will be a single physical FSAR document that may be utilized by the NRC,
and viewed by members of the public.

Paragraph 5 of appendix N to part 52 provides that, upon an NRC determination that
each application is acceptable for docketing under 10 CFR 2.101, each application will be
separately docketed (i.e., each application will be given a separate docket number, but that
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docket number may include a special designator signifying that it is part of a group of
applications filed under appendix N to part 52). Ordinarily, the NRC will publish in the Federal
Register a separate notice of docketing for each application, so that delays in the docketing of
one application will not delay the docketing and subsequent technical review of other
applications filed in accordance with appendix N to part 52. However, if circumstances allow
(e.g., sufficiency review for multiple applications are completed simultaneously), the NRC may
publish a single notice of docketing for multiple applications. The notice of docketing must
state that the application will be processed under the provisions of 10 CFR part 52, appendix N
and subpart D of part 2. As discussed under subpart D of part 2, the NRC also has discretion
to either publish a notice of hearing for each application (possibly with the period for the filing of
petitions to intervene running from the notice of hearing for the last application of the group), or
to publish a joint notice of hearing for multiple applications.

Paragraph 6 of appendix N to part 52 sets forth the procedures by which the NRC wiill
fulfill its obligations under NEPA. The NRC staff will prepare separate draft EIS for each
application, but the NRC may conduct joint scoping on environmental issues related to the
common design. If the applications reference a standard design certification or the use of a
manufactured reactor, then the EIS must incorporate by reference the EA prepared for either
the design certification or the manufacturing license, as applicable. The NRC has decided that
the EA need not be included in the EIS. The Commission has required other documents to be
incorporated into the FSAR in order to maximize the utility and ease of use of the FSAR, which
is used repeatedly by the NRC staff over the lifetime of the licensed reactor. By contrast, the
EIS is not typically utilized by the staff in such a manner; hence, the NRC deemed it
unnecessary to require physical incorporation of the referenced design certification or

manufacturing license EA into the referencing combined license EIS.
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Paragraph 7 of appendix N to part 52 requires the ACRS to report on each of the
combined license applications, as required by § 52.87. Each ACRS report is to be limited to the
safety matters which are not relevant to the common design. In addition, the ACRS must issue
a report on the safety of the common design - except for those matters relevant to the safety of
a referenced design certification or manufactured reactor. Issuance of separate reports for
each application will facilitate NRC staff internal review, consideration, and response to the
ACRS report. It will also ensure that issues relevant to one application (e.qg., siting) are not
addressed in the proceeding and hearing for another application. Issuance of a single report on
the common design will also facilitate the issuance of the presiding officer’s partial initial
decision on the common design, as required by paragraph 8 of appendix N to part 52, and
10 CFR 2.405 of subpart D of part 2. The NRC notes that there may be circumstances where
the common design extends beyond the design matters covered in a referenced design
certification or manufactured reactor. For example, a common design could reference the use
of a specific design certification and a common ultimate heat sink. In such circumstances, the
ACRS would issue a common report limited to the safety matters for the ultimate heat sink.*

Paragraph 8 of appendix N to part 52 provides that the NRC will designate a presiding
officer to conduct the portion of the hearing on matters related to the common design, and that
the presiding officer must issue a partial initial decision on the common design. As discussed
previously, hearing procedures for appendix N to part 52 proceedings are set forth in subpart D
to part 2. To avoid duplication and possible (future) conflicts with subpart D to part 2, the NRC

did not include in appendix N to part 52 further provisions addressing the conduct of hearings.

“The site-specific environmental impacts of the heat sink would ordinarily be addressed in each of the
separate EISs prepared for each application, inasmuch as the environmental impacts would differ depending upon
factors and characteristics at each site. Section 7 does not govern the scope of EISs prepared for common design
elements.
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D. Changes to 10 CFR Part 50.

1. General Provisions, § 50.2, Definitions.

New definitions are added as conforming changes to § 50.2. A definition of an applicant
is added to clarify that a person or entity applying for Commission “permission or approval” is
an applicant. This will ensure that part 50 requirements for applicants apply to a person or
entity seeking an NRC approval not constituting a license, such as a standard design approval
under part 52.

Definitions for license and licensee are added to clarify that early site permits and
combined licenses under part 52 are licenses, and that holders of these types of licenses are
licensees for purposes of part 50.

A definition for prototype plant is added to describe the type of nuclear reactor that is the
subject of § 50.43(e). A prototype plant is a licensed nuclear reactor test facility that is similar
to and representative of the first-of-a-kind nuclear plant in all features and size, but may have
additional safety features. The purpose of the prototype plant is to perform testing of new or
innovative design features for the first-of-a-kind nuclear plant design, as well as being used as

a commercial nuclear power facility.

2. Requirement of License, Exceptions, § 50.10, License required.

Section 50.10 addresses the circumstances under which a license for a production or
utilization facility is required, and describes activities which do not constitute “construction” for

purposes of obtaining a license for a nuclear power plant. Section 50.10(b) formerly prohibited
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a person from beginning construction of a production or utilization facility unless a construction
permit has been issued. Inasmuch as activities constituting construction (as defined in

§ 50.10(b)) are authorized under a combined license, § 50.10(b) is revised to refer to combined
licenses.

Formerly § 52.17(c) authorized an early site permit applicant to request authority to
perform the activities allowed under § 50.10(e)(1). The NRC notes that the regulation did not
provide for the holder of an early site permit to request authority to conduct § 50.10(e)(1)
activities after the early site permit has been issued, and the NRC does not plan to change the
current restriction. It will conserve the NRC'’s resources to consider the safety and
environmental issues associated with § 50.10(e)(1) activities during the agency’s consideration
of the early site permit application. Late consideration of these requests after completion of the
NRC'’s consideration of the application could entail substantial diversion of resources from other
application reviews. For these reasons, the NRC does not allow an early site permit holder to
request authority to perform activities allowed under § 50.10(e)(1) after issuance of the early
site permit (the Commission notes that under former part 52, early site permit holders may not
seek authority to perform activities allowed under § 50.10(e)(3) after issuance of the early site

permit).

3. Classification and Description of Licenses.

a. Section 50.23, Construction permits.

Section 50.23 formerly provided that a construction permit for the construction of a

production or utilization facility must be issued before issuance of a license for the facility, and
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then only upon “due completion” of the facility. Section 50.23 is revised to clarify that if the
NRC issues a combined license for a nuclear power plant under part 52, the construction permit
and operating license are issued simultaneously (i.e., are merged into a “combined license”
under subpart C of part 52). This is consistent with Section 185.b of the AEA, which provides
the NRC with explicit statutory authority to combine a construction permit and an operating
license for a nuclear power plant into a single combined license. The Commission notes that

§ 50.23 is not limited to nuclear power plants; it also allows the NRC to combine, under

Section 161.h of the AEA, a construction permit and operating license for production facilities or

utilization facilities other than nuclear power plants.

4. Applications for Licenses, Certifications, and Regulatory Approvals; Form;

Contents; Ineligibility of Certain Applicants.

a. Section 50.30, Filing of application; oath or affirmation.

Section 50.30 establishes the NRC’s general procedural requirements on filing of
applications for licenses (including construction permits) for production and utilization facilities.
The NRC is making conforming changes throughout § 50.30 to include necessary references to
part 52 processes other than design certification (subpart H of part 2 governs the filing of
standard design certification applications), viz., early site permits, combined licenses, standard
design approvals, and manufacturing licenses. In addition, § 50.30(a) is revised to ensure that
the submission requirements governing applications (and amendments to these applications) in

§ 52.3 apply to part 52 processes other than design certification.
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b. Section 50.33, Contents of applications; general information.

Section 50.33 identifies the general information that must be included in applications for
licenses (including construction permits) for production and utilization facilities. Section 50.33(f)
requires certain applicants for nuclear power plant licenses to submit information sufficient to
determine whether the applicant has the financial qualifications to carry out, in accordance with
the NRC'’s regulations, the activities for which a license or permit is sought. Section 50.33 is
revised to require applicants for combined licenses to submit financial qualifications information.
Financial qualifications information need not be submitted by applicants for early site permits,
standard design certifications, standard design approvals, and manufacturing licenses. An
NRC review to determine whether an applicant has adequate financial qualifications to conduct
the activities authorized by an early site permit would contribute little, if anything, to providing
reasonable assurance of adequate protection with respect to early site permit activities.
Ordinarily, an early site permit authorizes no activities, unless the early site permit application
requested authority to conduct the activities permitted under § 50.10(e)(1). The NRC has
determined that no safety finding per se is necessary to authorize the licensee to conduct these
activities. The NRC’s review of a § 50.10(e)(1) application is focused on siting and
environmental matters.

With respect to a standard design approval, the argument applies with even more force,
inasmuch as a design approval authorizes no activities of any kind, and the finality associated
with a design approval is significantly less than for an early site permit. The NRC concludes
that no regulatory purpose appears to be served by a financial qualifications review for early
site permits and standard design approvals. The NRC believes that there is little additional

regulatory value in requiring a financial qualifications review for a manufacturing license. While

-162-



it is true that a lack of sufficient financial resources could result in inadequate manufacture of a
reactor, under the NRC’s proposed concept of a manufacturing license under subpart F of

part 52, each manufactured reactor cannot be operated until ITAAC specified in the
manufacturing license are successfully completed by the licensee authorized to construct the
nuclear power facility using the manufactured reactor. Successful completion of the
manufactured reactor’s ITAAC should ensure that any problems with manufacture attributable
to lack of financial resources of the manufacturing license holder can be identified before
operation. Moreover, the licensee authorized to construct the facility (either under a
construction permit or a combined license) using a manufactured reactor would have been
subject to a financial qualifications review. This review should be sufficient to determine if the
applicant has sufficient financial resources to carry out facility construction and the completion
of the manufactured reactor’s inspections, tests, and acceptance criteria. Finally, the NRC
notes that it does not require the fabricators of safety-related and important to safety structures,
systems, and components (SSCs) to be licensed and subject to a financial qualifications review.
The NRC believes that a holder of a manufacturing license conducts activities which appear to
be, in large part, analogous to these current non-licensed fabricators. Accordingly, the NRC
concludes that a financial qualifications review of the applicant for a manufacturing license will
not add significant regulatory value to justify the cost of such a review.

Section 50.33(g) addresses radiological emergency response plans for State and local
government entities that must be submitted in applications for operating licenses. The final rule
makes a conforming change to ensure that applicants for combined licenses must also submit
this information, as well as applicants for early site permits who decide under § 52.17(b)(2)(ii) to
seek NRC review and approval of complete emergency plans. In addition, § 50.33(g) provides
requirements for the plume exposure pathway emergency planning zone (EPZ) and the
ingestion pathway EPZ. The NRC has made a conforming change to § 50.33(g) in the final rule
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to address early site permit applications that propose major features of emergency plans
describing the EPZs under 10 CFR 52.17(b)(2)(i). Such provisions were inadvertently left out of
the proposed rule. For an application for an early site permit that proposes major features of
the emergency plans describing the EPZs, the change requires the descriptions of the EPZs, to
meet the requirements of § 50.33(g). This is necessary for the NRC to be able to find that
major features describing the EPZs are acceptable under § 52.18.

Section 50.33(h) formerly required applicants that propose to construct or alter a
production or utilization facility to state in their application the earliest and latest dates for
completion of the construction or alteration. This section is being revised in the final rule, based
on public comments, to exclude combined license applicants. The NRC believes that combined
license applications need not specify the earliest and latest date for completion of construction,
in light of the amendment to Section 185 of the AEA that was made by the Energy Policy Act of
1992. By adding a new Section 185.b. of the AEA, the Commission believes that Congress
intended that Section 185.b supersede Section 185.a of the AEA, so that the Section 185.a
requirements for “stand-alone” construction permits, such as the need to specify the earliest
and latest date for completion of construction, do not apply to the construction permit portion of
a combined license under Section 185.b of the AEA. Accordingly, the final rule removes the
requirements from §§ 50.33(h), 52.77, and 52.79(a)(39) that the combined license application
specify the earliest and latest date for completion of construction.

Section 50.33(k) currently requires applicants for operating licenses to provide a report,
as described in § 50.75, indicating how reasonable assurance that funds will be available for the
decommissioning process. The final rule makes a conforming change to add a reference to
combined licenses. The content of this report, reflecting the unique considerations of a

combined license, is addressed separately in the revision to § 50.75.
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c. Section 50.34, Contents of construction permit and operating license

applications; technical information.

The NRC is changing the heading of § 50.34 from Contents of applications; technical
information to read, Contents of construction permit and operating license applications;
technical information. Section 50.34(a) currently provides the requirements for the technical
contents of an application for a stationary power reactor construction permit, design certification
or combined license, and § 50.34(b) provides the requirements for the technical contents of an
application for a stationary power reactor operating license application. However, the former
version of 10 CFR part 52 provides requirements for design certification and combined license
applications that are not consistent with the current version of § 50.34. For example, former
§ 52.47 stated that an application for design certification must contain the technical information
which is required of applicants for construction permits and operating licenses by part 50 which
is technically relevant to the design and not site-specific. This would encompass requirements
in both §§ 50.34(a) and (b). Also, former § 52.79 stated that applications for combined licenses
must contain the technically relevant information required of applicants for an operating license
by 10 CFR 50.34, which are found in § 50.34(b). In addition to the requirements for technical
information in §§ 50.34(a) and (b), §§ 50.34(c) through (h) provide requirements for the
contents of licensing applications related to security plans, compliance with Three Mile Island
(TMI) related requirements, combustible gas control, and conformance with the standard review
plan. Finally, the NRC notes that the subject of contents of an application is an administrative
matter, than a strictly technical matter. Therefore, these administrative requirements for part 52
processes are more properly located in part 52, rather than in § 50.34. To provide maximum
clarity in the requirements for the content of each of the different types of licensing applications,

the NRC is revising § 50.34 to make it applicable to construction permit and operating license
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applications only and to provide separate sections for the technical contents of applications for
the other types of licenses or regulatory approvals in 10 CFR part 52 (early site permits in

§ 52.17, design certifications in § 52.47, combined licenses in § 52.79, design approvals in

§ 52.137, and manufacturing licenses in § 52.157). In its revisions to 10 CFR part 52, the NRC
has brought forward the requirements from § 50.34 that are applicable to each of the licensing
and approval processes in 10 CFR part 52. One exception to this structure is the provisions in
§ 50.34(f) related to compliance with TMI related requirements. Due to the length and
complexity of the requirements in this paragraph, § 50.34(f) is being amended to indicate that
each applicant for a design certification, design approval, combined license, or manufacturing
license under part 52 of this chapter must demonstrate compliance with any technically relevant
portions of the requirements in § 50.34(f)(1) through (3), except for paragraphs (f)(1)(xii),
(F)(2)(ix), and (f)(3)(v). The NRC chose this approach rather than repeat the requirements in
each of the relevant sections in part 52. The NRC is adding the phrase “except for

paragraphs (f)(1)(xii), (f)(2)(ix), and (f)(3)(v)” in the last sentence of § 50.34(f) based on public
comments. The commenters pointed out that proposed § 50.34(f) was inconsistent with
proposed §§ 52.47(a)(17), 52.79(a)(17), 52.137(a)(17), and 52.157(e)(12), which included the

exceptions that are being added to § 50.34(f) in the final rule.

d. Section 50.34a, Design objectives for equipment to control releases of
radioactive material in effluents—nuclear power reactors; and § 50.36a, Technical

specifications on effluents from nuclear power reactors.

Section 50.34a requires that construction permit and operating license applications

include a description of the equipment and procedures for the control of gaseous and liquid
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effluents and for the maintenance and use of equipment installed in radioactive waste systems.
Section 50.34a also requires these applications to include an estimate of (1) the quantity of
each of the principal radionuclides expected to be released annually to unrestricted areas in
liquid effluents produced during normal reactor operations; and (2) the quantity of each of the
principal radionuclides of the gases, halides, and particulates expected to be released annually
to unrestricted areas in gaseous effluents produced during normal reactor operations. In
addition, § 50.34a requires a general description of the provisions for packaging, storage, and
shipment offsite of solid waste containing radioactive materials resulting from treatment of
gaseous and liquid effluents and from other sources. Section 50.34a is revised to clarify its
applicability to the 10 CFR part 52 licensing and approval processes. Section 50.34a applies to
combined licenses by virtue of the provision in former § 52.83, Applicability of Part 50
provisions, which states that all provisions of 10 CFR part 50 and its appendices applicable to
holders of construction permits and operating licenses also apply to holders of combined
licenses. Applicants for design certification are also required to include the information required
by § 50.34a in their applications by virtue of the provision in former § 52.47(a)(1)(i), which
states that an application for design certification must contain the technical information which is
required of applicants for construction permits and operating licenses by 10 CFR part 50 which
is technically relevant to the design and not site-specific. Former appendix O to 10 CFR

part 52, Section 0.3, explicitly required applicants for design approvals to include the applicable
technical information required by § 50.34a. Finally, former appendix M to 10 CFR part 52,
Section M.1, states that the provisions in part 50 applicable to construction permits apply in
context, with respect to matters of radiological health and safety, environmental protection, and
the common defense and security, to manufacturing licenses. Therefore, new provisions in

§ 50.34a(d) are adopted to address the applicable requirements for combined license
applications that parallel the requirements for an operating license application. New provisions
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in § 50.34a(e) are adopted to address the applicable requirements for applications for design
approvals, design certifications, and manufacturing licenses to include: (1) a description of the
equipment for the control of gaseous and liquid effluents and for the maintenance and use of
equipment installed in radioactive waste systems; and (2) an estimate of the quantity of each of
the principal radionuclides expected to be released annually to unrestricted areas in liquid
effluents produced during normal reactor operations, and the quantity of each of the principal
radionuclides of the gases, halides, and particulates expected to be released annually to

unrestricted areas in gaseous effluents produced during normal reactor operations.

e. Section 50.36, Technical specifications.

Section 50.36(a) currently requires that each applicant for a license authorizing
operation of a production or utilization facility include in its application proposed technical
specifications in accordance with the requirements of § 50.36. The existing language in
§ 50.36(a) encompasses combined license applicants. However, applicants for design
certification are also required to include proposed technical specifications in their applications
by virtue of the provision in former § 52.47(a)(1)(i) stating that an application for design
certification must contain the technical information required of applicants for construction
permits and operating licenses by 10 CFR part 50 that is technically relevant to the design and
not site-specific. Similarly, applicants for design approvals are also required to include
proposed technical specifications in their applications by virtue of the provision in former
appendix O to part 52, Section 0.3, which states that the submittal for review of a standard
design shall include the applicable technical information under §§ 50.34 (a) and (b), as

appropriate.
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Section 50.36 is revised to clarify that design certification and manufacturing license
applications must also include proposed technical specifications. The new provisions in
§ 50.36(c) require each applicant for a design certification or a manufacturing license to include
proposed generic technical specifications in its application for the portion of the plant that is

within the scope of the design certification or manufacturing license application.

f. Section 50.36a, Technical specifications on effluents from nuclear power

reactors.

Section 50.36a(a) requires each licensee of a nuclear power reactor to include technical
specifications to keep releases of radioactive materials to unrestricted areas during normal
conditions, including expected occurrences, as low as is reasonably achievable. The former
language in § 50.36a(a) encompassed combined license holders. However, applicants for
design certification are also required to include proposed technical specifications on effluents in
their applications by virtue of the provision in current § 52.47(a)(1)(i) which states that an
application for design certification must contain the technical information which is required of
applicants for construction permits and operating licenses by 10 CFR part 50 which is
technically relevant to the design and not site-specific. In addition, former appendix M to
10 CFR part 50, Section M.1, states that the provisions in part 50 applicable to construction
permits apply in context, with respect to matters of radiological health and safety to
manufacturing licenses. Therefore, Section 50.36a(a) is revised to state that each licensee of a
nuclear power reactor and each applicant for a design certification or a manufacturing license
will include technical specifications to keep releases of radioactive materials to unrestricted
areas during normal conditions, including expected occurrences, as low as is reasonably

achievable. The proposed rule did not include the provisions for manufacturing licenses.
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However, proposed § 52.157(e)(18) did require manufacturing license applicants to include
proposed technical specifications in accordance with § 50.36a. Therefore, it was clearly the
NRC'’s intent that the provisions of § 50.36a be applicable to manufacturing license applications
and the NRC has corrected this omission in the final rule.

Some commenters on the 2006 proposed rule identified an additional conforming
change needed in § 50.36a that the NRC did not make in the proposed rule.
Section 50.36(a)(2) currently requires that each licensee submit a report to the Commission
annually that specifies the quantity of each of the principal radionuclides released to
unrestricted areas in liquid and in gaseous effluents during the previous 12 months, including
any other information as may be required by the Commission to estimate maximum potential
annual radiation doses to the public resulting from effluent releases. The NRC has modified
this provision to state that each holder of a combined license is only required to begin
submitting reports after the Commission has made the finding under § 52.103(g) that allows
fuel load and operation. This would apply the requirements in §50.36a consistently for part 50
and part 52 licensees, because for a part 50 licensee, the annual reporting requirement is
effective only after an operating license is issued.

The NRC is also making conforming changes to appendix | to 10 CFR part 50. These

changes parallel the changes to §§ 50.34a and 50.36a.

g. Section 50.36b, Environmental conditions.

Section 50.36b authorizes the Commission to include conditions to protect the
environment in each license authorizing operation of a production or utilization facility and each
license for a nuclear power reactor facility for which the certification of permanent cessation of

operations required under § 50.82(a)(1) has been submitted. These conditions are to be
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derived from information contained in the environmental report and the supplement to the
environmental report as analyzed and evaluated in the NRC record of decision. The conditions
must identify the obligations of the licensee in the environmental area, including, as appropriate,
requirements for reporting and keeping records of environmental data, and any conditions and
monitoring requirement for the protection of the nonaquatic environment.

The NRC has made conforming changes to § 50.36b in the final rule to address all
applicable part 52 licenses. The changes were made in response to public comments that
highlighted the need for clarification in § 50.36b. The NRC provided proposed requirements for
identifying environmental conditions on early site permits and combined licenses in the
proposed rule in §§ 51.50(b) and (c). Requirements for identifying environmental conditions for
construction permits were contained in former § 51.50 and proposed § 51.50(a). The proposed
rule stated that, in an application for a construction permit, an early site permit, or a combined
license, the applicant shall identify “any conditions and monitoring requirements for protecting
the non-aquatic environment, proposed for possible inclusion in the license as environmental
conditions in accordance with § 50.36b of this chapter.” However, the NRC neglected to make
the additional conforming changes to § 50.36b in the proposed rule. To correct this oversight,
the NRC has modified § 50.36b in the final rule to make the requirements in this section
consistent with the requirements in § 51.50. In doing so, the NRC has provided separate
paragraphs for imposing conditions during construction and for imposing conditions during
operation and decommissioning. Paragraph 50.36b(a) addresses requirements for imposing
conditions on construction permits, early site permits, and combined licenses to protect the
environment during construction. Paragraph 50.36b(b) addresses requirements for imposing
conditions on licenses authorizing operation and licenses for a facility in decommissioning to
protect the environment during operation and decommissioning. These changes provide
consistency in requirements for environmental conditions across parts 50 and 51.
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h. Section 50.37, Agreement limiting access to Classified Information.

Section 50.37 requires that a license or construction permit applicant agree in writing
that it will not permit any individual to have access to or any facility to possess Restricted Data
or classified National Security Information until the individual and/or facility has been approved
for access under the provisions of 10 CFR parts 25 and/or 95. Section 50.37 also requires that
this agreement be part of the application for a license or construction permit and that the
agreement of the applicant shall be deemed part of the license or construction permit, whether
stated or not. The former language of § 50.37 encompassed early site permit, combined
license, and manufacturing license applicants under 10 CFR part 52 because these products
are all licenses. However, the NRC is revising § 50.37 to encompass applicants for design
certification and for standard design approvals under 10 CFR part 52 for consistency with the
changes to 10 CFR part 25. Part 25 sets forth the NRC’s requirements governing the granting
of access authorization to classified information to certain individuals, and the Commission is
making modifications to part 25 to reflect the licensing and regulatory approval processes in
part 52. Accordingly, the Commission is revising to § 50.37. Section 50.37 is revised to require
that an applicant for a license, construction permit, design certification, or design approval
under part 52 agree in writing that it will not permit any individual to have access to or any
facility to possess Restricted Data or classified National Security Information until the individual
and/or facility has been approved for access under the provisions of 10 CFR parts 25 and/or 95.
Section 50.37 also requires that this agreement be part of the application and be deemed part
of the license, or construction permit, or NRC standard design approval whether stated or not.
Section 52.54 is revised to include a new provision which requires that every standard design
certification rule issued contain a provision that states that, after the Commission has adopted

the final standard design certification rule, the applicant will not permit any individual to have
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access to or any facility to possess Restricted Data or classified National Security Information
until the individual and/or facility has been approved for access under the provisions of 10 CFR
parts 25 and/or 95. The NRC believes that these revisions, along with the complementary
changes to parts 25 and 95, are necessary to ensure that access to classified information is
adequately controlled by all entities applying for NRC licenses, design certifications, or design

approvals.

5. Standards for Licenses, Certifications, and Approvals.

a. Section 50.40, Common standards.

This section sets forth standards for issuance of a license. Sections 50.40(a), (b), and
(c) are revised to add conforming references to the additional licensing processes issued under

10 CFR part 52 that are applicable to these standards.

b. Section 50.43, Additional standards and provisions affecting class 103

licenses and cetrtifications for commercial power.

The text and heading of this section are revised to clarify that certain additional
standards and provisions for class 103 licenses apply to applications for combined licenses,
design certifications, and manufacturing licenses issued under part 52, in addition to
applications for construction permits and operating licenses issued under part 50.

Section 50.43(e) is added to clarify that the requirements to demonstrate new safety features

by testing, which were previously set forth in part 52, apply to applicants for operating licenses
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issued under part 50 and applicants for combined licenses, design certifications, and
manufacturing licenses issued under part 52. This amendment conforms to the goal of having
reactor safety requirements in part 50 and procedural requirements in part 52. Only the
requirements in § 50.43(e) apply to applications for design certification. Refer to the generic

discussion on testing requirements for advanced reactors in Section V.B of this document.

c. Section 50.45, Standards for construction permits, operating licenses, and

combined licenses.

This section is revised to include the standards for review of an application to alter a
facility that was constructed under a combined license, after the findings under § 52.103(g) of
this chapter are made by the Commission. Some commenters recommended that the
proposed rule be revised to reference the applicable requirements in part 52 rather than the
requirements in 10 CFR 50.31 through 50.43 and claimed that most of those requirements were
moved to part 52 in the proposed rule. The Commission does not agree with that claim but
does acknowledge that most of § 50.34 was moved to the contents of application section for
each of the licensing processes in part 52. Therefore, § 50.45 was revised to set forth the
standards for review of an application to alter a facility after the Commission makes the finding
under § 52.103(g) of this chapter. The standards for issuance of a combined license are set

forth in § 52.97.

d. Section 50.46, Acceptance criteria for emergency core cooling systems for

light-water nuclear power reactors.
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Section 50.46(a)(3) contains reporting requirements for changes to or errors in
emergency core cooling systems (ECCS) evaluation models. Conforming references to design
approvals, design certifications, and licenses issued under part 52 were made to § 50.46, so
that the NRC will be notified of changes to or errors in acceptable evaluation models that were

used in licenses, certifications, and approvals issued under part 52.

e. Section 50.47, Emergency plans, § 50.54(gg), and Appendix E to part 50,

Emergency planning and preparedness for production and utilization facilities.

Section 50.47 and appendix E to 10 CFR part 50 contain emergency planning
requirements for nuclear power plants. Prior to this rulemaking, these regulations did not
clearly address early site permit or combined license applicants or holders. Accordingly, the
NRC is making a number of changes in these regulations. Section 50.47(a)(1) states that no
initial operating license for a nuclear power reactor will be issued unless a finding is made by
the NRC that there is reasonable assurance that adequate protective measures can and will be
taken in the event of a radiological emergency, and that no finding under § 50.47 is necessary
for issuance of a renewed nuclear power reactor operating license. The NRC is revising
§ 50.47(a)(1) to include provisions to address combined licenses and early site permits which
include either complete and integrated plans or major features of the emergency plans. The
NRC inadvertently left out provisions to address early site permits that include major features of
the emergency plans in the proposed rule and a new provision has been added to address
applicants in the final rule.

The NRC is making some additional changes to § 50.47(a)(1) in the final rule. Proposed
§ 50.47(a)(1)(ii) stated that “Except as provided in paragraph (e) of this section, no initial

combined license under part 52 of this chapter will be issued unless a finding is made by the
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NRC that there is reasonable assurance that adequate protective measures can and will be
taken in the event of a radiological emergency.” In the final rule, the NRC is removing the
phrase “except as provided in paragraph (e)” because paragraph (e) does not address issuance
of the combined license, but, rather, addresses the Commission finding under § 52.103(g).
Likewise, the NRC is making a change to paragraph (e) of this section in the final rule to
remove the reference to paragraph (a) of this section.

Finally, the NRC is removing the statement in proposed § 50.47(a)(1)(iii) that “No finding
under this section is necessary for issuance of a renewed early site permit.” The NRC included
this provision in the proposed rule to be consistent with the existing requirement for operating
licenses. However, upon further consideration, the NRC concludes that the basis for this
exclusion for an operating license and for a combined license does not apply to an early site
permit. The original license renewal rule, which limited the scope of matters to be addressed in
the renewal proceeding, was based upon a determination that the regulatory process maintains
and updates the licensing basis for operating licenses, that matters like the state of the
emergency preparedness plans need not be addressed in license renewal. The bases for the
license renewal rule described the process, in each substantive regulatory area, for maintaining
and updating the current licensing basis. This logic does not directly apply to emergency
preparedness information submitted in an early site permit application, because there is no
maintenance or update requirement for the early site permit. Therefore, the NRC cannot
exclude the need to address emergency preparedness in an early site permit renewal
proceeding.

Section 50.47(c)(1) provides a process for operating license applicants that fail to meet
the applicable standards of § 50.47(b). The NRC is revising § 50.47(c)(1) to clarify that this

process is applicable to combined license applicants as well.
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Section 50.47(d) formerly provided that no NRC or Department of Homeland Security
(DHS) review, findings, or determinations concerning the state of offsite emergency
preparedness or the adequacy of and capability to implement State and local or utility offsite
emergency plans are required before issuance of an operating license authorizing only fuel
loading or low-power testing and training (up to 5 percent of the rated power). Section 50.47(d)
further stated that a license authorizing fuel loading and/or low-power testing and training may
be issued after a finding is made by the NRC that the state of onsite emergency preparedness
provides reasonable assurance that adequate protective measures can and will be taken in the
event of a radiological emergency and provides the standards by which the NRC will base such
a finding. The NRC is adding a new § 50.47(e) to provide essentially parallel provisions for a
combined license holder by stating that a combined license holder may not load fuel or operate
except as provided in accordance with appendix E to part 50 and, because of the nature of the
combined license process, the NRC is adding new § 50.54(gg) that would add a condition to all
combined licenses. This is necessary to account for the fact that the combined license will
already be issued at the time of the first full or partial participation exercise.

The NRC'’s findings regarding the state of emergency preparedness for a combined
license holder will be taken into account in the NRC's review under § 52.103(g). The NRC will
make its determination by judging whether the licensee has met the acceptance criteria in the
combined license for the inspections, tests, and analyses related to the conduct of the first full
or partial participation exercise under paragraph I1V.F.2.a of appendix E to part 50.

Paragraph 50.54(gg) states that if, following the conduct of the exercise required by

paragraph IV.F.2.a of appendix E to part 50, DHS identifies one or more deficiencies in the
state of offsite emergency preparedness, the holder of a combined license may operate at up to
5 percent of rated thermal power only if the Commission finds that the state of onsite
emergency preparedness provides reasonable assurance that adequate protective measures
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can and will be taken in the event of a radiological emergency. Paragraph 50.54(gg) also
provides the standards by which the NRC will base such a finding.

The NRC is revising appendix E to part 50 to conform to the changes proposed for
§§ 50.47 and 50.54. The introduction to appendix E to part 50 states that each applicant for an
operating license is required by § 50.34(b) to include in the final safety analysis report plans for
coping with emergencies. The NRC is adding a parallel statement for combined license
applicants, and a statement that an early site permit applicant may submit emergency plans.
The final rule also makes additional conforming changes to the second paragraph of the
introduction that were inadvertently overlooked in the proposed rule. Similar modifications are
proposed in Section Il of appendix E to part 50 regarding the content of final safety analysis
reports and site safety analysis reports for an early site permit. The NRC is making a correction
to Section Il in the final rule to replace references to the early site permit application with
references to the site safety analysis report. The NRC is also adding a statement that the site
safety analysis report for an early site permit which proposes major features must address the
relevant provisions of 10 CFR 50.47 and 10 CFR part 50, appendix E, within the scope of
emergency preparedness matters addressed in the major features. This is consistent with the
requirements in § 52.17(b).

In Section IV of appendix E to part 50, the NRC is modifying paragraph F.2.a, to
address combined licenses in addition to operating licenses. Paragraph F.2.a currently
provides requirements regarding the conduct of full participation exercises and states that a full
participation exercise shall be conducted within 2 years before the issuance of the first
operating license for full power of the first reactor. Paragraph F.2.a also requires that, if the full
participation exercise is conducted more than 1 year before issuance of an operating licensee
for full power, an exercise which tests the licensee’s onsite emergency plans shall be conducted
within 1 year before issuance of an operating license for full power. The NRC is designating
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the requirements for operating licenses as paragraph F.2.a.i, and adding a new paragraph
F.2.a.ii that contains the requirements for combined licenses. Paragraph F.2.a.ii states that, for
a combined license, the first full participation exercise must be conducted within 2 years of the
scheduled date for initial loading of fuel and operation under § 52.103. Paragraph F.2.a.ii also
requires that, if the first full participation exercise is conducted more than 1 year before the
scheduled date for initial loading of fuel and operation under § 52.103, an exercise which tests
the licensee’s onsite emergency plans must be conducted within 1 year before the scheduled
date for initial loading of fuel and operation under § 52.103. The modifications further state
that, if DHS identifies one or more deficiencies in the state of offsite emergency preparedness
as the result of the first full participation exercise, or if the NRC finds that the state of
emergency preparedness does not provide reasonable assurance that adequate protective
measures can and will be taken in the event of a radiological emergency, the provisions of

§ 50.54(gg) will apply, as previously discussed.

The NRC is adding a new paragraph IV.F.2.a.iii to appendix E to part 50 to require that,
if the applicant has an operating reactor at the site, an exercise, either full or partial
participation, be conducted for each subsequent reactor constructed on the site. This exercise
may be incorporated in the exercise requirements of paragraphs (2)(b) and (2)(c) of
Section IV.F. If DHS identifies one or more deficiencies in the state of offsite emergency
preparedness as the result of this exercise for the new reactor, or if the NRC finds that the state
of emergency preparedness does not provide reasonable assurance that adequate protective
measures can and will be taken in the event of a radiological emergency, the provisions of
§ 50.54(gqg) apply just as they do for the first reactor at a site. This new provision is desirable
because of the nature of ITAAC for emergency preparedness requirements. The emergency
preparedness ITAAC, specifically ITAAC that will be demonstrated through an exercise, provide
the necessary reasonable assurance for programs and facilities associated with the yet-unbuilt
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reactor. Recent agreements between the NRC and external stakeholders on emergency
preparedness ITAAC are based on the understanding that ITAAC on the emergency
preparedness exercise would serve to demonstrate various aspects of emergency
preparedness (e.g., programs and facilities) that did not warrant their own specific/detailed
ITAAC. For example, there is no ITAAC for determining whether an adequate staffing roster
exists for the technical support center or emergency offsite facility, but its existence and
adequacy could be demonstrated during an exercise. Therefore, appendix E to part 50
requirements for emergency preparedness exercises must be included for the current concepts
regarding emergency preparedness ITAAC to be viable. With regard to subsequent reactors,
those aspects of an exercise which address currently untested (i.e., unexercised) aspects of
emergency preparedness for the proposed new reactor must be addressed in new emergency
preparedness ITAAC for the subsequent reactor. If various generic exercise-related aspects of
emergency preparedness for the site have been previously addressed and satisfied, then there
would be no ITAAC for those emergency preparedness aspects for subsequent reactors.

The NRC is also modifying Section V of appendix E to part 50, which states that no less
than 180 days before the scheduled issuance of an operating license for a nuclear power
reactor or a license to possess nuclear material, the applicant’s detailed implementing
procedures for its emergency plan shall be submitted to the Commission. Paragraph V also
requires that licensees submit any changes to the emergency plan or procedures to the NRC
within 30 days of these changes. The NRC is clarifying that paragraph V is also applicable to
COL holders by stating that they must submit their detailed implementing procedures for their
emergency plans to the NRC no less than 180 days before the scheduled date for initial loading
of fuel. The wording of this requirement has been changed slightly in the final rule. In the
proposed rule, this provision required that COL holders submit their detailed implementing
procedures for their emergency plans to the NRC no less than 180 days before the date that
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the Commission authorizes fuel load and operation under § 52.103. The NRC has modified the
provision to make the target date 180 days before scheduled date for initial loading of fuel
because this will be a known date whereas the licensee would not know the date that the
Commission will make the § 52.103(g) finding. This change is also consistent with other

requirements in appendix E that are tied to the scheduled date for initial fuel load.

f. Section 50.48, Fire protection.

Section 50.48(a)(1) is revised to clarify that holders of an operating license issued under
part 50 and a combined license issued under part 52 must have a fire protection plan.
Section 50.48(a)(4) is added to clarify that applications for design approvals, design
certifications, and manufacturing licenses issued under part 52 must meet the fire protection

design requirements set forth in general design criterion 3 of appendix A to part 50.

g. Section 50.49, Environmental qualification of electric equipment important to

safety for nuclear power plants.

Section 50.49(a) is revised to clarify that these programmatic requirements apply to

applicants for and holders of operating licenses issued under part 50 and combined licenses

and manufacturing licenses under part 52.

h. Section 50.54, Conditions of licenses; and § 50.55, Conditions of construction

permits, early site permits, combined licenses, and manufacturing licenses.
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Section 50.54 sets forth various provisions that are deemed to be conditions “in every
license issued,” while § 50.55 sets forth the provisions deemed to be conditions of every
construction permit. In making the conforming changes to these regulations to reflect part 52,
the NRC has decided to maintain this dichotomy. Conditions applicable to part 52 processes
which are either licenses or prerequisites to licenses, and do not address activities analogous to
construction for which a construction permit license is required under the AEA, are addressed in
§ 50.54. By contrast, conditions applicable to part 52 processes which address construction
activities, or activities analogous to construction for which a construction permit license is
required under the AEA, are covered in § 50.55. Combined licenses represent a special case,
inasmuch as they address both construction and operation. The NRC addresses combined
licenses by placing the conditions applicable only to construction in §50.55, which indicates that
these conditions are applicable until the date that the Commission makes the finding under
§ 52.103(g). Conditions which are applicable during construction and operation or only during
operation are set forth in § 50.54. The NRC is revising the introductory paragraph of § 50.54 to
refer to combined licenses, and to exclude manufacturing licenses from its provisions. The
NRC is making revisions to § 50.54 in the final rule based on public comments. In the proposed
rule, the NRC did not distinguish which provisions in § 50.54 are applicable only during
operation from those that are applicable during both construction and operation. In the final
rule, the NRC has revised the introductory paragraph to indicate which provisions are applicable
only after the Commission makes the finding under § 52.103(g). In making these revisions, the
NRC determined that the provisions that need to be applied during both construction and
operation are paragraphs (a) through (h), (0), (p), (q), (), (v), and (aa) through (ee). All of
these provisions have some requirements that will be implemented prior to the Commission

finding under § 52.103(g).
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In addition, the NRC is adding paragraphs (r) and (u) to the list of provisions in the
introduction that are not applicable to combined licenses. This is because paragraph (r) only
applies to research and test reactor facilities and paragraph (u) was only applicable for 60 days
after the amendment to § 50.54 that added paragraph (u). Finally, the NRC is also revising the
first sentence of the introduction to indicate that paragraphs (r) and (gg) do not apply to nuclear
power reactor operating licenses. In the proposed rule, the introduction stated that they did not
apply to operating licenses, which would have included research and test reactor operating
licenses.

The NRC is revising § 50.54(a)(1) to indicate that the quality assurance (QA)
requirements applicable to operation, as described in a combined license holder's SAR,
become effective 30 days before the scheduled date for the initial loading of fuel.

The NRC is revising § 50.54(i-1) to indicate its applicability to combined licenses.
Specifically, § 50.54(i-1) requires that within 3 months after the date that the Commission
makes the finding under § 52.103(g) for a combined license, the licensee shall have in effect an
operator requalification program that must, as a minimum, meet the requirements of § 55.59(c)
of this chapter.

The NRC has added changes to § 50.54(p) and (q) in the final rule. The changes to
paragraph (p) are being made to include references to appropriate part 52 sections in addition
to the existing references to part 50 sections. The change to paragraph (q) is being added to
include a statement that, for combined licenses, the requirement to follow and maintain in effect
emergency plans which meet the standards in § 50.47(b) and the requirements in appendix E of
part 50 is only applicable after the Commission makes the finding under § 52.103(g). However,
the remainder of the requirements in paragraph (p) apply from the time the combined license is
issued (e.g., requirements to retain records of emergency plan changes). This is consistent
with the change made to the introductory paragraph of § 50.54 discussed earlier in this section.
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The NRC is adding a new § 50.54(gg). These revisions are discussed with related
requirements in Section IV.D.4.f of this document, “Section 50.47, Emergency plans,
§ 50.54(gg), and appendix E to part 50.”

Although the NRC generally views § 50.55 as the appropriate section in part 50 for
specifying the conditions applicable to construction permits and part 52 processes analogous to
construction permits, the NRC does not believe that all of the conditions in § 50.55 should apply
equally to all of the part 52 processes. Accordingly, the introductory text to § 50.55 is revised to
specify which paragraphs apply to a construction permit, early site permit, combined license,
and manufacturing license.

Sections 50.55(a) and (b) of the March 2006 proposed rule would have required a
combined license to state the earliest and latest dates for completion of construction or
modification, and to provide for forfeiture of the combined license if the construction or
modification is not completed by the stated date. The Commission has reconsidered this
position and has decided to remove this requirement from the final rule. The statutory
requirement for a construction permit to state the earliest and latest date for completion of
construction is now contained in Section 185.a of the AEA. The combined license, by contrast,
is address in Section 185.b. The Commission believes that in the absence of specific language
regarding the restriction in paragraph a. applicable to combined licenses in paragraph b., the
combined license is not subject to any of the statutory restrictions in paragraph a. The NRC
believes that the provisions of Section 185 of the AEA do not apply to a manufacturing license,
inasmuch as a manufacturing license is not, per se, a construction permit. Accordingly, no
earliest and latest date for completion of manufacture would be required to be stated in a
manufacturing license.

Section 50.55(c) makes the license conditions in § 50.54 also apply to construction
permits, unless otherwise modified. In the proposed rule, the NRC revised this paragraph to
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add a reference to combined licenses. However, upon further consideration, the NRC has
determined that no change to § 50.55(c) is necessary because the introduction to § 50.54
outlines which provision in that section apply to combined licenses.

Section 50.55(e) addresses the obligation of holders of construction permits and their
contractors and subcontractors, to report defects constituting a substantial safety hazard.
These requirements, which implement Section 206 of the ERA, as amended, are comparable to
the requirements in 10 CFR part 21. As discussed with respect to the NRC’s changes to
part 21, the NRC is retaining the current regulatory structure, whereby persons and entities
engaged in activities constituting construction (and their contractors and subcontractors) are
subject to § 50.55(e), and persons and licensees who are authorized to operate a nuclear
power plant (and their contractors and subcontractors) are subject to part 21. Inasmuch as a
combined license under part 52 authorizes both construction and operation, a combined license
holder would be subject to the reporting requirements in § 50.55(e) from the date of issuance of
the combined license until the Commission makes the finding under § 52.103. Thereafter, the
combined license holder would be governed by the reporting requirements in part 21. The
manufacture of a nuclear power reactor under a manufacturing license is the functional
equivalent of construction. Accordingly, the NRC’s view is that the holder of a manufacturing
license should be subject to reporting under § 50.55(e). Standard design approvals under
subpart E to part 50 (former appendix M to part 52) and design certifications under subpart B of
part 52 are not directly associated with construction, and the NRC believes that their reporting
should be addressed under part 21. Accordingly, the NRC is revising § 50.55(e)(1) to provide
that the reporting requirements in § 50.55(e) apply to a holder for a combined license (until the
NRC makes the finding under § 52.103(g)), and a manufacturing license under part 52. As

discussed further in Section J on part 21 of this document, early site permits do not authorize
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“construction” or its functional equivalent. Therefore, early site permits are subject to the
requirements of part 21 rather than § 50.55(e) under the final rule.

Section 50.55(f) sets forth the NRC’s requirements with respect to compliance with the
QA requirements in 10 CFR part 50, appendix B, and implementation of the construction
permit holder’'s QA program as described in its SAR. Comparable provisions applicable to
holders of operating licenses are contained in § 50.54(a); requirements governing the SAR’s
description of the QA program are contained in § 50.34. A detailed discussion of all changes

related to QA requirements can be found in Section IV.D.13.b of this document.

i. Section 50.55a, Codes and standards.

Section 50.55a provides requirements relating to codes and standards for construction
permits and operating licenses for boiling or pressurized water-cooled nuclear power facilities.
The NRC is revising § 50.55a to clarify how the regulations in § 50.55a apply to approvals,
certifications, and licenses issued under 10 CFR part 52. Section 50.55a formerly applied to
combined licenses by virtue of the provision in current § 52.83, which stated that all provisions
of 10 CFR part 50 and its appendices applicable to holders of construction permits and
operating licenses also apply to holders of combined licenses. Also, § 50.55a formerly applied
to design certifications by virtue of the provision in former § 52.48, which states that design
certification applications will be reviewed for compliance with the standards set out in 10 CFR
part 50 as it applies to applications for construction permits and operating licenses for nuclear
power plants, and as those standards are technically relevant to the design proposed for the
facility. Although former appendix O to part 52 does not explicitly require applicants for design
approvals to comply with the requirements of § 50.55a, the NRC is requiring design approval

holders to comply with § 50.55a because the NRC believes that the requirements for a design
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approval should be the same as the requirements for design certification, given that the reviews
performed by the NRC staff for the two products are essentially identical. Finally, appendix M
to part 52, Section M.1, states that the provisions in part 50 applicable to construction permits
apply in context, with respect to matters of radiological health and safety, environmental
protection, and the common defense and security, to manufacturing licenses. Therefore, the
NRC is modifying § 50.55a to state that each combined license for a utilization facility is subject
to the conditions in § 50.55a, but is only subject to the conditions in §§ 50.55a(f) and (g) after
the NRC makes the finding under § 52.103. The modifications to § 50.55a also state that each
manufacturing license, design approval, and design certification application is subject to the
conditions in §§ 50.55a(a), (b)(1), (b)(4), (c), (d), (e), (f)(3), and (g)(3), which are the provisions

related to nuclear power facility design.

j. Section 50.59, Changes, tests, and experiments.

This section presents a change process for information contained in the FSAR.
Section 50.59(b) is revised to clarify that this change process is applicable to holders of
operating licenses issued under part 50 and combined licenses issued under part 52. If the
combined license references a design certification rule, then the information in the design
control document is controlled by the change process in the applicable design certification rule.
Section 50.59(d)(2) is revised to conform the frequency that summary reports are submitted for
holders of combined licenses with the frequency set forth in the design certification rules.
Section 50.59(d)(3) is revised to clarify that the requirement for maintaining records applies to

holders of operating licenses issued under part 50 and combined licenses issued under part 52.
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k. Section 50.61, Fracture toughness requirements for protection against

pressurized thermal shock events.

This section is revised to clarify that the fracture toughness requirements apply to an
operating license for a pressurized water reactor issued under part 50 or a combined license for

a pressurized water reactor issued under 10 CFR part 52.

I. Section 50.62, Requirements for reduction of risk from anticipated transients

without scram (ATWS) events for light-water-cooled nuclear power plants.

Paragraph (d) of § 50.62 provides implementation requirements for the requirements of
the section. This paragraph is revised to indicate that these implementation requirements only
apply to light-water-cooled nuclear power plant operating licenses issued before the effective
date of this final rule. Section 50.62 is revised to require each light-water-cooled nuclear power
plant operating license application submitted after the effective date of this final rule to submit
information in its final safety analysis report demonstrating how it will comply with
paragraphs (c)(1) through (c)(5) of § 50.62. Similarly, the NRC is adding provisions to
§§ 52.47, 52.79, 52.137, and 52.157 requiring that applicants for standard design certifications,
combined licenses, standard design approvals, and manufacturing licenses include the

information required by this section in their final safety analysis reports.

m. Section 50.63, Loss of all alternating current power.
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Conforming changes are made to this section to clarify that the requirements for station
blackout apply to applications for construction permits, combined licenses, design approvals,

design certifications, manufacturing licenses, and operating licenses.

n. Section 50.65, Requirements for monitoring the effectiveness of maintenance

at nuclear power plants.

This section presents the requirements for a maintenance program at nuclear plants.
Section 50.65(a) is revised to clarify that holders of operating licenses issued under part 50 and
combined licenses issued under part 52 must have a maintenance program. In the proposed
rule, § 50.65(c) was revised to specify that for new licenses issued after the effective date of
this regulation, the maintenance program must be implemented 30 days before the initial fuel
loading of the reactor. Commenters recommended that NRC should not require
implementation of the maintenance rule prior to fuel load when not all systems will have been
placed in service. The NRC agrees with this comment and has deleted the proposed revision
to § 50.65(c). The NRC expects that licensees will have the maintenance program operational

by the time that initial fuel loading has been authorized.

6. Inspections, Records, Reports, Notifications.

a. Section 50.70, Inspections.

Section 50.70(a) requires that each licensee and each holder of a construction permit

allow inspection, by duly authorized representatives of the Commission, of its records,
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premises, activities, and of licensed materials in possession or use, related to the license or
construction permit as may be necessary to effectuate the purposes of the AEA. The language
in § 50.70(a) encompasses combined license holders and manufacturing license holders
because they are licensees. In addition, the provision in former § 52.83, states that all
provisions of 10 CFR part 50 and its appendices applicable to holders of construction permits
and operating licenses also apply to holders of combined licenses. Also, former Section M.1 of
appendix M to part 52, states that the provisions in part 50 applicable to construction permits
apply in context, with respect to matters of radiological health and safety, environmental
protection, and the common defense and security, to manufacturing licenses. Section 50.70(a)
is revised to clarify that these inspection requirements also apply to holders of early site permits
under 10 CFR part 52. An early site permit is a partial construction permit and therefore should
be subject to the same inspection requirements as a construction permit. In addition, the NRC
is clarifying that the inspection requirements also apply to applicants for licenses, construction
permits, and early site permits. It is common for applicants to perform activities related to NRC
regulations before issuance of the license or permit for which they are applying and it has been
the NRC’s practice to inspect these activities whenever they are performed. Therefore, the
modification to require that the inspection requirements in § 50.70(a) apply to applicants is
simply a codification of the NRC’s current practices.

Section 50.70(b)(1) require that each licensee and each holder of a construction permit
provide rent-free office space for the exclusive use of NRC inspection personnel. The existing
language in this provision encompasses combined license holders and manufacturing license
holders. Section 50.70(b)(2) provides requirements regarding the space to be provided for a
site with a single power reactor facility licensed under 10 CFR part 50 and for sites containing

multiple power reactor units. The NRC is revising § 50.70(b)(2) to clarify that these
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requirements also apply to sites for combined license holders under 10 CFR part 52 and to

facilities issued manufacturing licenses under 10 CFR part 52.

b. Section 50.71, Maintenance of records, making of reports.

Section 50.71 establishes the NRC’s requirements for maintenance and retention of
records and reports, and updating of FSARs. Section 50.71(a) requires each licensee and
each holder of a construction permit to maintain all records and make all reports as may be
required by license, or by the NRC’s regulations. The former language does not apply to
non-licensees, such as holders of standard design approvals and applicants for standard
design certifications, even though it would appear that these requirements should apply.
Accordingly, the NRC is revising § 50.71(a) to make its provisions applicable to holders of
standard design approvals and all applicants for design certification during the period of NRC
consideration of the application for design certification, and those applicants for design
certification whose designs are certified via rulemaking in accordance with subpart B of 10 CFR
part 52.

Section 50.71(c) specifies that the default record retention period (i.e., the period that
applies if a record retention period is not specified by the regulation requiring the record) ends
when the NRC “terminates the facility license.” A manufacturing license is not a “facility”
license, inasmuch as subpart F of part 52 is limited to the manufacture of reactors, not a
“facility.” Finally, some licenses (e.g., early site permits and manufacturing licenses) may either
be terminated by the NRC, or “expire” as a matter of law at the end of their term. Accordingly,
the NRC is revising§ 50.71(c) to establish the records retention period and to properly refer to

manufacturing licenses, early site permits, and construction permits.
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Section 50.71(e) establishes the updating requirements for the FSAR, including the
information that must be included in each update. The former regulation, however was
deficient in two respects. First, it did not address the updating requirements for combined
license holders where the combined license references a standard design certification.
Second, the regulation, if applied to manufacturing licenses under subpart F of part 52,
imposed unnecessary regulatory burden with respect to periodic updating. The NRC’s concept
of a manufacturing license under subpart F of part 52 is for a relatively stable, unchanging
design. Hence, there should be no need for periodic updating. Rather, the updating should
occur only as the result of NRC-approved changes to the design.

Accordingly, the NRC is revising § 50.71(e) to specify the FSAR updating requirements
for combined license holders where the license references a standard design certification. In
addition, current § 50.71(f) is redesignated as § 50.71(g), and a new § 50.71(f) is added,
addressing the FSAR update requirements for a manufacturing license. Section 50.71(f) is
revised to require the holder of the manufacturing license to update the FSAR to reflect any
modifications to the design of the reactor authorized to be manufactured which have been
approved by the NRC under § 52.171, or any new analyses requested to be performed by the
NRC. Periodic updating of a FSAR for a manufacturing license is not required by § 50.71(f),
inasmuch as the NRC’s concept for a manufacturing license is for the design of the reactor
authorized to be manufactured to be stable with no changes except as specifically approved by
the NRC as necessary for adequate protection to public health and safety or common defense
and security, or to ensure compliance with the NRC’s requirements in effect at the time of
issuance of the manufacturing license. The provision in § 50.71(f) requiring the FSAR for a
manufacturing license to be updated to reflect new safety analyses required by the NRC is

analogous to the existing updating requirement in § 50.71(e). This assures that new analyses

-192-



performed to demonstrate the continuing adequacy of the unchanged manufactured reactor

design are appropriately reflected in the FSAR.

c. Section 50.72, Inmediate notification requirements for operating nuclear

power reactors.

Section 50.72 currently requires holders of operating licenses under part 50 for nuclear
power plants to notify the NRC Operations Center via the Emergency Notification System of the
declaration of any of the emergency classes specified in the licensee’s approved emergency
plan and of certain non-emergency events. The NRC’s regulatory interest in these events also
extends to nuclear power plants operating under a combined license under subpart C of
part 52, but the former language did not impose the notification requirements on combined
license holders. Accordingly, in a conforming change in the final rule, the NRC is extending the
notification requirements to holders of combined licenses under part 52 after the Commission
has made the finding under § 52.103(g). The NRC did not include a conforming change to this
section in the proposed rule. However, based on public comments, the NRC is including the
change in the final rule to make it clear that the requirements of § 50.72 only apply to a
combined license holder after the Commission makes the finding under § 52.103(g). The NRC
is not extending the notification requirements to other part 52 processes because the events to
be reported under the existing rule concern events which can only occur upon fuel load and
operation, and the remaining part 52 licensing and regulatory approval processes do not

authorize fuel load or operation.

d. Section 50.73, Licensee event report system.
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Section 50.73 requires holders of operating licenses under part 50 for nuclear power
plants to submit licensee event reports (LERs) on the occurrence of certain operating events to
the NRC. LERs facilitate the NRC’s oversight of operating nuclear power plants, by alerting the
NRC to the occurrence and underlying causes of events having potential safety implications.
The NRC'’s regulatory interest in these events also extends to nuclear power plants operating
under a combined license under subpart C of part 52, but the former language did not impose
the LER requirement on combined license holders. Accordingly, in a conforming change, the
NRC is extending the LER reporting requirements to holders of combined licenses under
part 52 after the Commission has made the finding under § 52.103(g). The final rule does not
extend the LER requirement to other part 52 processes, because the events to be reported
under the existing rule concern events which can only occur upon fuel load and operation, and
the remaining part 52 licensing and regulatory approval processes do not authorize fuel load or

operation.

e. Section 50.75, Reporting and recordkeeping for decommissioning planning.

The requirements in § 50.75 are intended to ensure that entities who construct and
ultimately operate a nuclear power plant will have sufficient funds at the end of the operational
life of the plant to complete the decommissioning of the plant. Section 50.75 requires a nuclear
power plant operating license application to address the predicted costs of decommissioning,
provide financial assurance by one of the means specified in the regulation, and submit
evidence that one or more of these means has been established. Section 50.75 also requires
the operating license holder to update the cost estimates for decommissioning on an annual

basis, and to submit reports to the NRC every 2 years describing, inter alia, any adjustments to
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the amount of funds collected annually to reflect any changes in projected decommissioning
cost. When a plant is within 5 years of its projected end of its operation, the reports must be
submitted annually, and a site-specific decommissioning cost estimate must be submitted.
Some of these requirements are directed at the two phase licensing process in 10 CFR part 50,
in which the NRC issues a construction permit followed by an operating license. These
requirements are not well-suited to the combined license process under part 52. For example,
requiring the combined license applicant to comply with the current requirement in § 50.75(b)(4)
that the operating license applicant submit a copy of the financial instrument obtained to satisfy
the requirements of § 50.75(e), would place a more stringent requirement on the combined
license applicant, inasmuch as that applicant would be required to fund decommissioning
assurance at an earlier date as compared with the operating license applicant.

To address these discrepancies, the NRC is revising § 50.75 to address
decommissioning funding assurance for combined licenses. Under the final rule, the combined
license applicant must submit a decommissioning report as required by § 50.33(k), but it need
not obtain a financial instrument to fund decommissioning or to submit a copy to the NRC.
Instead, under § 50.75(b)(1) and (4), the combined license application must contain a
certification that the financial assurance will be provided no later than 30 days after the NRC
publishes notice in the Federal Register under § 52.103(a). See § 50.75(b)(1).

The proposed rule would have required the combined license holder to submit, by
March 31 of each year until the date that the NRC authorizes fuel load under § 52.103(g), an
updated certification of the information required by paragraph (b)(1). The proposed rule also
would have required the combined license holder to submit, no later than 30 days after the
Commission publishes notice in the Federal Register under § 52.103(a), a certification that
financial assurance is being provided in the relevant amount together with a copy of the
financial instrument obtained to satisfy the requirements of § 50.75(e). Once the Commission
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has made the finding under § 52.103, the proposed rule would have required the combined
license holder to be subject to the reporting and updating requirements as an operating license
holder under part 50, including the requirements applicable when the plant is within 5 years of
the projected end of operation. A commenter objected to the annual reporting requirement,
arguing that an annual update during the construction period would serve no purpose and is
unnecessary and unduly burdensome. The commenter proposed that the holder be allowed to
adjust or update the original certification at the time construction is complete and the plant is
ready to begin operation. Upon further consideration, the Commission has decided to modify
the final rule by eliminating the requirement for annual reports, and instead requiring the
updating reports 2 years and 1 year before the date scheduled for initial loading of fuel load (as
this term is used in § 52.103). The Commission’s objective is to have sufficient time to evaluate
the projected costs of decommissioning, and any licensee-proposed changes in the financial
assurance mechanism for funding before fuel is loaded into the reactor and operation
commences. This will allow the Commission to take any necessary regulatory action before
fuel loading and commencement of operation.

The final rule requires that no later than 30 days after the Commission publishes notice
in the Federal Register under § 52.103(a), the combined license holder must submit a report to
the NRC. The report must contain a certification that financial assurance is being provided in
an amount specified in the licensee’s most recent updated certification (i.e., the certification
provided 1 year before the scheduled date for initial loading of fuel, in accordance with the first
sentence of § 50.75(e)(3)). The certification must include a copy of the financial instrument
obtained to provide decommissioning funding assurance. The requirements in paragraph (f)(1)
of § 52.103(a), which are applicable to the combined license holder after the Commission has
made the finding under § 52.103, are adopted in the final rule without change from the
proposed rule.
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The § 50.75 decommissioning funding requirements do not apply to an applicant for,
and holder of, a manufacturing license under part 52. The NRC did not intend, when it first
adopted § 50.75, to subject holders of manufacturing licenses to the requirements of that
section. It is clear from the words of former § 50.33(k)(1) that the rule applies only to
applications for operating licenses for production and utilization facilities. A manufacturing
license by itself does not authorize either fuel load or operation, which are the activities
necessitating the expenditure of funds for decommissioning. Therefore, there is no need for a
holder of a manufacturing license, who does not intend to operate the reactor being

manufactured to provide funding.

7. US/IAEA Safeguards Agreement.

a. Section 50.78, Installation information and verification.

Since 1980, the United States International Atomic Energy Agency (IAEA) Safeguards
Agreement has allowed IAEA inspection and verification activities at U.S. facilities that the IAEA
selects from the U.S. Eligible Facilities List. The safeguards agreement is implemented under
the Nuclear Non-Proliferation Treaty, which provides assurance that all nuclear materials
declared to be in peaceful use are not diverted to potential use in nuclear explosives. Although
10 CFR part 75 contains most of the NRC requirements intended to implement the installation,
inspection, and verification provisions of the Safeguards Agreement with IAEA, § 50.78 requires
each holder of a construction permit to submit certain information on Form N-71, permit
verification by representatives of the IAEA, and take any other action necessary to implement
the Safeguards Agreement. Inasmuch as combined licenses authorize construction of a

nuclear power plant at a fixed site, the provisions of § 50.78 should also apply to a holder of a
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combined license under part 52. Accordingly, § 50.78 is revised to specify that holders of
combined licenses must, if requested by the NRC, submit installation information on Form N-71,
permit verification of that information by the IAEA, and take other action as may be necessary
to implement the Safeguards Agreement, in the manner set forth in § 75.6, and §§ 75.11

through 75.14.

8. Transfers of Licenses—Creditors’ Rights—Surrender of Licenses.

a. Section 50.80, Transfer of licenses.

Section 50.80 implements Sections 101 and 184 of the AEA, which require Commission
approval for the transfer of a license for a production or utilization facility, including a nuclear
power reactor. Section 50.80(a) explicitly refers to transfers of a “license for a production or
utilization facility...,” which would include construction permits under part 50, as well as all
licenses and permits issued under part 52. However, to explicitly recognize the applicability of
§ 50.80(a) to both permits under parts 50 and 52 and all licenses under part 52, § 50.80(a) is
revised to explicitly refer to permits under parts 50 and 52, and licenses under part 52. The
proposed rule would have only made these clarifying revisions. A commenter on the proposed
rule stated that some of the requirements in § 50.80 are not relevant to transfers of an ESP.
The NRC agrees, and has revised the final rule to specify which criteria are applicable to
transfer of an ESP. Specifically, paragraph (b)(1)(ii) requires an application for transfer of an
ESP to include as much of the information described in §§ 52.16 and 52.17 with respect to the
identity and technical qualifications of the proposed transferee as would be required by those

sections if the application were for an initial license. This change removes the requirement for
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the applicant for transfer of an ESP to address financial qualifications since this is not required
of an initial ESP applicant. In addition, this change removes the provision that the NRC may
require additional information as part of an ESP transfer with respect to data on proposed
safeguards against hazards from radioactive materials and the applicant’s qualifications to
protect against such hazards. Information on these subject matters are not relevant to an ESP
transfer, inasmuch as an ESP does not authorize the holder to possess radioactive material.
The NRC declines to adopt the suggestion of a commenter who suggested that the
statement of considerations clarify when a transfer of an ESP is necessary. The NRC'’s revision
to § 50.80 is a conforming change to a procedural regulation, the process by which the NRC
processes and determines a transfer of a license. Section 50.80 does not, by itself, specify the
circumstances for which a license transfer is necessary; it simply addresses what procedures
must be followed if a license transfer request is received. Therefore, the NRC does not believe

that it is necessary or desirable to provide such guidance in the context of this rulemaking.

b. Section 50.81, Creditor regulations.

Section 50.81 implements Section 184 of the AEA, which requires the consent of the
Commission for the creation of any mortgage, pledge or other lien upon any Commission-
licensed facility or special nuclear material. To ensure that the reach of § 50.81 is as broad as
the statutory requirement, the NRC is revising the definition of license and facility. The
definition of license in this section is revised to explicitly refer to all licenses under 10 CFR, and
early site permits under part 52. The definition of facility is revised to add a new paragraph
which explicitly refers to an early site permit under part 52, and a reactor manufactured under a

manufacturing license under part 52.
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9. Amendment of License or Construction Permit at Request of Holder.

a. Section 50.90, Application for amendment of license or construction permit;
§ 50.91, Notice for public comment; State consultation; and § 50.92, Issuance of

amendment.

Sections 50.90, 50.91, and 50.92 govern the procedures and criteria for NRC
consideration and issuance of amendments to licenses and construction permits. The
regulations do not clearly address early site permits, combined licenses, or manufacturing
licenses. Accordingly, the NRC is making a number of changes in these regulations.

Section 50.90 provides that applicants for amendment of a license or construction
permit must file their application with the NRC as described in § 50.4, following the form
prescribed for the original application. Although the term, license, as amended in § 50.2
includes combined licenses, manufacturing licenses, and early site permits under part 52,

§ 50.92 is revised to explicitly refer to these part 52 licenses to eliminate any confusion with
respect to the applicability of this section to part 52 licenses. A similar change is made in the
introductory paragraph of § 50.91.

Sections 50.92 and 50.91(a)(4) implement the Commission’s authority under
Section 189 of the AEA to dispense with the advance publication of a Federal Register
document requesting a hearing with respect to license amendments, and to make operating
license and combined license amendments immediately effective upon issuance, if the NRC
finds that the amendment involves no significant hazards consideration. The NRC is revising
§ 50.92(c) to clarify that, consistent with Section 189 of the AEA, the NRC may make a no

significant hazards consideration determination for amendments of combined licenses under
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part 52. Combined licenses are explicitly mentioned in Section 189.a.(2)(A) of the AEA with
respect to immediate effectiveness following a Commission determination of a no significant
hazards consideration. In addition, a combined license merges into a single license the
authority otherwise contained in a construction permit and an operating license, and the
language of Section 189.a.(1)(A) of the AEA which refers to both amendments of construction
permits and operating licenses, also applies to amendments of combined licenses.

Finally, § 50.92(a) is revised to provide that a separate application for a construction
permit is not required even where a holder of a combined license or a manufacturing license
must seek a license amendment because of a material alteration. There is no safety or
regulatory benefit in requiring the licensee to concurrently submit an application for a new
construction permit in addition to a license amendment, inasmuch as NRC review of the

alteration is assured.

10. Revocation, Suspension, Modification, Amendment of Licenses and

Construction Permits, Emergency Operations by the Commission.

a. Section 50.100, Revocation, suspension, modification of licenses, permits, and

approvals for cause.

Section 50.100 is revised to explicitly address the Commission’s authority to suspend,
modify, or revoke any standard design approval under subpart E of parts 50 or 52 for any
material false statement in the application, or because of any statement in any report, record,
inspection, or condition revealed by the application, or by other means, which would warrant the

NRC to refuse to grant the design approval on an original application. The former language of
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§ 50.100, which is retained as paragraph (a) in the final rule, applied to any license or any
license or construction permit issued under part 50 for any material false statement in the
application for the license or permit, or because of any statement in any report, record,
inspection, or condition revealed by the application, or by other means, which would warrant the
NRC to refuse to grant a license on an original application, or for failure to construct or operate
a facility in accordance with the applicable license or permit. While this language applies to
early site permits, combined licenses and manufacturing licenses, by virtue of their status as
licenses under the AEA, it does not clearly apply to standard design approvals as these are not
licenses. Nonetheless, the Commission possesses authority to modify, suspend or revoke the
regulatory approvals. Accordingly, the NRC is revising this section to add a reference to a
standard design approval.

The final rule is different than the proposed rule in several ways. A reference to part 50
is added in the clause governing revocations, suspensions, and modifications of licenses. The
word, “provided...,” is revised to read, “provided, however,....” Finally, a reference to a
combined license is added to the clause stating that a failure to meet the timely completion of
proposed construction or alteration is subject to § 50.55(b) (which is also revised in this final

rulemaking to make its provisions applicable to combined licenses).

11. Backfitting.

a. Section 50.109, Backfitting.

The backfit rule, 10 CFR 50.109, provides certain protection to nuclear power plant

licensees against changes in the NRC requirements and NRC staff positions on those

requirements. Prior to the final rule, the backfitting provisions in § 50.109 applied to standard
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design approvals, construction permits, and operating licenses, but did not address combined
licenses or manufacturing licenses. Part 52 contains special backfitting requirements on early
site permits, design certification rules, but prior to this rulemaking, neither § 50.109 or part 52
addressed backfitting of a combined license, although the NRC recognizes that backfitting
restraints for an early site permit and a design certification rule would apply to a combined
license referencing either or both. To address these gaps in backfitting, and to clarify the
application of special backfitting provisions, § 50.109(a)(1) is revised by establishing the date
that backfitting protection begins for a manufacturing license, a construction permit for a
duplicate design license, and a combined license. Moreover, with respect to a part 50
construction permit, a part 50 operating license, and a part 52 combined license, § 50.109 is
revised by listing the specific backfitting restrictions that apply if an early site permit, standard
design approval, or standard design certification rule is referenced, or if a nuclear power reactor
manufactured under a part 52 manufacturing license is used.

In the statement of considerations for the 2006 proposed rule, the Commission asked
whether, instead of conforming the language of § 50.109 to reflect the licensing and regulatory
approval processes in part 52, the Commission should adopt a general backfitting provision,
analogous to § 50.109, in part 52. Commenters either expressed no opinion on the matter, or
otherwise indicated that they did not have a preference. Accordingly, the Commission has
decided to revise § 50.109 to include the conforming changes, rather than adopting a

backfitting provision in part 52.

12. Enforcement.

a. Section 50.120, Training and qualification of nuclear power plant personnel.
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This section sets forth the requirements for training and qualifying nuclear power plant
personnel. In a conforming change, the NRC is revising § 50.120 to add applicants for and

holders of combined licenses as being subject to this provision.

13. Appendices.

a. APPENDIX A TO PART 50 — GENERAL DESIGN CRITERIA FOR NUCLEAR

POWER PLANTS.

The first paragraph of the Introduction to appendix A to part 50 is revised to clarify that
the general design criteria in appendix A to part 50 apply to applications for combined licenses,
design approvals, design certification, and manufacturing licenses, as well as for construction
permits. Also, General Design Criterion (GDC) 19 of appendix A to part 50, which sets forth
requirements for a main control room in a nuclear power plant, is revised to clarify that the
radiation protection requirements in GDC 19 for applications filed after January 10, 1997, apply
to design approvals and manufacturing licenses issued under part 52, in addition to design

certifications and combined licenses.

b. APPENDIX B TO PART 50 — QUALITY ASSURANCE CRITERIA FOR NUCLEAR

POWER PLANTS AND FUEL REPROCESSING PLANTS.

Appendix B to part 50 states that every applicant for a construction permit is required to
include in its preliminary safety analysis report a description of the quality assurance program to

be applied to the design, fabrication, construction, and testing of the SSCs of the facility and
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every applicant for an operating license is required to include, in its FSAR, information
pertaining to the managerial and administrative controls to be used to assure safe operation.
The NRC is revising appendix B to part 50 to clarify that these requirements also apply to early
site permits, design approvals, design certifications, combined licenses, and manufacturing
licenses under 10 CFR part 52. Specifically, the introduction to appendix B to part 50 is revised
to state that every applicant for a combined license is required by the provisions of § 52.79 to
include in its FSAR a description of the quality assurance program applied to the design, and to
be applied to the fabrication, construction, and testing of the SSCs of the facility and to the
managerial and administrative controls to be used to assure safe operation. The introduction
also states that, for applications submitted after the effective date of the final rule, every
applicant for an early site permit is required by the provisions of § 52.17 to include in its site
safety analysis report a description of the quality assurance program applied to site activities
related to the design, fabrication, construction, and testing of the SSCs of a facility or facilities
that may be constructed on the site. The introduction states that every applicant for a design
approval or design certification is required by the provisions of §§ 52.137 and 52.47,
respectively, to include in its FSAR a description of the quality assurance program applied to
the design of the SSCs of the facility. Finally, the introduction states that every applicant for a
manufacturing license is required by the provisions of 10 CFR 52.157 to include in its FSAR a
description of the quality assurance program applied to the design, and to be applied to the
manufacture of, the SSCs of the reactor. The wording in appendix B of part 50 and in the
related provisions in the contents of application sections in 10 CFR part 52 is modified slightly in
the final rule to reflect that some activities have already occurred when the application is
submitted (e.g., design of SSCs for design certification applicants). Therefore, instead of

requiring that the application describe the QA program “to be applied” to these activities, the
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final rule requires that the application describe the QA program “applied” to these activities,
since they have already occurred.

The NRC is maintaining the current regulatory structure for requirements that implement
appendix B to part 50 whereby QA for construction activities is governed by § 50.55(f), and QA
for operation is governed by § 50.54(a). Because a combined license under part 52 authorizes
both construction and operation, a combined license holder should be subject to the QA
requirements in § 50.55(f) from the date of issuance of the combined license until the
Commission makes the finding under § 52.103(g) that allows the licensee to load fuel and
operate. Thereafter, the combined license holder should be governed by the QA requirements
in § 50.54(a). The manufacture of a nuclear power reactor under a manufacturing license is the
functional equivalent of construction. Accordingly, the NRC is revising § 50.55(f) to refer to
holders of manufacturing licenses under part 52. Early site permits under subpart A precede
construction and are considered partial construction permits. Hence the NRC believes that they
should be subject to QA under § 50.55(f), and § 50.55(f) is revised accordingly.

Appendix B to part 50 was formerly applicable to combined licenses under the
provisions of § 52.83, which states that all provisions of 10 CFR part 50 and its appendices
applicable to holders of operating licenses also apply to holders of combined licenses.
Appendix B to part 50 formerly applied to design certifications by virtue of the provision in
former§ 52.48, which stated that design certification applications will be reviewed for
compliance with the standards set out in 10 CFR part 50 as they apply to applications for
construction permits and operating licenses for nuclear power plants, and as those standards
are technically relevant to the design proposed for the facility. Former appendix O to part 52,
Section 0.3, required applicants for design approvals to include the information required by
§§ 50.34(a) and (b), as appropriate, and stated that the information required by § 50.34(a)(7) (a
description of the quality assurance program and a discussion of how the applicable
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requirements of appendix B to part 50 will be satisfied), shall be limited to the QA program to be
applied to the design, procurement and fabrication of the SSCs for which design review has
been requested. Appendix B to part 50 formerly applied to manufacturing licenses by virtue of
the provision in former appendix M to part 52, Section M.1, which stated that the provisions in
part 50 applicable to construction permits apply in context, with respect to matters of
radiological health and safety, environmental protection, and the common defense and security,
to manufacturing licenses.

Early site permits are considered partial construction permits, therefore, the NRC
believes that they should be subject to the QA requirements of appendix B to part 50.
Section 52.39, with certain specific exceptions, requires the Commission to treat matters
resolved in an early site permit proceeding as resolved in making findings for issuance of a
construction permit, operating license, or combined license. Because of this finality,
conclusions made during the early site permit phase will be relied upon for use in subsequent
design, construction, fabrication, and operation of a reactor that might be constructed on the
site for which an early site permit is issued. Therefore, the NRC believes that the level of
quality used to control activities related to safety-related SSCs should be equivalent in the early
site permit and combined license phases. For these reasons, applicants must apply quality
controls to each early site permit activity associated with the generation of design information
for safety-related SSCs that meet the criteria in appendix B to part 50. Therefore, the NRC is

revising appendix B to part 50 to make it applicable to early site permits.

c. APPENDIX C TO PART 50 — A GUIDE FOR THE FINANCIAL DATA AND
RELATED INFORMATION REQUIRED TO ESTABLISH FINANCIAL QUALIFICATIONS FOR

CONSTRUCTION PERMITS AND COMBINED LICENSES.

-207-



Section 182.a of the AEA requires an applicant for a license for a production or
utilization facility to submit information in its application... “as the Commission, regulation, may
determine to be necessary to decide such of the technical and financial qualifications of the
applicant...as the Commission may deem appropriate for the license.” The NRC has long
determined the need for non-utility applicants for nuclear power plant construction permits and
operating licenses to establish their financial qualifications (see 10 CFR 50.33(f)), and has set
forth the specific information on financial qualifications to be provided by applicants for
construction permits in appendix C to part 50. Inasmuch as holders of combined licenses under
part 52 are authorized to perform the same construction activities with respect to a nuclear
power plant as a holder of a construction permit under part 50, the NRC believes that applicants
for combined licenses should be subject to the requirements of appendix C to part 50.
Accordingly, the title of appendix C is revised to make clear the applicability of this appendix to
applicants for combined licenses. This change constitutes a conforming change to the revision
of § 50.33.

With the exception of manufacturing licenses, none of the other regulatory processes
under part 52, e.g., early site permits, standard design certifications, and standard design
approvals, authorize any activities constituting “construction” under the AEA and the
Commission’s regulations.’ Therefore, the final rule does not refer to early site permits, design
certifications, or design approvals under part 52. With respect to a reactor manufacturing
license, the NRC does not believe that a financial qualifications review is necessary for several

reasons. A financial qualifications review at the manufacturing license stage would appear to

®Although early site permit applicants may seek the authority to conduct activities allowed under 10 CFR
50.10(e)(1) (but not activities allowed under § 50.10(e)(3), see § 52.17(c)), these activities are not considered
“construction.”
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be redundant to the financial qualifications review that is already necessary at the construction
permit and operating license stages, or combined license stage. Sufficient safety and quality
assurance reviews, including the use of ITAAC in the case of a combined license, should be
sufficient to address any adverse impacts on safety as the result of inadequate financial
resources to properly manufacture the reactor. Furthermore, the NRC notes that manufacture
of a reactor is, in many respects, no different than fabrication of components and systems by
third party vendors, who are not required to obtain an NRC license and demonstrate financial
qualifications. There seems to be no regulatory value to mandate a financial qualifications
review of manufacturing license applicants, when this type of review is conducted by the NRC

for fabricators of nuclear power plant systems and components.

d. APPENDIX E TO PART 50 - EMERGENCY PLANNING AND PREPAREDNESS

FOR PRODUCTION AND UTILIZATION FACILITIES.

See discussion in Section V.D.4.f of this document.

e. APPENDIX | TO PART 50—NUMERICAL GUIDES FOR DESIGN OBJECTIVES
AND LIMITING CONDITIONS FOR OPERATION TO MEET THE CRITERION “AS LOW AS IS
REASONABLY ACHIEVABLE” FOR RADIOACTIVE MATERIAL IN LIGHT-WATER-COOLED

NUCLEAR POWER REACTOR EFFLUENTS.

The Commission is revising appendix | to part 50 to conform to the changes in
§§ 50.34a and 50.36a which are being made as part of this final rule. Specifically, a statement

is added in Section | of appendix | to part 50, stating that §§ 52.47, 52.79, 52.137, and 52.157

-209-



provide that applications for design certification, combined license, design approval, or
manufacturing license, respectively, shall include a description of the equipment and
procedures for the control of gaseous and liquid effluents and for the maintenance and use of
equipment installed in radioactive waste systems. In addition, Section Il of appendix | to part 50
is revised to state that the guides on design objectives set forth in appendix | to part 50 may be
used by an applicant for a combined license as guidance in meeting the requirements of

§ 50.34a(d) or by an applicant for a design approval, a design certification, or a manufacturing
license as guidance in meeting the requirements of § 50.34a(e). Section IV of appendix | to
part 50 is revised to state that the guides on limiting conditions for operation for light-water-
cooled nuclear power reactors in appendix | to part 50 may be used by an applicant for an
operating license or a design certification or combined license, or a licensee who has submitted
a certification of permanent cessation of operations under § 50.82(a)(1) or § 52.110 as
guidance in developing technical specifications under § 50.36a(a) to keep levels of radioactive
materials in effluents to unrestricted areas as low as is reasonably achievable. Finally,

Section V of appendix | to part 50 is revised to state that the guides for limiting conditions for
operation set forth in appendix | are applicable to any application filed on or after January 2,
1971, for a construction permit for a light-water-cooled nuclear power reactor, or a design
certification, a combined license, or a manufacturing license for a light-water-cooled nuclear
power reactor under part 52. Note that the NRC added the phrase “for a light-water-cooled
nuclear power reactor” to Section V in the final rule. This phrase was inadvertently left out of
the introduction to Section V in the proposed rule. The NRC did not intend to change the
applicability of appendix I in this rulemaking and is, therefore, correcting this omission in the
final rule. The NRC has also removed the conforming change it had proposed to paragraph A.3
of the Concluding Statement of Position of the Regulatory Staff (Docket-RM-50-2) Guides on
Design Objectives for Light-Water-Cooled Nuclear Power Reactors in appendix |. The design
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objectives in this staff position are only applicable to those light-water-cooled nuclear power
reactors that applied for a construction permit before January 2, 1971 (per Appendix I,
Section V, B.2.). Because part 52 did not exist before 1971, the proposed change is

unnecessary.

f. APPENDIX J TO PART 50 — PRIMARY REACTOR CONTAINMENT LEAKAGE

TESTING FOR WATER-COOLED POWER REACTORS.

Section 50.54(0) provides a condition for all operating licenses for water-cooled power
reactors that primary reactor containments must meet the containment leakage test
requirements set forth in appendix J to part 50. These test requirements provide for
preoperational and periodic verification by test of the leak-tight integrity of the primary reactor
containment, and systems and components which penetrate containment of water-cooled
power reactors, and establish the acceptance criteria for these tests. The purpose of the tests
are to assure that leakage through the primary reactor containment systems and components
penetrating primary containment shall not exceed allowable leakage rate values as specified in
the technical specifications or associated bases, and periodic surveillance of reactor
containment penetrations and isolation valves is performed so that proper maintenance and
repairs are made during the service life of the containment, and systems and components
penetrating primary containment. The Commission is revising appendix J to clarify that these
requirements also apply to combined licenses under 10 CFR part 52. This is consistent with
former § 52.83, which stated that all provisions of 10 CFR part 50 and its appendices applicable

to holders of operating licenses also apply to holders of combined licenses.
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g. APPENDICES M AND O TO PART 50 [Removed].

The NRC has removed appendices M and O from 10 CFR part 50. Appendix M
provided for issuance of a license authorizing the manufacture of a nuclear power reactor to be
incorporated into a nuclear power plant under a construction permit and operated under an
operating license at a different location from the place of manufacture. Appendix O addressed
the early review of site suitability issues. These appendices were transferred to 10 CFR part 52
when it was first issued (54 FR 15372; April 18, 1989). However, the NRC failed to remove
those appendices from 10 CFR part 50, though the NRC intended to do so (see 54 FR 15385;

April 18, 1989).

h. APPENDIX S TO PART 50 - EARTHQUAKE ENGINEERING CRITERIA FOR

NUCLEAR POWER PLANTS.

Appendix S to part 50 provides earthquake engineering criteria for nuclear power plants
and applies to applicants for a design certification or combined license under part 52 or a
construction permit or operating license under part 50. The final rule revises appendix S to
clarify that the requirements in appendix S also apply to applicants for design approvals and
manufacturing licenses issued under 10 CFR part 52. Although former appendix O to part 52
did not explicitly require applicants for design approvals to comply with the requirements of
appendix S, the NRC is requiring design approval holders to comply with appendix S to part 50
because the NRC believes that the requirements for a design approval should be the same as
the requirements for a design certification, given that the reviews performed by the NRC staff

for the two products are essentially identical. Finally, appendix S formerly applied to
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manufacturing licenses by virtue of former appendix M to part 52, Section M.1, which stated
that the provisions in part 50 applicable to construction permits apply in context, with respect to
matters of radiological health and safety, environmental protection, and the common defense
and security, to manufacturing licenses. Therefore, the Commission is revising the General
Information section of appendix S to part 50 to state that the appendix applies to applicants for
a design certification, design approval, combined license, or manufacturing license under

10 CFR part 52 or a construction permit or operating license under 10 CFR part 50. The NRC
also made conforming changes to the Introduction, paragraph (a) to appendix S to part 50, and
added definitions for design approval and manufacturing license to Section Il of appendix S to

part 50, to be consistent with the definitions in proposed part 52.

E. Change to 10 CFR Part 1.

1. Section 1.43, Office of Nuclear Reactor Regulation.

Section 1.43 describes the responsibilities of the Office of Nuclear Reactor Regulation
(NRR), which includes the development and implementation of regulations, policies, programs
and procedures for the receipt, possession or ownership of source, byproduct and special
nuclear material that is used or produced at nuclear power plants. Inasmuch as power plants
may be licensed under part 52 as well as part 50, § 1.43(a)(2) is revised to clarify that NRR has
authority over the development and implementation of regulations, policies, programs and
procedures for the receipt, possession or ownership of source, byproduct and special nuclear
material that is used or produced at nuclear power plants licensed under part 52. In addition, a
correction has been made to reference part 54, to clarify that NRR has the same authority with

respect to renewed operating licenses for nuclear power plants.
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F. Changes to 10 CFR Part 2.

1. Section 2.1, Scope.

The statement of scope for part 2 is revised by adding a reference to rulemaking and
standard design approvals. Previously, the scope statement did not mention rulemakings, even
though subpart H of part 2 applied to rulemakings, nor did it mention standard design approvals
even though the NRC processed applications for design approvals in accordance with the
procedures in part 2. Accordingly, the change in the statement of scope for part 2 correctly
reflects the applicability of its procedures to both rulemaking and the processing of standard

design approvals.

2. Section 2.4, Definitions.

The definitions of contested proceeding, license, and licensee, are revised in part 2 by
adding conforming references, as appropriate, to the licensing processes in part 52. The
revised definition of contested proceeding clarifies that contested proceedings include those
involving permits, such as early site permits and construction permits. The revised definition of
license, ensures that early site permits and construction permits, as well as part 52 combined
licenses and manufacturing licenses, are considered to be licenses for purposes of part 2.
Similarly, the revised definition of licensee ensures that holders of early site permits and
construction permits, as well as combined licenses and manufacturing licenses, are considered

to be licensees for purposes of part 2.
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3. Section 2.100, Scope of subpart.

This section is revised by adding conforming references to issuance of a standard

design approval under subpart E of part 52.

4. Section 2.101, Filing of application.

This section, which governs the procedures for, and the timing and content of
applications, has been revised in several respects. Paragraphs (a)(1), (a)(2), the introductory
paragraph of (a)(3), paragraph (a)(3)(iii), and paragraph (a)(4) are revised by adding
conforming references to combined licenses, early site permits, and standard design approvals.
The Commission notes that the former language of § 2.101 already applied to combined
licenses, as well as early site permits, inasmuch as they are both licenses. Nonetheless,
consistent with the revisions to the definitions of license and licensee, § 2.101 has been revised
to explicitly refer to early site permits, as applicable.

In response to public comment on the proposed rule, paragraph (a)(5) of § 2.101 and
paragraph (a—1) are revised to allow applicants for combined licenses - as well as applicants for
construction permits as provided under this section - to submit applications in parts.

Paragraph (a)(5) of the final rule allow applicants for combined licenses and construction
permits to submit an application in two parts, with one part containing the environmental report
required under § 50.30(f) if the application is for a construction permit or § 52.80(c) if the
application is for a combined license. The other part must contain the information required by
§§ 50.34(a) and 50.34a if the application is for a construction permit, or § 52.79 and § 52.80(a)
and (b) if the application is for a combined license. In addition, the part that is filed first must

contain the information required by § 50.33, § 50.34(a)(1) if the application is for a construction
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permit, § 52.79(a)(1) if the application is for a combined license, and § 50.37. There are no
considerations unique to combined licenses which would weigh against allowing a combined
license applicant to submit a two part application under paragraph (a)(5) of § 2.101.
Accordingly, the Commission is adopting this change in the final rulemaking. Inasmuch as the
revisions are to the Commission’s rules of procedure and practice, the Commission may adopt
them in final form without further notice and comment, under the rulemaking provisions of the
APA, 5 U.S.C. 553(b)(A).

Paragraph (a—1) of § 2.101 allows applicants for combined licenses, as well as
applicants for construction permits, to submit an application in parts to allow for early
consideration and a presiding officer’s partial initial decision on those site suitability matters for
which the applicant seeks NRC resolution. The provisions governing early consideration of site
suitability issues in a combined license proceeding are set forth in paragraph (a—1)(2). Under
this paragraph, a combined license application may be submitted in three parts, with the first
part containing information on the site suitability issues which the applicant wishes to have
resolved first. The second and third parts, which constitute the remainder of the application as
described in paragraph (a—1)(2)(ii) and (iii), must be submitted during the period that the partial
decision on part one is effective, viz., 5 years under new § 2.627 in subpart F of part 2. There
are no considerations unique to combined licenses which would weigh against allowing a
combined license applicant to obtain early consideration of site suitability issued under
paragraph (a—1). As with the change to paragraph (a)(5), this revision to paragraph (a—1)
constitutes revisions to the Commission’s rules of procedure and practice. Accordingly, the
Commission may adopt them in final form without further notice and comment, under the

rulemaking provisions of the APA, 5 U.S.C. 553(b)(A).

5. Section 2.102, Administrative review of application.
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This section is revised by adding conforming references in § 2.102(a) to applications for
early site permits, standard design approvals, combined licenses, and manufacturing licenses
under part 52. Under the revised section, the NRC staff will establish a review schedule for an
application for these processes, thereby treating the applications the same as applications for

construction permits or operating licenses.

6. Section 2.104, Notice of hearing.

Section 2.104 sets forth the Commission’s requirements regarding publication in the
Federal Register of notice of hearings. Paragraph (a), which sets forth general requirements
regarding the content of such notices, is revised by adding conforming references to a
combined license and early site permit, to indicate that the NRC will provide at least 30 days
notice in the Federal Register of a hearing.

Formerly, paragraph (b) established the minimum content of the notice of (mandatory)
hearing for a construction permit, and paragraph (c) established the minimum content of the
notice of opportunity for hearing for an operating license under part 50. However, § 2.104 did
not address the content of notices of hearings for part 52 processes. The NRC believes that
there is some benéefit, in terms of public transparency and regulatory efficiency and consistency,
in establishing the minimum content for notices of hearing for part 52 licensing processes.
Therefore, § 2.104 is revised to address the minimum content of the notice of hearing for
part 52 processes. Former paragraph (d) is redesignated as paragraph (I), and former
paragraph (e) is redesignated as paragraph (m). New paragraphs (d) is added to establish the
content of notices of hearing involving applications for early site permits, and new
paragraphs (e) and (f) are added to address the content of notices involving applications for

combined licenses not referencing an early site permit, and combined licenses referencing an
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early site permit. Each of these paragraphs is modeled on the notice of hearing for construction
permit, but modified to reflect the criteria for determining the application, as reflected in

§§ 52.24, 52.97, and 52.167, for early site permits, combined licenses, and manufacturing
licenses, respectively.

Paragraphs (e)(1) is further revised in the final rule to clarify that it applies only with
respect to contested matters (i.e., matters which are the subject of admitted contentions). A
new paragraph (e)(2) is added to specify that in a contested combined license proceeding, the
scope of the presiding officer’s findings and conclusions of law for uncontested matters is
limited to issues which are otherwise required to be addressed in a construction permit
proceeding. Proposed paragraph (e)(2) is redesignated as paragraph (e)(3) in the final rule,
and is revised to specify that in an uncontested combined license proceeding (i.e., where there
are no interveners and no contentions), the scope of the presiding officer’s findings and
conclusions of law is limited to issues which are otherwise required to be addressed in a
construction permit proceeding. A new paragraph (f) is added to clearly state that if the
combined license references an early site permit, then the presiding officer's consideration of
uncontested matters extends only to those uncontested matters otherwise required to be
addressed in a construction permit proceeding, but which have not been addressed in the
referenced early site permit proceeding. The NRC notes that §§ 2.104(e) and (f) apply to both
contested and uncontested combined license proceedings. Hence, in an uncontested
combined license proceeding, the presiding officer’s initial decision is limited to those matters
which would otherwise required to be addressed in a construction permit proceeding.
Furthermore, if that uncontested combined license references an early site permit, then the
presiding officer’s initial decision is further constrained to address only those construction
permit matters which have not been addressed and resolved in the referenced early site permit
proceeding.
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Paragraph (f) in the March 2006 proposed rule, which would have required publication of
a notice of a “mandatory” hearing for manufacturing licenses under subpart F of part 52, is
deleted in the final rule. A manufacturing license does not, per se, authorize construction of a
nuclear power plant. Therefore, a statutory hearing for a manufacturing license is not required
under Section 189.a.(1)(A) of the AEA, which applies only to issuances of construction permits.
Furthermore, adjudicatory hearings may not be the best approach for resolving technical design
issues - especially in uncontested proceedings. Indeed, the NRC removed the opportunity for
adjudicatory-style hearings for design certifications as part of the 2004 changes to 10 CFR
part 2 (January 14, 2004; 69 FR 2182). The primary responsibility for determining the safety of
an application is with the NRC staff, and not the presiding officer. This is true regardless of
whether the proceeding is contested or uncontested. Public confidence would not seem to be
enhanced in any significant manner by the holding of a hearing where there is no request that
the NRC hold a hearing. Accordingly, the NRC has decided not to adopt in the final Part 52 rule
a requirement for a “mandatory” hearing in connection with issuance of manufacturing licenses.

Paragraph (m) (formerly paragraph (e)) requires the NRC to transmit a notice of a
hearing on an initial application of a license for a production or utilization facility to an
appropriate State official and the chief executive of the municipality or county in which the
facility is to be located or an activity is to be conducted. In addition to the redesignation,
§ 2.104(m)(1) is revised to clarify that the notice would be provided for applications for early site
permits, combined licenses, but not for manufacturing licenses. Manufacturing licenses are
excluded from the natification provisions because the NRC is not licensing any particular
location or site where manufacturing may occur (see discussion of the manufacturing license

concept).

7. Section 2.105, Notice of proposed action.

-219-



Section 2.105 contains the NRC’s procedures for notices of proposed actions where a
hearing is not required by law and if the Commission has determined that a hearing is in the
public interest. Inasmuch as amendments to combined licenses and manufacturing licenses do
not require a mandatory hearing under the AEA, § 2.105(a)(4) is revised to clarify that the
procedures in § 2.105 also apply to applications for amendments of combined licenses and
manufacturing licenses. Furthermore, because the AEA does not require a mandatory hearing
for the initial issuance of manufacturing licenses, paragraph (a)(13) is added in the final rule to
provide for publication of a notice of proposed action in connection with an application for a
manufacturing license under subpart F of part 52.

Under § 52.103(a), which implements Section 189.a(1)(B)(i) of the AEA, the NRC is
required to publish in the Federal Register a notice of intended operation and an opportunity to
request a hearing with respect to compliance of the facility with inspections, tests, and
acceptance criteria in a part 52 combined license. Accordingly, the NRC is revising § 2.105 by
adding § 2.105(a)(12) which addresses the information to be contained in the Federal Register
notice required by § 52.103(a).

Because the Commission’s authorization for a combined license holder to operate under
§ 52.103 does not constitute “issuance” of a license or amendment under § 2.106, § 2.105(b)(3)
is added indicating that the Commission will publish a notice of intended operation in the
Federal Register that identifies the proposed Agency action as making the finding under
§ 52.103(g). Paragraph (b)(3)(iii) of the proposed rule, which would have required that the
Commission publish, as part of that Federal Register notice, a finding that ITAAC have been
met, has not been included in the final rule. This is because Commission may not have made,
at the time of the Federal Register notice, the finding that all ITAAC have been met. After
careful review of the language of Section 189 of the AEA, the Commission concludes that the
Federal Register notice required by Section 189.a(1)(B)(i) need not include a finding that ITAAC
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have been met. Accordingly, § 2.105(b)(3) of the final rule does not include a requirement for

such a finding to be included in the Federal Register notice of intended operation.

8. Section 2.106, Notice of issuance.

Section 2.106(a) formerly provided that the NRC will publish in the Federal Register a
notice of issuance of a license or amendment of a license where a notice of proposed action
has been previously published, and notice of amendment of a nuclear power plant license.
However, that language did not require publication in the Federal Register that the Commission
has made the finding under § 52.103(g). Although the AEA does not require publication of a
notice of the Commission finding under § 52.103, the Commission believes that this publication
is desirable as a matter of public transparency and consistency with past practice of the Federal
Register publication of Commission action with similar effects (i.e., the issuance of a nuclear
power plant operating license). Accordingly, § 2.106(a) is revised to require Federal Register
publication of the Commission finding under § 52.103.

Section 2.106(b)(2) is also revised to set forth the minimum requirements for the
contents of a Federal Register notice of action, e.g., the manner in which copies of the safety
analyses, if any, may be obtained and examined, and a finding that the prescribed inspections,
tests, and analyses have been performed and that the acceptance criteria prescribed in the
combined license have been met, and that the license complies with the requirements of the
AEA and the NRC’s regulations. These provisions are the same as the existing requirements
with respect to notices of issuance for licenses and license amendments, but adds the
requirements with respect to ITAAC mandated by Section 185 of the AEA and part 52. The
NRC disagrees with the contention raised by the nuclear industry that Section 185 of the AEA

limits the NRC to a finding of compliance with respect to ITAAC under § 52.103(g). Nothing in
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the legislative history suggests that by adopting Section 185 of the AEA, Congress intended to
override the NRC’s long-standing practice of making findings of compliance with the Act and

the Commission regulations when issuing nuclear power plant licenses.

9. Section 2.109, Effect of timely renewal application.

Section 2.109 is revised to add conforming references to a combined license under
subpart C of part 52. The revised language clarifies that an application for a combined license
filed no later than 5 years before its expiration will not be deemed to have expired until the

renewal application has been finally determined.

10. Section 2.110, Filing and administrative action on submittals for standard

design approval or early review of site suitability issues.

In a conforming change, paragraphs (a) and (b) of § 2.110 are revised to refer to
subpart E of part 52 and appendix Q of part 50. Paragraph (c) is corrected by adding
§ 2.110(c)(2) to address the procedures applicable to administrative determinations of
submittals for early review of site suitability issues; formerly, paragraph (c) only refers to

standard designs.

11. Section 2.111, Prohibition of sex discrimination.

This section prohibits sex discrimination against certain persons with respect to, inter

alia, a license under the AEA. This section is revised to include standard design approvals
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under part 52, and petitions for rulemaking, including an application for a design certification

under part 52.

12. Section 2.202, Orders.

This section is revised by redesignating § 2.202(e) as § 2.202(e)(1), and adding
§§ 2.202(e)(2) through (5), to indicate the backfitting provisions in part 52 applicable to the
various licensing processes under part 52. No provisions were deemed necessary to address
issuance of orders representing backfitting of NRC approvals such as standard design
approvals. These approvals, by themselves, do not authorize third party action. Therefore, any
agency action to condition their use would not require an NRC order to the holder of a standard

design approval.

13. Section 2.340, Initial decision in certain contested proceedings; immediate

effectiveness of initial decisions; issuance of authorizations, permits, and licenses.

Section 2.340 addresses several different matters relating to the presiding officer’s initial
decision and its effect. The final rule reorganizes the paragraphs in this section in order to
better distinguish among these matters, reserves paragraphs (g) and (h) for future use by the
Commission, and makes substantial changes to these matters addressed in this section, as
discussed below. These changes are to the Commission’s rules of procedure and practice, and
the Commission is adopting the changes in final form without further notice and comment,

under the rulemaking provisions of the APA, 5 U.S.C. 5, 553(b)(A).
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Scope of presiding officer’s initial decision.

Formerly, paragraph (a) limited the scope of the presiding officer’s findings and
conclusions of law in initial decisions in contested proceedings for production or utilization
facility operating licenses to matters put into controversy by the parties. Matters not put into
controversy by the parties could only be examined by the presiding officer by direction of the
Commission, either on its own initiative or upon the presiding officer’s referral of the matter to
the Commission. In a conforming change, a new paragraph (b) is added to apply the limitation
in contested hearings under § 52.103(g) with respect to whether the acceptance criteria in a
combined license ITAAC have been, or will be met.

The § 2.340(a) limitation did not apply to a contested utilization facility construction
permit proceeding. Although the statement of considerations for the original rulemaking
adopting this limitation (in former § 2.760a) does not directly address the basis for this limitation
(see January 17, 1975; 40 FR 2973), the underlying rationale may be gleaned from the
Commission’s order in Consolidated Edison Co. of New York (Indian Point Nuclear Generating
Unit 3), 8 AEC 7 (1974) which engendered the rulemaking. In explaining that the Licensing
Board has no obligation at the operating license stage to inquire into matters which parties have
not raised and the Licensing Board itself has no reason to inquire, the Commission stated:

To have a Licensing Board engage in an idle exercise examining
issues just for the sake of examination - when the parties have not
raised such matters, and the Board is satisfied that there is
nothing to inquire about - would serve no useful purpose. This is
particularly true since an operating license proceeding is not to be

used to rehash issues already well ventilated and resolved at the
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construction permit stage. Alabama Power Co. (Joseph M. Farley
Nuclear Plant, Units 1 and 2), CLI-74-12 (RAI-74-3-203).

Id. at 8. Thus, the limitation was based, in part, upon the broader scope of inquiry for
the presiding officer at construction permit stage, which is a “mandatory hearing” required by
Section 189.a(1)(A). This rationale continues to apply today, and consequently the NRC does
not propose to alter the NRC'’s practice by extending the § 2.340(a)/§ 2.760a limitation to
construction permit (including early site permit) proceedings. Nor should the
§ 2.340(a)/§ 2.760a limitation apply in a part 52 combined license proceeding with respect to
matters that would otherwise be addressed and resolved in a construction permit issuance
proceeding.

The final part 52 rule includes several changes to implement the NRC’s conclusions in
this regard. Section 2.340(a) is revised to provide that the presiding officer in a contested
operating license proceeding shall make findings of fact and conclusions of law to, inter alia,
those matters for which § 2.104 specifies a presiding officer must determine. Paragraphs (b),
(c), and (d) are revised to address the scope of the presiding officer’s initial decision in a
combined license proceeding (including a renewal or amendment proceeding), in a proceeding
under § 52.103(g), and in a manufacturing license proceeding (including a renewal or
amendment proceeding).

As discussed previously, the former § 2.340(a)/§ 2.760a limitation applied only to
operating license proceedings, and did not apply to other contested proceedings which do not
require a “mandatory hearing,” which includes most materials licensing proceedings (with the
notable exception of the licensing of a uranium enrichment facility). The statement of
consideration in this document merely states that the rule codifies the Commission’s Indian
Point decision. (see January 17, 1975; 40 FR 2973 (first column)). Inasmuch as the Indian
Point proceeding involved a utilization facility license, it is likely that the Commission simply did
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not consider as part of the rulemaking the possibility of applying the limitation to non-production
or utilization facility proceedings, as opposed to making a deliberate decision not to apply the
limitation to non-production or utilization facility proceedings. Currently, the NRC believes that
with 30 additional years of hearing experience, there is no practical, compelling policy-based, or
legal reason why the § 2.340(a) limitation should not be extended to non-production or
utilization facility proceedings. Accordingly, the NRC is revising § 2.340 by adding a new
paragraph (c), which extends the existing limitation on the presiding officer’s initial decision in
contested proceedings to all other proceedings not covered by paragraphs (a) or (b) of § 2.340.
Although this change is not related to the part 52 rulemaking effort, the NRC is adopting this
change as part of the part 52 final rule to ensure that stakeholders understand the provisions of

§ 2.340 as an integrated whole.

Immediate effectiveness of presiding officer’s initial decision in production and utilization facility

proceedings.

The remainder of former § 2.340 was an amalgam of the Commission’s original rule
(10 CFR 2.764°) providing that a presiding officer’s initial decision in certain proceedings was
immediately effective upon issuance, combined with newer provisions - first adopted in 1979
and modified in 1981 - which suspended the immediate effectiveness rule. The “automatic
stay” provisions were adopted following the accident at TMI-2, in order to provide for the
Commission’s direct involvement in the issuance of nuclear power plant licenses. The
Commission first issued an Interim Statement of Policy and Procedure in October 1979, which

first noted that the TMI-2 accident was being investigated by the NRC and may result in

%31 FR 12774 (September 30, 1966).
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“significant changes in the Commission’s regulatory policy and in the procedures it employs to
license nuclear power facilities.” The Policy Statement then indicated that “new construction
permits, limited work authorizations, or operating licenses for any nuclear power plants shall be
issued only after action of the Commission itself.” (See October 10, 1979; 44 FR 58559.) Soon
thereafter, on November 9, 1979 (44 FR 65049), the NRC issued a Suspension of § 2.764 and
Statement of Policy on the Conduct of Adjudicatory Proceedings. As part of this final
rulemaking, the NRC adopted a new appendix B to part 2 addressing the suspension of
immediate effectiveness provisions in § 2.764, and providing for both Atomic Safety and
Licensing Appeal Board review and Commission review of the presiding officer’s initial decision.

On May 28, 1981 (46 FR 28627), the NRC issued a final rule which removed the need
for the Appeal Board review of a presiding officer’s initial decision, but retained a minimum 60-
day period for Commission review. The final rule was almost immediately amended to exclude
from Commission review presiding officer decisions authorizing fuel load and low-power testing
(September 30, 1981; 46 FR 47764). In 2004, the provisions in § 2.764 were transferred
without substantive change to a new § 2.340 as part of the general revision to 10 CFR part 2
(January 14, 2004; 69 FR 2182).

While the NRC’s 1979 and 1981 rulemakings were justified in light of the circumstances
at that time, other factors now lead the NRC to believe that the oversight provisions adopted in
1981 are no longer necessary or desirable in 2006. In the 25 years since the adoption of the
1981 provisions, the NRC’s regulatory framework and requirements for nuclear power plants
has evolved and strengthened. The NRC'’s technical requirements for nuclear power reactors
were substantially augmented in the years immediately following the TMI accident, and
thereafter have evolved to reflect lessons learned, new information, and the increasing
acceptance of risk-informed methodologies. Similarly, the NRC’s oversight of nuclear power
plants has evolved to reflect lessons learned, new information, and the maturation of risk
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assessment methodologies. Thus, the NRC believes it’s regulations may be revised to remove
the regulatory requirement for direct Commission involvement in all production and utilization
licensing proceedings. The Commission’s words in the May 1981 final rulemaking apply with
more force today:

This amendment does not compromise the Commission’s

commitment to the protection of public health and safety or to a

fair hearing process. Thorough technical safety reviews of license

applications by the NRC staff and the Advisory Committee on

Reactor Safeguards, the availability of public hearings on license

applications, and the Commission’s inherent supervisory authority

form the basis of the network of procedural safeguards intended

to implement this commitment to a fair decision process and

public health and safety. (May 28, 1981; 46 FR 28628 first

column)

The NRC’s commitment remains unchanged, and the NRC’s safeguards have been
strengthened since that time, for example, by refocusing the regulatory process to include
considerations of risk. In addition, the NRC’s rules of practice in part 2 provide several
procedural safeguards within the NRC’s administrative process, including: (1) a petition for
presiding officer reconsideration under § 2.345; (2) a petition for Commission review under
§ 2.341; and (3) a motion for a stay with the presiding officer or the Commission under § 2.342.

By removing the “automatic stay” provisions in former § 2.340(f) and (g), the NRC’s
administrative process will be completed in less time, thereby benefitting all parties from the
reduction in litigation resources without compromising the fairness of the overall hearing
process. Faster completion of the adjudication will also enable aggrieved parties to more
quickly seek relief via an appeal to a U.S. Circuit Court of Appeals. The NRC believes that
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Congress intends the Commission to conduct fair, but efficient, hearings with respect to
licensing, and to remove unnecessary hearing procedures which do not contribute to such a
hearing process. This is evidenced by Section 189 of the AEA, as amended by the Energy
Policy Act of 1992, which directs the Commission to issue, “to the maximum possible extent,” a
final decision on issues raised with respect to acceptance criteria by the anticipated date for
initial loading of fuel. The Commission concludes that the changes to § 2.340 are consistent

with applicable law, and will provide tangible benefits to all parties in NRC adjudications.

Immediate effectiveness of presiding officer’s initial decision in other, non-production or

utilization facility proceedings.

As noted previously, the 1981 final rulemaking provided for an “automatic stay” to
provide for direct Commission involvement in the issuance of nuclear power plant licenses.
Since that time, the NRC has extended the “automatic stay” provisions in § 2.340 to other
licensing contexts, such as independent spent fuel storage facilities (ISFSIs) at sites away from
nuclear power reactors, monitored retrievable storage (MRO) licenses, and provided for a
parallel provision in 10 CFR part 61 for low-level waste (LLW) facilities, see 10 CFR 2.1211.
The NRC did not explain the basis for requiring direct Commission involvement in the issuance
of a part 61 LLW license (see 47 FR 57446; December 27, 1982), although one could surmise
from the timing of the rulemaking that the factors underlying the 1981 rulemakings also were
the basis for the 1982 rulemaking’s provision providing for direct Commission involvement in
part 61 license issuances. The NRC'’s original intent in requiring direct Commission
involvement in the issuance of specific ISFSI licenses and a MRS license was the lack of
regulatory experience (see, e.g., 60 FR 20879 and 20883; April 28, 1995), and, therefore, is
somewhat different from the motivating factors for the 1981 rulemakings. In any event, the
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NRC now has had the benefit of experience in licensing a specific ISFSI, as well as several
specific ISFSIs located at reactor sites. Thus, the NRC has come to a recognition that the
safety, security and regulatory issues associated with these licenses are of less complexity than
those associated with nuclear power plants, and that the NRC has greater time to respond to
potentially adverse situations. Compare 46 FR 47764, at 47765 (issuance of licenses for
activities involving minimal risk to public health and safety, and greater time to take corrective
action, do not require Commission involvement). Furthermore, the Commission possesses
general supervisory authority over the NRC staff and may direct the staff to keep the
Commission appraised of licensing status and issues for such licenses. Accordingly, the NRC
concludes that there is little regulatory benefit to be provided by a rule requiring direct
Commission involvement in the issuance of these licenses and that the provisions in § 2.340
providing for such involvement should also be removed as part of this streamlining of the

regulatory process.

Issuances of authorizations, permits, licenses, and § 52.103(qg) findings.

Former paragraph (c) of § 2.340 provided that the appropriate staff Office Director was
authorized to issue certain delineated licenses, including license amendments, construction
permits, and construction authorizations, within 10 days from the date of issuance of an initial
decision. The former language could be erroneously read as requiring the Director to issue a
license following an initial decision on a contested matter, even if other issues not contested
had yet to be resolved by the NRC staff. In addition, paragraph (c) did not address the
issuance of a finding under § 52.103(g). To resolve these concerns, new paragraphs (i), (j),
and (k) are added to § 2.340. In general, each paragraph authorizes the appropriate staff
Office Director to issue the delineated license, permit, authorization or finding within 10 days
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from the issuance of an initial decision, if all other safety and environmental findings necessary
for issuance of the license, permit, authorization or finding have been made, notwithstanding
the pendency of various petitions or motions for reconsideration, review or stay before the
presiding officer or the Commission.

Paragraph (i) authorizes the Director of Nuclear Reactor Regulation (NRR) or the
Director of the Office of New Reactors (NRO), as appropriate, to issue nuclear power plant
licenses, including amendments, permits and authorizations, within 10 days of the initial
decision. Paragraph (j) authorizes the Commission or the appropriate staff Office Director to
make the finding under 10 CFR 50.103(g) that the acceptance criteria in a combined license
have been met. Finally, paragraph (k) addresses the issuance of other licenses that are issued
by the Director of Nuclear Material Safety and Safeguards (NMSS). Typical licenses of this
type would be materials licenses for, inter alia, medical uses, well logging, radiography,

irradiators, and research.

14. Section 2.390, Public inspections, exemptions, requests for withholding.

Section 2.390 governs the availability of NRC records and documents regarding a

license, permit or order, and implements the Freedom of Information Act (FOIA). This section

is revised to make clear that its provisions also applies to NRC records and documents

regarding standard design approvals under part 52.

15. Subpart D—Additional Procedures Applicable to Proceedings for Issuance of

Licenses for Nuclear Power Plants of Identical Design at Multiple Sites.

-231-



Formerly, subpart D of part 2 set forth the Commission’s administrative and hearing
procedures for proceedings for issuance of construction permits and operating licenses under
part 52 for nuclear power plants of “duplicate” design at multiple sites. The requirements
governing the content of such applications and the technical consideration of such applications
are set forth in 10 CFR part 50, appendix N, which was “transferred” to part 52 as part of the
1989 part 52 rulemaking. However, the 1989 rulemaking did not remove appendix N from
part 50, nor did the Commission make conforming changes to appendix N in part 52 to make its
provisions applicable to combined licenses under subpart C of part 52. As discussed
elsewhere, in the March 2006 proposed rule the Commission proposed deleting appendix N in
part 52, and retaining these provisions in part 50. Although no comment was received on this
proposal, the Commission has decided to withdraw its proposal to delete appendix N in part 52.
Instead, the Commission is revising appendix N in part 52 to apply only to proceedings for
combined licenses under subpart C of part 52 (appendix N in part 50 will continue to address
proceedings for construction permits and operating licenses under that part).

To reflect the expanded scope of appendix N of part 52 and to ensure that all of the
NRC'’s regulations use consistent terminology, the Commission is revising subpart D of part 2
as part of this final rulemaking. Inasmuch as the changes to the provisions in subpart D
constitute revisions to the Commission’s rules of procedure and practice, the Commission may
adopt them in final form without further notice and comment, under the rulemaking provisions of

the APA, 5 U.S.C. 553(b)(A).

16. § 2.400, Scope of subpart.

This section is revised to refer to both appendix N of both part 50 and part 52, in order

to reflect the Commission’s determination that the appendix should be retained in both parts,
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and that the procedures in the appendices (both of which refer to this subpart) should apply to
applications for construction permits, operating reactors, and combined licenses of identical
design. In addition, § 2.400 is revised to use the term “identical design,” instead of the former
“essentially the same design,” so that subpart D and appendix N of part 50 and part 52 use

identical terminology.

17. § 2.401, Notice of hearing on construction permit or combined license

applications pursuant to appendix N of 10 CFR parts 50 or 52.

Paragraph (a) of § 2.401 is revised to indicate that notices of hearing will be published
for both construction permits under part 50 and combined licenses under part 52. Notices of
the issuance of operating licenses is addressed, as was the case under the former provisions of
subpart D, in § 2.403. No other substantive changes are intended by this revision.

Paragraph (b) remains unchanged.

18. § 2.402, Separate hearings on separate issues; consolidation of proceedings.

Both paragraphs of this section are revised to refer to applications under part 50 and

part 52. No other substantive changes are intended by this revision.

19. § 2.403, Notice of proposed action on applications for operating licenses

pursuant to appendix N of 10 CFR part 50.
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This section is revised to refer to operating licenses issued under part 50, rather than
part 52. This reflects the Commission’s determination that appendix N of part 50 applies to
construction permits and operating licenses, whereas appendix N of part 52 applies to

combined licenses under subpart C of part 52.

20. § 2.404, Hearings on applications for operating licenses pursuant to

appendix N of 10 CFR part 50.

This section is revised to make clarifying changes by adding references to a presiding
officer, correctly referring to the Chief Administrative Judge, and removing a reference to the

atomic safety and licensing board. No substantive changes are intended by this revision.

21. § 2.405, Initial decisions in consolidated hearings.

This section is revised by requiring the presiding officer to issue a separate partial initial
decision on the common design. Section 2.405 is also revised by clarifying that the presiding
officer may, if otherwise determined under the consolidation provisions of § 2.317(b), issue a
consolidated decision for those proceedings. No other substantive changes are intended by

this revision.

22. § 2.406, Finality of decisions on separate issues.

This section is revised to refer to both appendix N of both part 50 and part 52. No other

substantive changes are intended by this revision.
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23. § 2.407, Applicability of other sections.

This section is revised to correctly reference subparts C, L, and N of part 2. No other

substantive changes are intended by this revision.

24. Section 2.500, Scope of subpart.

This section is revised by adding a conforming reference to subpart F of part 52 on

manufacturing licenses.

25. Section 2.501, Notice of hearing on application under subpart F of part 52 for

a license to manufacture nuclear power reactors.

This section is revised by adding a conforming reference to subpart F of part 52 on
manufacturing licenses. In addition, paragraph (b) of this section is revised by removing the
detailed requirements governing the content of the notice of hearing published in the Federal
Register, and instead referencing proposed § 2.104(f). As previously discussed, the
Commission is consolidating in § 2.104 the requirements governing the content of a notice of
hearing with respect to part 52 licensing and regulatory approval processes (with the exception

of standard design certifications, which are addressed in subpart H of part 2).

26. Sections 2.502, 2.503, and 2.504.
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The text of these section are removed, and their places are reserved in the final rule,
because the matters addressed in these sections, regarding finality and the referencing of a
manufactured reactor in a combined license, are addressed with greater specificity in the

revisions to subpart F of part 52.

27. Subpart F, Additional Procedures Applicable to Early Partial Decisions on Site
Suitability Issues in Connection with an Application for a Construction Permit or

Combined License for Certain Utilization Facilities

Subpart F provides special procedures for the acceptance, docketing, administrative
consideration, the conduct of hearings, and the presiding officer’s issuance of a partial initial
decision in licensing proceedings where there is early submittal of site suitability information in
connection with an application for a construction permit or operating license, as described in
§ 2.101(a—1). As discussed earlier, the Commission has revised § 2.101(a—1) to allow
applicants for combined licenses under part 52

The Commission has reorganized subpart F in an attempt to improve its usability (the
reorganization is reflected in the provisions of § 2.600, Scope of subpart). Requirements
applicable to partial decisions in construction permit proceedings continue to be addressed in
§§ 2.602 through 2.606; a new subheading is added before § 2.602 to reflect the subject matter
of these sections. The new requirements applicable to partial decisions in combined license
proceedings are in §§ 2.621 through 2.629; a new subheading is also added before § 2.621 to
reflect the subject matter covered by these sections. Section 2.629, which has no analogous
provisions in §§ 2.602 through 2.606, is added by the Commission to ensure that the finality of

a presiding officer’s partial initial decision in a combined license proceeding is clearly addressed
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using regulatory language similar to that used in the finality provisions in part 52, e.g., §§ 52.39,
52.63, 52.98.
Section 2.601 is revised to correctly list subparts A, C, G, L, and N of part 2 as subparts

which are either applicable to or may be utilized in proceedings under subpart F.

28. Section 2.800, Scope and applicability.

Subpart B of part 52 sets out the requirements applicable to Commission issuance of
regulations granting standard design certification for nuclear power facilities. Standard design
certifications are approved through a rulemaking proceeding, and, in concept, the applicant for
a design certification may be considered as a petitioner for rulemaking. However, subpart H of
part 2, which sets forth the Commission’s procedures governing rulemaking, including petitions
for rulemaking, did not specifically address design certification. Furthermore, based upon the
Commission’s experience with three final design certification rules and a proposed design
certification rule, it is clear that some of the procedural requirements applicable to petitions for
rulemaking are not well-suited to the administrative process for determining a design
certification application, e.g., the existing prohibition against pre-application consultation with
the NRC. These consultations between potential license applicants and the NRC staff are not
currently prohibited and indeed are encouraged by the Commission to enhance NRC resource
planning and to facilitate early identification and resolution of technical and regulatory issues.
An application for design certification is more like a license application than a traditional petition
for rulemaking, and the current prohibition against pre-application consulting appears to be
inconsistent with the Commission’s strategic objectives of safety, effectiveness, and
management excellence. The Commission also believes, based upon its experience, that

administrative provisions ordinarily applied in the context of licensing (e.g., docketing and
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acceptance review, denial of application for failure to supply information), should also be
available for application as appropriate in its determination of design certification applications.
For these reasons, the Commission is revising subpart H of part 2 to address standard
design certifications. Section 2.800 is revised to delineate which provisions of subpart H are
applicable to all petitions for rulemaking, and which provisions are applicable only to initial
applications for design certification and applications for amendments to existing design
certification rules filed by the original applicant (or successors in interest). The title of § 2.800 is
revised to reflect the additional function of this section. New §§ 2.811 through 2.819 are added
to address initial applications for design certification as well as applications for amendments to
existing design certifications filed by the original applicant (or successors in interest), and are
based upon §§ 2.101, 2.107, and 2.109. Petitions for amendment of existing design
certification, which are filed by third parties other than the original applicant for that design
certification (or successor in interest), will be treated as an amending petition for rulemaking

under the provisions of §§ 2.801 through 2.810.

29. Section 2.801, Initiation of rulemaking.

In a conforming change, § 2.801 is revised to refer to applications for standard design

certification rulemaking.

30. Section 2.811, Filing of standard design certification application; required

copies.
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New § 2.811 clarifies the requirements that are related to the filing of applications for
standard design certifications. The requirements in this section are derived from procedural
requirements for license applications located in several different regulations in part 50.

Section 2.811(a), which is analogous to § 50.4(a), identifies the NRC addresses where an
application for a standard design certification must be filed, and provides the requirements for
electronic submission of a design certification application. Section 2.811(b), which is analogous
to § 50.30(a)(1) and (3), provides that a standard design certification application must meet the
written communications requirements in § 2.813. Section 2.811(c), which is analogous to

§ 50.30(a)(2), requires the applicant to have the capability to make and supply additional copies
of the application upon NRC request. Section 2.811(d), which is analogous to the requirement
in § 50.30(a)(4), requires the applicant to make a copy of the updated application for use by any
party in a hearing conducted under subpart O of part 2 (a legislative-style hearing).

Section 2.811(e), which addresses pre-application consultation with the NRC staff, provides
that the potential applicant for a design certification may consult with the NRC on the subject
matters listed in § 2.802(a)(1)(i) through (iii), including the procedure and process for filing and
processing an application for a design certification. However, § 2.811(e) also allows the
prospective standard design certification applicant to consult with the NRC staff on substantive
technical and regulatory matters relevant to the design certification; the prohibitions in

§ 2.802(a)(2) do not apply to these consultations.

31. Section 2.813, Written communications.

New § 2.813 contains procedural and “housekeeping” requirements governing written
communications with the NRC, and are derived from analogous requirements located in several

different regulations in part 50. Section 2.813(a) is analogous to § 50.4(a). Section 2.813(b) is
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analogous to § 50.4(c), and sets forth the requirement that written copies be submitted in
permanent form on unglazed paper. Section 2.813(c) is analogous to § 50.4(d), and expresses
the Commission’s preference that the upper right corner of the first page of the applicant’s
submission set forth the specific regulation or other basis which instigated the written

communication.

32. Section 2.815, Docketing and acceptance review.

New § 2.815 is analogous to § 2.101(a)(2), and permits the NRC to conduct a review to
determine whether the application is complete (i.e., addresses all matters specifically required
by NRC regulation to be addressed in an application) and acceptable for docketing.

Section 2.815(a) provides that the NRC may determine, in its discretion, the acceptability for
docketing of an application based on the technical adequacy of the application, not just on the

completeness of the application.

33. Section 2.817, Withdrawal of application.

New § 2.817 is analogous to § 2.107, and addresses the procedures that the NRC will

follow if a design certification applicant withdraws its application. Section 2.817 also provides

for a notice of action on the withdrawal on the NRC Web site if the notice of application was

published on the NRC Web site.

34. Section 2.819, Denial of application for failure 