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Preface

This document summarizes comments the U.S. Nuclear Regulatory Commission (NRC)
received in response to publication of a proposed rule on Licenses, Certifications, and
Approvals for Nuclear Power Plants in the Federal Register (FR) on March 13, 2006 (71 FR
12782). The notice requested comments on 15 specific questions and on NRC’s proposed
revisions to Title 10 of the Code of Federal Regulations (10 CFR) Part 52 and on proposed
changes throughout the Commission’s regulations to clarify the applicability of various
requirements to each of the processes in Part 52 (i.e., early site permits, standard design
approvals, standard design certifications, combined licenses, and manufacturing licenses). The
NRC received 19 comment letters during the public comment period which ended on May 30,
2006. The NRC also received seven comment letters submitted well after the public comment
period closed. These late-filed comments are addressed in a separate section at the end of
this document. For each comment letter, the NRC assigned a sequential number, and then
also assigned numbers to topics or issues within the document. This report is generally
structured to match the outline of the final rule Federal Register notice.

Appendix A to this report contains a table that identifies the comment number and the
commenter name and organization.

viii



Summarized Comments Received By Issue

1 Background (Development of 2003 & 2005 Proposed Rules)

No comments received.

2 Overview of Public Comments (summary & pointers to other sections)

No comments received.

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

Comments 007-11, 005, 006, 009, 010, 012, 013, 014, 015, 016, and 017:" Several
commenters identified four types of changes in the proposed rule: (1) changes to Part 52 to
copy some requirements and contain references to other requirements from Part 50 and other
regulations, (2) changes to Part 50 and other regulations to contain references to Part 52,

(3) changes to Part 52 that would delete the existing provisions in 10 CFR 52.83 and modify
other regulations such as 10 CFR 52.81 to delete the statement that Part 50 and other
regulations apply to the extent “technically relevant,” and (4) 10 CFR 52.0, which contains
general provisions regarding the applicability of other parts. The commenters stated that they
understood the changes were not intended to impose new requirements on Part 52 applicants,
but instead to clarify which requirements were applicable to Part 52 applicants (i.e., the
changes were not meant to be substantive). The commenters stated that they nevertheless
had a number of concerns with the proposed rule. They noted proposed § 52.0(b) stated that
unless otherwise specifically provided for, the regulations in 10 CFR Chapter | would apply to a
holder of, or applicant for, an approval, certification, permit, or license. The commenters
believed this sentence was “unnecessary” and conflicted with other provisions in § 52.0(b),
which stated that only the “applicable” provisions applied. The commenters also expressed
concern that the NRC may have missed applicable requirements or provisions (e.g., past
mistakes in Part 171 that were corrected in the Notice of Proposed Rulemaking). The
commenters stated that in order to account for such inadvertent oversights by the NRC and
reviewers, it was “critical” that Part 52 contain language similar to that currently in §§ 52.81 and
52.83 (i.e., “applicable as technically relevant” language to encompass regulations meant to
apply to Part 52 applicants that are not specifically addressed in the proposed rule). The
commenters expressed the belief that no downside existed to retaining this existing language.

NRC Response: While the Commission understands the concerns of the commenters, the
Commission declines to adopt the solution presented by one of the commenters. As that
commenter recognizes, the Commission’s approach in the proposed rule was to: (i) adopt
regulatory language that made clear that all “applicable” Commission requirements throughout

'Commenters 005, 006, 009, 010, 012, 013, 014, 015, 016, and 017 all fully endorsed and supported the
Nuclear Energy Institute’s (NEI's) comments of May 30, 2006. Therefore, all of these commenters are included in
each of NEI's May 30, 2006 comments (comment number 007). For simplicity, these comment numbers are not
repeated in this document for each comment.



10 CFR Chapter | apply to holders or applicants for Part 52 licenses and approvals (first
sentence of § 52.0(b)), and to the Part 52 licenses and approvals themselves (second sentence
of § 62.0(b)); and (ii) conform the language of the Commission’s regulatory language, wherever
necessary, to explicitly delineate what requirements are “applicable” to the licensees,
applicants, licenses, and approvals. The commenter’ correctly adduces the potential weakness
in this approach, viz., that there may be an inadvertent failure by the Commission to identify a
necessary conforming change in the one or more of the Commission’s regulations.

However, in the Commission’s view, the proposed solution presented by one of the
commenters presents more significant problems with respect to regulatory certainty and
stability. If the Commission were to adopt the commenter’s suggestion of inserting the phrase,
‘technically relevant,” into §§ 52.0, 52.58, 52.81, 52.139, and 52.159, this would re-introduce to
some extent the problem, present in the original Part 52 rule, of determining whether any
particular Commission requirement in 10 CFR Chapter | is, in fact, “technically relevant” to any
particular licensee, applicant, license, or approval. This could lead to unnecessary disputes
between an applicant and the NRC whether a particular NRC requirement, silent on its face as
to its applicability to that applicant, nonetheless is “technically applicable” and therefore must be
complied with. A licensee’s failure to comply with what NRC regards as “technically relevant”
requirements would be the focus of enforcement. Finally, interested persons in a licensing
proceeding would be able to request a hearing on the basis that a particular “technically
relevant” regulation was neither addressed in the application nor otherwise complied with by the
applicant.

Inasmuch as the commenter’s proposed suggestion would not effectively address the earlier-
identified concerns on the ambiguity of the term, “technically relevant,” the Commission declines
to adopt the commenters’ proposed changes in the final Part 52 rule. The Commission believes
that any inadvertent failure by the Commission to properly delineate the applicability of a
provision in the Commission’s regulations can be dealt with on a case-by-case basis through
rulemaking or Commission order (e.g., under the provisions of 10 CFR 2.335).

4 Responses to Specific Requests for Comments (Questions A-O)

4.1 Question 1: General Provisions - Create new Subpart in Part 50 — not update
Part 52

Comment 007-88: Commenters stated the clarity of the regulations would not be enhanced by
moving provisions from Part 52 to Subpart 50. The commenters argued that in addition to not
eliminating existing confusion, such a content shift would create new confusion because current
documents referencing Part 52 would become “obsolete.”

NRC Response: The Commission has decided not to transfer provisions from Part 52 to a new
subpart in Part 50, inasmuch as: (i) no commenter favored transferring provisions from Part 52
to a new subpart in Part 50, (ii) either approach is legally equivalent, and (iij) 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.

4.2 Question 2: EP Major Features - Revise options for proposing major features of
emergency plans in ESP process

Comment 007-89: Several commenters suggested the current process for addressing major
features of emergency plans (EP) in the early site permit (ESP) be retained without
modification. 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. Commenters identified a
need to clarify the definition of “major features” of the EP to make it less restrictive.
Commenters [believed that the approved major features were acceptable elements of a
“‘complete and integrated emergency plan that would be considered later.” 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). Commenters referenced comments made in excerpt 007-16.

NRC Response: Based on 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.

4.3 Question 3: Appendix Q - Retain the Early Site Review Process

Comments 007-43 and 007-90: Commenters expressed concern about the loss of flexibility to
assess site suitability that would result from the deletion of Appendix Q. Commenters believed
that Appendix Q (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 Application
(COLA) in instances where prior completion of an ESP was not feasible. Commenters argued
for the efficiency of Appendix Q and Subpart F because only applicant-selected issues would
be reviewed during these processes. 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 for
reasons mentioned in excerpt 007-90 (summary Sections 4.3, 5.3, and 4.4.22).

NRC Response: Commenters expressed concern about the loss of flexibility to assess site
suitability that would result from the deletion of Appendix Q. Commenters believed that
Appendix Q (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 COLA in instances where prior completion
of an ESP was not feasible. Commenters argued for the efficiency of Appendix Q and
Subpart F because only applicant-selected issues would be reviewed during these processes.
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. Despite these commenters’ concerns, the
NRC has decided to go forward with removal of Appendix Q from Part 52 in the final rule.



However, the NRC 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 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). The Commission believes that sufficient flexibility will be retained for
future combined license applicants with the preservation of the provisions in § 2.101(a—1) and
Subpart F of Part 2 and that there is little value in also retaining the provisions in Appendix Q.

4.4 Question 4: ML Finality - Provide future option for NRC approval of ITAAC for
manufacturing

Comment 007-91: Commenters requested that applicants for manufacturing licenses be
allowed, but not required, to use inspections, tests, analyses, and acceptance criteria (ITAAC)
to ensure that an “as-manufactured plant conforms to the important design characteristics
specified in the application for the manufacturing license.”

NRC Response: The Commission has decided to defer consideration of this alternative, 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 requlatory 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.

4.5 Question 5: 50/52 Segregation - Remove provisions allowing a construction
permit applicant to reference an ESP or DC

Comment 007-92: 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 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 commenters response 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.

4.6 Question 6: Fuel Load Date - Require notification of NRC of the scheduled date
for fuel loading

Comment 007-93: Commenters stated that a rule change was unnecessary to address the
NRC notification because a guidance from the NRC would be sufficient. Commenters
suggested that 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 had 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 update notifications, when the schedule has not changed,
will not be burdensome.

4.7 Question 7: Op Programs - Additional required operational programs that should
be described in a COL

Comment 007-94: 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 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 [§ 562.79(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 staff requirements
memorandum (SRM) SECY-02-0067 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 [emphasis added].

4.8 Question 8: Backfitting - Reproduce backfitting requirements in Part 52

Comment 007-95: Commenters stated that NRC’s alternative approach to addressing
backfitting was unnecessary to clarify the application of the backfitting 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 Commission has decided to revise § 50.109 to include the conforming
changes, rather than adopting a backfitting provision in Part 52, inasmuch as no commenter
favored the alternative approach of adopting a backfitting provision in Part 52, and both
approaches are legally equivalent.

Comment 013-4: A commenter expressed support for the NRC’s proposed Part 52 protection
against backfitting. The commenter supported the NRC’s proposed language for 10 CFR
50.109 cross-references to applicable provisions of Part 52, which would provide backfitting
protections for the Part 52 licensing process.

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

4.9 Question 9: ESP Updates - Updating environmental and emergency preparedness
information

Updating ESPs

Comments 007-96 and 011-19: 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). 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. Commenters also believed that an
updated requirement would run counter to NRC regulations. 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 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 (see excerpt 007-46 in
summary Section 5.3.2 for further discussion of this topic). The 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: The NRC agrees with the commenter that ESP holders should not be required
to update the information in the ESP application. NRC also agrees with the commenter that the
ESP holder should have the option of requesting an ESP amendment in order to resolve issues
not previously addressed, and has added rule language to Sections 50.90 through 50.92 to
include ESP holders. The NRC agrees that a COL applicant can use the authority under

§ 52.27(c) to reference a site for which an ESP application had been docketed but not
approved; if an amendment to the ESP is granted, it would then be part of the pending ESP
application. The response to the comment concerning changes to ESP emergency planning
information using § 50.54(p) is discussed in Section 5.3.2 of this report.

4.10 Question 10: Living Probabilistic Risk Assessment (PRA) - Update of PRA and
schedule for update

Comment 007-97: Several commenters noted the NRC had stated that PRA scope and
methods should be addressed in guidance, not in regulations (SRM on SECY-05-0203).
Commenters supported the notion that PRA update frequency be addressed in guidance rather
than regulations. 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, commenters stated the plant-specific PRA used to support a COL application that
references a design certification would essentially be the design certification PRA.

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. 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 would be available prior to
fuel load for NRC audit and to support plant operations. Commenters suggested that the
update of the plant-specific PRA during construction was a matter suitable to guidance.

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 safety issues
performed by or on behalf of the licensee at the NRC’s request. The commenters stated that
new analyses and evaluations were often performed using design-basis assumptions that may
not be appropriate for a PRA. 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: As discussed in further detail in Section V.D.6.b of the final rule Federal
Register notice, the Commission is adopting requirements to require maintenance of a PRA,
and periodic upgrades every 4 years, by a COL holder beginning at the time of initial operation.
These updates are not required to be submitted to the NRC, but instead should be maintained
by the licensee for NRC inspection.

411 Question 11: AP1000 - NEl-proposed changes for DCRs

Comment 007: 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.

NRC Response: The NRC has reconsidered the comments from NEI on the AP1000 design
certification rule (DCR) that were generic to all of the DCRs in Appendices A - D of Part 52.
The NRC's resolution of the generic DCR comments are set forth in the responses to
Question 11 in Section IV of the Federal Register Notice. The additional comments on
Question 11 that were submitted by NEI are discussed below.

Comment 007-98: 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.

NRC Response: The NRC agrees with this comment and believes that the section-by-section
analysis for the AP1000 DCR (71 FR 4475) provides the necessary guidance on bracketed
information in the generic technical specifications and the investment protection short-term
availability controls.

Comment 007-99: 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.



Commenters 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. Commenters noted that in the Statements of Consideration
accompanying the AP1000 final rule, NEl recommended a change to the Definitions

(Section 111.B of that rule, 71 FR 4466). 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.” Commenters believed that this NRC position was in conflict with the current

§ 52.79(b), which states that the COL application’s FSAR “may incorporate by reference the
final safety analysis report for a certified standard design,” and with § 50.32, which provides for
incorporation by reference to eliminate repetitive information. 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. Commenters claimed this interpretation of
incorporation was validated by NRC staff during the DG-1145 workshops. The commenters
stated support for this interpretation and requested the NRC explicitly describe that either
approach is acceptable.

NRC Response: Regarding comment (f), the NRC agrees to use the term “include” rather than
“physically include” and has modified Section IV of the DCRs. Commenters also requested
clarification on the permissible method of incorporating the generic design control document
(DCD) in the plant-specific DCD portion of the combined license (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 - 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.

Comment 007-100: While 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. Commenters believed that this section states the departure is not considered
to be a resolved issue under Section VI of the design certification rules. 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. Commenters expressed support for the
revision of Section VIII.B.6. of the design certification rules to make it consistent with

Section VIII.B.5 of the design certification rules. 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.

NRC Response: The NRC does not agree with the request to modify 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.

Comment 007-101: 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. Commenters stated that the operational requirements in the design
certification proceeding should be afforded the protection of the backfit rule. Commenters
supported a revision to Section VIII.C.3 of the design certification rules to include a reference to
§ 50.109 for these changes.

NRC Response: The NRC does not agree with NEI's recommendation to modify

Section VIII.C.3 of the DCRs. NEI wants the NRC to 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 25805; May 12, 1997). The Commission has decided that plant-specific departures
should not have to meet the backfit requirements in § 50.109.

Comment 007-102: 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. Commenters described this
requirement as “unduly burdensome.” 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. 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. Commenters recommended Section VIII.C.4 be
amended to state that a departure from an operational requirement does not require an
exemption.

NRC Response: 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
25825; May 12, 1997). If the generic technical specifications were not reviewed, then there is
no restriction on plant-specific changes to the technical specifications or other operational
requirements and exemptions are not required. Because this guidance exists in the section-by-
section discussion for the DCRs, the NRC has decided that changes are not necessary.

Comment 007-103: Several commenters mentioned information from NEI's September 30,
2003, response to the 2003 Part 52 Notice of Proposed Rulemaking. 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. Commenters stated, “The basic definition of ‘change or
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departure’ should precede the definition of departure from a method of evaluation.”
Commenters recommend adding the new definition as paragraph 11.G and renaming the final
two paragraphs as Il.H and I1.1.

NRC Response: The NRC does not agree with the recommendation to add a definition of
“departure” to Section Il of the DCRs. The NRC has provided an explanation of the term
“departure” as used in the DCRs in Section V.C.4 of the Federal Register Notice.

412 Question 12: ITAAC Schedule - ITAAC required prior to fuel loading

Comment 007-105: 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. Commenters stated that the COL holder would have
schedules at the site, and those schedules would be available for NRC review. 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, the commenters noted that
a COL applicant/holder would likely consider detailed schedule information proprietary
information, which would make its submission, in this case, inappropriate.

Several commenters also stated it was “wrong” to require completion of ITAAC in a set time
period prior to fuel loading and operation. Commenters indicated that a COL holder 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. 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. 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
schedules for completing the inspections, tests, or analyses in the ITAAC. The NRC has added
a new paragraph (a) in § 52.99 that requires a licensee to submit to the NRC, no later than

1 year after issuance of the combined license or at the start of construction as defined in

10 CFR 50.10, whichever is later, its schedule 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. If an applicant claims that its construction schedule
information submitted to the NRC is proprietary, and requests the NRC to withhold that
information under the Freedom of Information Act (FOIA), the NRC will consider that request
under the existing rules governing FOIA disclosure in 10 CFR 2.309(a)(4).
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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 more
closely follow the language of Section 185b. of the AEA and to clarify that the notification must
contain sufficient information to demonstrate that the prescribed inspections, tests, and
analyses have been performed and that the prescribed 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 term “sufficient information” requires, at a minimum, a summary
description of the bases for the licensee’s conclusion that the inspections, tests, or analyses
have been performed and that the prescribed acceptance criteria have been met. The NRC
plans to prepare regulatory guidance, in consultation with interested stakeholders, to explain
how the functional requirement to provide “sufficient information” with regard to ITAAC
submittals could be met.

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 paragraph (c)(1) of this section for all ITAAC, then the licensee
shall notify the NRC that the prescribed inspections, tests, or analyses for all uncompleted
ITAAC will be performed and that the prescribed acceptance criteria will be met prior to
operation. 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 prescribed inspections, tests, or analyses will be performed and the prescribed
acceptance criteria for the uncompleted ITAAC will be met. The term “sufficient information”
requires, at a minimum, a summary description of the bases for the licensee’s conclusion that
the inspections, tests, or analyses will be performed and that the prescribed acceptance criteria
will be met. In addition, “sufficient information” could include, but is 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 will be 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 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) of the AEA.

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
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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 have sufficient information to
address 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 plans to prepare
regulatory guidance providing further explanation of what constitutes “sufficient information” that
must be submitted under paragraphs (c)(1) and (c)(2) demonstrating that the inspections, tests,
or analyses for ITAAC have been or will be completed and the acceptance criteria for the
ITAAC have been or will be met. The NRC expects that any contentions submitted by
prospective parties regarding uncompleted ITAAC would focus on any inadequacies of the
specific procedures and analytical methods described by the licensee under paragraph (c)(2), in
the context of the findings called for by § 52.103(b)(2).?

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.

413 Question 13: ML Hearing - Provide opportunity for hearing by rule

Comments 007-106, 005-27(a), and 005-22: Several commenters stated there was no need
to require mandatory hearings for manufacturing licenses, or that the need for such hearings
was unclear. Commenters expressed the belief that such hearings were not an appropriate
method for reviewing and resolving technical issues. Commenters advised that the decision to
request a hearing be left to either the NRC staff or stakeholders.

2Inasmuch as the ITAAC themselves have already been approved by the NRC and their adequacy may not
be challenged except under the provisions of § 52.103(f), a contention which alleges the deficiency of the ITAAC is
not admissible under § 52.103(b).
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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 Atomic Energy Act (AEA) (71 FR 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.

4.14 Question 14: DCR Changes - Changes to design certification rules

Comments 006-2, 006-3, 006-4, 006-5, 007-9, 007-107, 009-3, and 016-2: Several
commenters urged that current § 52.63 should be revised to allow the design certification
applicant to obtain amendments to the design certification rule. The applicant should be able to
petition the Commission for an amendment to incorporate “beneficial” changes to the design
certification. Current NRC regulations appear to prevent any amendment to a design once the
design has been certified by rule. Additional design work and other circumstances may result in
a need for the applicant to make an amendment. Proposed changes should be permitted
where they maintain both protection of the public health and safety and common defense and
security. Such a process would result in worthwhile benefits in terms of improvements in
safety, efficiency, and reliability relating to the design, construction, and operation of the plant.
Amendments to the design certification rule to make beneficial changes should be permitted
until the first COL referencing the design has been issued. If changes are needed after one or
more nuclear power plants utilizing an approved standardized design are licensed and
operating, then the amendments should only apply to plants that are not yet in operation.

NRC Response: The Commission decided to revise § 52.63 to include an amendment process
for design certifications that allows for: (1) generic resolutions of design acceptance criteria;

(2) correction of material errors; or (3) other changes that increase standardization, without
meeting the special backfit requirement in the former § 52.63(a)(1). The Commission included
a provision that allows for changes that substantially increase overall safety, reliability, or
security, which is similar to the backfit process in § 50.109. These amendments will apply to all
plants that have referenced or will reference the DCR. The NRC believes that this process will
enhance standardization by further completing or correcting the certification information and
applying the amendments to all plants. A detailed discussion of the changes to this amendment
process is provided in Section V.C.7.g of the supplementary information.

4.15 Question 15: Part 21 - Impose Part 21 reporting requirements on applicants
during ESP and DC process

Comments 007-3 and 007-108: Several commenters were opposed to the proposed changes

to Part 21. Commenters stated Part 21 had been in existence for almost 30 years, during
which time it was never applied to applicants. They complained that they were not aware, and
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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 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 Section 206 of the ERA, which
applies to “licensees” and vendors, suppliers, and contractors of licensees, not to “applicants.”
The 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 commenters believed applicants did
not fall within the scope of Section 206 of the ERA, and it was inconsistent with the Act to
expand the scope of § 21.2 to include applicants.

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. 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.

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. The 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 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 in the Federal Register notice.
5 Discussion of Substantive Changes and Response to Significant Comments

No comments received.

5.1 Introduction

No comments received.

5.2 Testing Requirements for Advanced Reactors

Comment 007-21: Several commenters noted that proposed 10 CFR 52.79(a)(24) and

50.43(e) would impose new testing requirements for COL applicants planning to build advanced
designs that have not been certified. The commenters stated that the proposal conflicts with
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the Commission’s intent expressed in the original 1989 Statement of Considerations for Part 52
and may also present an undue burden and obstacle to commercialization of advanced
designs.

The commenters explained that, in essence, proposed §§ 52.79(a)(24) and 50.43(e) would
require that the same testing required of a design certification applicant be performed by a COL
applicant that seeks a license for a non-evolutionary custom plant. The commenters noted that
the proposed rule would require either (A) analysis, testing, or experience, or (B) full-scale
prototype testing. The commenters also noted the Commission’s statement that, for design
certification of advanced reactors, it favors the use of a full-scale prototype in lieu of the other
alternatives (51 FR 24643). The commenters believe it is unnecessary to apply these
requirements to COL applicants, and that the potential requirement for a full-scale prototype
testing is particularly inappropriate.

The commenters asserted that exercising the proposed COL requirement for prototype testing
would create a logical disconnect. The commenters stated that absent a license, a prototype
commercial nuclear plant cannot be built in the United States. The commenters noted that on
the other hand, under the proposed rule, absent construction of a prototype, the design could
not be licensed. The commenters stated that this “Catch-22” situation would effectively close
an important path for bringing to market nuclear plant designs with innovative safety features.
The commenters recommended that for these reasons, it would be inappropriate to establish or
impose proposed § 50.43(e) (prototype testing) on COL applicants. In the alternative, the
commenters suggested that the Statement of Considerations for the final rule should clearly
state that the NRC does not prefer the use of prototypes over analysis, testing, or experience
for licensing of reactors advanced reactors, and that the NRC may issue a COL for a prototype
plant.

NRC Response: The NRC does not agree that the testing requirements for COL applicants
conflict with the Commission’s intent for Part 52 or that the requirements are unnecessary.
When the Commission reformed the licensing process for new nuclear plants with the issuance
of Part 52, it required applicants to demonstrate that the 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 NRC 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
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).

The NRC also disagrees with the claim that the requirement for prototype testing would create
a logical disconnect. The final rule provides an option in § 50.43(e)(2) for licensing a prototype
plant, if the plant will be 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
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with the performance of the new or innovative safety features in the prototype plant. Therefore,
an applicant could request a COL for a prototype plant to meet the testing requirements.

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 10 CFR Part 52 at 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.

The commenters stated that the fact that current § 52.79 does not reference the prototype
testing requirements in § 52.47(b)(2)(i) was no mere oversight - it was intentional. The
commenters noted that the Statement of Considerations for both the original proposed Part 52
(63 FR 32060, August 23, 1988) and the final Part 52 (54 FR 15372, April 18, 1989) indicate
that design certification and licenses are to be treated differently with respect to prototype
testing. The commenters cited several examples that the Commission wrote in those two rules
(See 53 FR 32063-64 and 54 FR 15374-75, 15383).

In addition, the commenters noted that the original 1986 Commission Policy Statement on
Regulation of Advanced Nuclear Power Plants (51 FR 24643, July 8, 1986) indicated that the
intent of the revised licensing process was to minimize complexity and uncertainty in the
licensing process. The commenters stated that the addition of a prototype plant testing
requirement minimizes neither the complexity nor the uncertainty, but rather adds to the
uncertainty by inserting a significant additional step (currently representing an unknown
quantity) prior to the licensing of a plant of a new design.

NRC Response: The commenters have misinterpreted the Commission’s requirements and
policy on prototype plants. The Commission’s policy on the licensing processes in Part 52 is to
provide alternatives to the licensing process in Part 50. As stated above, the requirement in

§ 50.43 provides an option for licensing a prototype plant to perform testing of safety features.

The commenters noted that the Commission has stated that prototype testing will likely be
required for design certification of advanced reactors. However, the commenters stated that
there are significant differences between certified and custom designs. The commenters noted
that a certified design is effective for 15 years, may be incorporated by reference by any license
applicant without further review and approval by the NRC, and is subject to broad protection
against backfits under the change control process in 10 CFR 52.63.

The commenters noted that in contrast, the arguments for prototype testing for certification of
advanced reactors do not apply to licensing of advanced reactors. The commenters asserted
that unlike a design certification, licensing represents approval of only a single facility. The
commenters stated that licensing of subsequent facilities, even if identical in design, is still
subject to NRC review and approval including possible design changes to account for any
unfavorable results of startup and power ascension testing and operating experience from
previously licensed facilities. The commenters further stated that, unlike a design certification,
the NRC has fairly broad authority under 10 CFR 50.109, “Backfitting,” to impose backfits on a
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licensed facility to account for any unfavorable results of startup and power ascension testing
and operating experience. The commenters stated that finally, in lieu of prototype testing, the
NRC has authority to impose special license conditions that might not be necessary or
appropriate if applied to all plants with a standard design (e.g., a license condition can require
special design, procedural, or testing provisions to provide adequate protection of safety until
the design is demonstrated to be safe through testing or operation). The commenters
recommended that because of these arguments, there is no compelling reason for a full-scale
prototype test facility prior to licensing of an advanced reactor.

NRC Response: Once again, commenters have misinterpreted the Commission’s requirements
and policy on prototype plants. As stated above, the final 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.

The commenters stated that it is simply unnecessary to impose on COL applicants the
requirements of § 50.43(e) to demonstrate safety features via analysis, testing, and/or
experience. The commenters stated that this is because the COL applicant is already subject
to 10 CFR 50.34(b)(4) requirements to provide sufficient information of this type to support the
required NRC safety determination on the design. The commenters also stated that in addition,
at COL issuance, the NRC has authority to establish license conditions, including conditions on
successful demonstration of unique design features.

The commenters noted that NRC guidance and past precedent indicate that a full-scale
prototype testing facility need not precede licensing of a new type of reactor. The commenters
noted as an example that NRC Regulatory Guide 1.70, “Standard Format and Content of Safety
Analysis Reports for Nuclear Power Plants - LWR Edition,” which provides the standard format
and content for safety analysis reports, explicitly states that special, unique, or first-of-a-kind
design features may be verified through startup test. [See NRC Regulatory Guide 1.70,

Section 14.1.2.]

Similarly, the commenters noted that NUREG-0800, “Standard Review Plan” Section 14.2,
paragraph ll1.8, recognizes that the initial test program in FSARs may include provisions for
“testing for special, unique, or first-of-a-kind design features.” The commenters stated that
therefore, NRC guidance clearly allows for testing of unique and first-of-a-kind design features
through the startup and power ascension test program, and does not require prototype testing
prior to issuance of a license for a plant involving such features. The commenters concluded
that through its existing requirements and regulatory authority, the NRC may assure that
applicants provide adequate information to support required COL reviews and safety
determinations, as well as satisfactory demonstration of innovative design features during
startup and power ascension testing.

NRC Response: As stated above, commenters continue to misinterpret the Commission’s
requirements for demonstration of new safety features. The requirements in § 50.43 for
demonstration testing are unrelated to the requirements for safety analyses in § 50.34(b)(4).
However, the NRC agrees that the COL for a prototype plant will contain conditions on the
successful demonstration of new design features. Also, regarding the references to NRC
Regulatory Guide 1.70 and NUREG-0800, Section 14.2, commenters have confused
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verification testing for approved design features with the testing that is necessary to
demonstrate new design features.

5.3 Changes to 10 CFR Part 52 (Subparts A - H)

Referencing ESPs and Design Certifications in COL Applications

Comment 005-1: A commenter suggested that the NRC’s discussion of the regulatory
changes (page 12786 of the Federal Register notice) focuses narrowly on the idealized process
envisioned when Part 52 was originally developed: a combined license (COL) application that
references previously completed early site permit (ESP) and design certification (DC)
proceedings. The commenter believes that this approach ignores the fact that none of the COL
applications (COLAs) that have been announced for submission to the NRC in the 2007-2008
time frame will reference both an already-certified design and an ESP. The commenter pointed
out that those COLAS that will reference a DC do not involve ESPs, while those that will
reference completed ESPs will not reference a design for which certification is complete. The
commenter suggested that lack of consideration of the actual types of cases with which the
NRC will be presented results in regulatory requirements that are, in some cases, not
well-suited for use by potential COL applicants whose approach varies from the one stated
above. The commenter encouraged the NRC to focus on developing rules that are equitable
and clearly applicable for all potential COL applicants.

NRC Response: The Commission disagrees with both the commenter’s observation that the
SOC'’s discussion of the regulatory changes focuses on the ‘“idealized process” of a combined
license referencing both an early site permit and a standard design certification, as well as the
commenter’s suggestion that the NRC failed to consider the actual types of cases for which the
NRC will be presented. A fair reading of both the SOC and the provisions of the proposed rule
demonstrates that no particular course of action is favored or encouraged; Part 52 is structured
to provide the combined license applicant many different alternatives. The Commission also
finds it presumptuous of this commenter to suggest that it knows what “actual types” of
applications will be submitted to the NRC in the future. While current prospective applicants
may decide to utilize a particular approach for pursuing a combined license application because
of their own circumstances and business imperatives, the Commission cannot bias its
regulations in such a manner unless the Commission believes that there are sound regulatory
reasons for doing so. The commenter presented no information that constitutes such
regulatory basis.

Comment 007-8: Several commenters noted that § 52.55(c) allows a construction permit or
COL applicant, at its own risk, to “reference in its application a design for which a design
certification application has been docketed but not granted.” Several NRC licensees and/or
consortia are considering filing COL applications that reference a DC application. Because
Part 52 currently does not specify the procedures to be followed in such a situation, further
direction from the NRC is now needed as to how § 52.55(c) should be implemented.
Specifically, the commenters recommended that the NRC revise § 52.55(c) to provide
clarification and direction on handling COL applications that reference DC applications. Such
guidance is needed to enhance the efficiency of both the NRC staff’s review and the conduct of
NRC hearings on COL applications that reference a DC application. Industry’s goal in this
regard is to preclude the NRC staff and the NRC Atomic Safety and Licensing Board from
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conducting duplicative review of DC application issues in the COL proceeding pending issuance
of the final DC. Such redundant licensing reviews and/or redundant litigation of DC standard
design issues in connection with a COL application will almost certainly delay and further
encumber the Part 52 licensing process, with no attendant increase in the protection of public
health and safety or the environment. Such redundant reviews would pose the potential for
inconsistent results in the multiple proceedings, and possibly the loss of standardization.

NRC Response: The Commission does not agree with the commenters that rulemaking
changes should be adopted to specify in detail the review procedures and hearing matters to be
utilized when a combined license application references either a proposed (rather than final)
standard design certification rule, or an early site permit application, or both. The Commission
believes that codifying a specific approach for conducting such a proceeding, which is not likely
to be used extensively by applicants, for which there is no Commission experience, and for
which the Commission did not request stakeholder input on, would not be prudent. The
Commission believes that existing law and the inherent flexibility afforded by Part 52 and Part 2,
may the basis for issuance of generic guidance or case-specific Commission action addressing
this matter. For these reasons, the Commission declines to adopt the commenters’ proposal,
and no change to any part of the final rule has been made as the result of the comments.

Comments 007-8 and 013-8: Several commenters noted that 10 CFR 52.27(c) allows a
construction permit or COL applicant, at its own risk, to “reference in its application a site for
which an early site permit application has been docketed but not granted.” The commenters
continued to note that § 52.55(c) allows a construction permit or COL applicant, at its own risk,
to “reference in its application a design for which a design certification application has been
docketed but not granted.” The commenters stated that beyond this permissive language, the
regulations provide no further detail and that the current proposed amendments to 10 CFR
Part 52 do not propose changes to §§ 52.27(c) or 52.55(c). [See 71 FR 12892, 12897.]

The commenters stated that, consistent with existing §§ 52.27(c) and 52.55(c), several NRC
licensees and/or consortia are considering filing COL applications that reference an ESP
application or a DC application. The commenters stated that because 10 CFR Part 52 currently
does not specify the procedures to be followed in such a situation, further direction from the
NRC is now needed as to how §§ 52.27(c) and 52.55(c) should be implemented. This topic
(under the heading of the need for “licensing flexibility” in the new 10 CFR Part 52), was
specifically mentioned in NEI's December 14, 2005, letter to NRC Chairman Diaz responding to
questions and comments raised in the November 21, 2005, NRC-industry meeting. The
commenters went on to state that one advantage of addressing this issue in the ongoing

Part 52 rulemaking is that the NRC could thereby provide a clear, definitive, and generic
regulatory solution to this question. Further, the commenters believe that the promulgation of a
more detailed process in 10 CFR 52.27(c) and 52.55(c) would be consistent with the
Commission’s recent directive to the NRC staff to include in the Part 52 rulemaking “proposed
strategies for staff review of expected applications and support for COL hearings before the
Atomic Safety and Licensing Board Panel.” [See January 30, 2006, Staff Requirements
Memorandum re SECY-05-0203 from the Commission, p. 3.]

Specifically, the commenters recommended that the NRC revise 10 CFR 52.27(c) and 52.55(c)

to provide clarification and direction on handling COL applications that reference ESP or DC
applications. The commenters stated that such guidance is needed to enhance the efficiency
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of both the NRC staff’s review and the conduct of NRC hearings on COL applications that
reference an ESP or DC application. The commenters noted that Industry’s goal in this regard
is to preclude the NRC staff and the NRC Atomic Safety and Licensing Board (Licensing Board)
from conducting duplicative reviews of DC and ESP application issues in the COL proceeding
pending issuance of the final DC and ESP. The commenters stated that such redundant
licensing reviews and/or redundant litigation of ESP siting issues and DC standard design
issues in connection with a COL application will almost certainly delay and further encumber the
Part 52 licensing process, with no attendant increase in the protection of public health and
safety or the environment. The commenters stated that redundant licensing reviews for new
plants are also inconsistent with the Commission’s stated goal, in the current rulemaking, to
“more effectively and efficiently implement the licensing and approval processes for future
nuclear power plants under Part 52.” [See 71 FR 12783.] The commenters continued to state
that such redundant reviews would pose the potential for inconsistent results in the multiple
proceedings, and possibly the loss of standardization.

In particular, the commenters proposed that the text of §§ 52.27(c) and 52.55(c), and/or the
discussion on the Statement of Considerations accompanying the NRC final rule, make the
following points: (1) the hearing for a COL application may proceed pending issuance of the
ESP or DC referenced in the COL application, provided that a docketed ESP or DC application
precedes the docketed acceptance date of the COL application; (2) the issues that will be
addressed in the referenced ESP proceeding or the DC proceeding/rulemaking may not be
addressed in the COL application hearing, and may not form the basis for admissible
contentions in the COL proceeding, except as may be combined in a single license proceeding
under § 52.8, and that the Licensing Board presiding in the COL hearing would defer
consideration of matters to be resolved in the ESP or DC proceeding, including any contentions
adjudicated in those proceedings; however, litigation on other COL issues would proceed;

(3) the COL application hearing should be based upon the information contained in the DC
application and/or ESP application, as amended at the time of COL application hearing
commences, and if the DC application or ESP application were to change after the conclusion
of the COL application hearing, additional hearings may be necessary if those changes impact
the issues considered in the COL proceeding; (4) that upon issuance of the ESP or DC, the
COL applicant would amend the COL application to reference and conform to the final ESP or
DC; (5) the commencement of a COL hearing for a COL referencing a pending ESP or DC
application would be at the risk of the COL applicant, consistent with existing §§ 52.27(c) and
52.55(c).

The commenters stated that underlying this proposed regulatory approach is the assumption
that a COL application referencing an ESP or DC application should be treated similarly to a
COL application that references a final ESP or DC. [See 10 CFR 52.73.] The commenters
stated that in terms of the licensing review, they propose that the NRC staff and the Advisory
Committee on Reactor Safeguards (ACRS) would review siting issues in the context of the ESP
proceeding and standard design issues in the context of the DC proceeding. The commenters
stated that in the COL proceeding, the staff and the ACRS would subsequently rely upon these
previous reviews and treat siting matters and standard design matters as final, thereby avoiding
duplicative reviews of siting and/or design issues in the COL proceeding.

The commenters suggested that, regarding the interface between the COL proceeding and the
ESP or DC application, the NRC staff and ACRS would assume that the information in the ESP
or DC application is final. If the referenced ESP or DC application is later amended, the staff
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and ACRS would account for that amendment in their review of the COL application, and the
applicant would amend the COL application as needed.

In addition to revising the text of the affected regulations in either Part 2 or Part 52, the
commenters asked that the NRC staff include explanatory language addressing these concepts
in the Statement of Considerations accompanying issuance of the final rule amending 10 CFR
Part 52, to provide maximum clarity on these points.

NRC Response: The Commission does not agree with the commenters that rulemaking
changes should be adopted to specify in detail the review procedures and hearing matters to be
utilized when a combined license application references either a proposed (rather than final)
standard design certification rule, or early site permit, or both. The Commission believes that
codifying a specific approach for conducting such a proceeding, which is not likely to be used
extensively by applicants, for which there is no Commission experience, and for which the
Commission did not request stakeholder input on, would not be prudent. The Commission
believes that existing law and the inherent flexibility afforded by Part 52 and Part 2, may the
basis for issuance of generic guidance or case-specific Commission action addressing this
matter. For these reasons, the Commission declines to adopt the commenters’ proposal, and
no change to any part of the final rule has been made as the result of the comments.

Retroactivity of Proposed New Requirements on Existing and Pending ESP and Design
Certifications at the Time of Adoption of the Final Rule

Comments 006-7, 007-7, and 012-10: Several commenters noted that the Proposed Rule
contains more than 30 new requirements on applicants for ESPs and design certifications.
However, the commenters noted that the Proposed Rule is silent on whether the proposed new
requirements would be imposed on applications for ESPs pending and/or on ESPs which
already have been issued at the time of adoption of a final rule. The commenters noted that the
Proposed Rule is also silent on whether the proposed new requirements would be imposed on
designs which already have been certified, on applicants for those certified designs, and/or on
applicants for designs which have not yet been certified at the time of issuance of a final rule.

The commenters also noted that the proposed rule is silent on whether, in the COL licensing
process, the new requirements could be raised and imposed on a COL license applicant who
references an ESP or a certified design. The commenters stated that this would reopen, via the
“back door,” the ESP or the certified design. The commenters clarified that the Proposed Rule
leaves open the question of whether an ESP or standardized design that is referenced in the
COL licensing process (including any licensing hearing) will be subject to reopening because of
the adoption by the Commission of the new requirements in the Proposed Rule.

The commenters went on to state that possible retroactive application of the proposed new
requirements on existing ESPs or certified designs, or on pending applications for ESPs or
design certifications at the time of adoption of the final rule, “introduces new, substantial
uncertainty into the Part 52 process and is very troubling.” The commenters believe that to
apply the new regulations retroactively “would frustrate the idea of finality, which is a
cornerstone of Part 52.” The commenters noted that for the Commission to have certified a
design, the Commission must have been satisfied that relevant Commission regulations were
met. The commenters stated that it must be inherent in the certification of a design that no
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alternative or additional features are required for the design and that all safety issues
associated with the design have been satisfied. The commenters continued that similarly, for
the Commission to have issued an ESP, they must have been satisfied that applicable
Commission regulations were met.

The commenters noted that a representative of their group raised the question of no
retroactivity of the Proposed Rule in the NRC Stakeholders Meeting to Discuss Proposed Rule
Change 10 CFR Part 52 (Transcript, p. 151). The commenters noted that the NRC
representative responded affirmatively to this assumption (Transcript, pp. 151-152).

One of the commenters also stated that, as a general matter, no change should be made
retroactive if it would affect or delay a current proceeding. The commenter noted that the
proposed changes include provisions that might affect the form or contents of ESP applications,
as well as the staff’s safety analysis report and environmental impact statement (EIS). The
commenter noted as an example that proposed § 52.17(a)(1)(x) would add a new requirement
to evaluate the potential hazards of construction activities on existing units, which is a
requirement that is currently inapplicable to an ESP application. The commenter also noted
that other new requirements would be imposed by proposed §§ 52.17(a)(1)(xii) - (xiii), 52.17(c),
and 52.24(a)(4). The commenter stated that if it were necessary to revise pending applications
and NRC staff review documents as a result of such changes, the current proceedings could be
delayed considerably. The commenter asserted that this would penalize the companies that
have undertaken to demonstrate the new licensing process.

Thus, the commenters support the NEI position that any final rule adopted by the Commission
should include a “grandfather” clause to exempt ESPs and certified designs that are in
existence, and applications for ESPs and certified designs that are pending, on the effective
date of any new requirements. The commenters stated that any new requirements
promulgated by the Commission should not apply to ESPs that have been issued or standard
designs that have been certified prior to promulgation of the new requirements; and any new
requirements should only apply to ESP applications and certified design applications filed after
the effective date of the new regulations.

NRC Response: The Commission does not agree with commenters suggesting that a
grandfather clause is needed for existing design certifications. The four standard design
certifications already issued are not subject to new technical requirements as the result of the
final Part 52 rule attributable to any technical changes in Part 50 or elsewhere in Title 10 of the
Code of Federal Regulations (10 CFR), because of the special change controls in 10 CFR
52.63(a)(1) and Section VIII of each of the four design certifications. Moreover, changes in
Part 52 which apply to the content of applications or the process and criteria for consideration
of design certification applications are not applicable to already-issued design certification rules.
Finally, an all-inclusive grandfathering clause would exclude the existing design certification
rules from the several burden reduction and regulatory improvement changes included in the
final rule, such as the expanded scope of changes which can be made to certification rule
information under § 52.63(a)(1).

The Commission also does not agree with commenters that the final rule’s technical provisions
should not be applied to applications for standard design certifications that have not yet been
adopted by the Commission at the time of the issuance of this final rule. The Commission’s
longstanding requirement in Part 52 is that design certifications must meet the Commission’s
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requirements in effect at the time of issuance of the final design certification rule. The
Commission’s practice in implementing this requlatory requirement is a two-part process of:

(i) including an exemption from the new requirement in the final design certification rule, and

(ii) establishing an “applicable regulation” in the final design certification rule that functions in
lieu of the exempted regulation. See Section V, “Applicable Regulations,” in Appendices A-D of
Part 52. This approach was developed by the NRC with public comment from various
Stakeholders, including each of the applicants for the early design certifications and NEI. The
commenters provided no basis for departing from this past practice. In addition, the Backfit
Rule, 10 CFR 50.109, is consistent with this interpretation inasmuch as backfitting protections
come into effect only upon issuance of the construction permit, see § 50.109(a)(1)(i).

With regard to ESPs, the NRC is including a general grandfathering provision in § 52.17(a) of
the final rule that states, “For applications submitted before [Insert Effective Date of Final
Rule], the rule provisions in effect at the date of docketing apply unless otherwise requested by
the applicant in writing.” This revision reflects the Commission’s belief that ESPs currently
under review or issued prior to the effective date of the final Part 52 rule should not be required
to be modified by this rule.

The Commission does not believe that a combined license applicant referencing either an early
site permit or standard design certification rule could be required to meet new requirements
within the scope of the early site permit or design certification, except as provided in relevant
the finality provisions, §§ 52.39 and 52.63. Furthermore, the Commission has added a new
regulatory provision, § 52.98, governing finality in combined licenses, which reinforces the
finality provisions in §§ 52.39 and 52.63. None of the commenters addressed why these
regulatory provisions are insufficient to provide the necessary level of regulatory stability.
Furthermore, one commenter’s proposed rule language (NEI Comment, p. 15) establishes
change restrictions for design certifications which is not only inconsistent with the pre-existing
change restrictions in Part 52, but also is entirely inconsistent with that commenter’s separate
proposal (NEI Comment, p. 20) to expand the scope of changes that may be made to design
certifications.

In sum, the rulemaking provisions cited above, together with this comment response, provide
future combined license applicants with regulatory stability and predictability in this area.
Accordingly, for the reasons discussed above, the Commission has only included a
“grandfather clause” in the final rule for ESP applications submitted before the effective date of
the final rule.

PRA Requirements Throughout Part 52

Comment 007-1: Several commenters stated that the proposed rule does not justify the
requirements listed in proposed §§ 52.47(b)(1), 52.80(a), 52.137(b)(1), and 52.158(a), which
would require applicants to submit a probabilistic risk assessment (PRA) as part of their
application.

The commenter suggested that applicants should not be required to submit their complete

design-specific or plant-specific PRA. Instead applicants should only be required to provide a
summary description of results, insights, and methodologies of their PRA in their final safety
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analysis report (FSAR). The complete PRA (e.g., codes) would be available for NRC inspection
at the applicant’s offices.

The commenters also stated that they understand that it is not the NRC'’s intent to require
submission of the complete PRA based on discussions with the NRC staff during a March 14,
2006, workshop (Tr. 115-116). The commenters noted that Section 4.4 of draft NEI 04-01,
Industry Guideline for Combined License (COL) Applicants Under Part 52, Revision E (October
2005), states that the design PRA for the referenced standard design is expected to serve as
the plant-specific PRA to support a COL application. Chapter 19 of COL FSARs will provide
information that demonstrates that a referenced design certification PRA bounds site- and
plant-specific information, including an evaluation of unbounded site- and plant-specific
information to determine that any differences have no significant impact on design PRA
insights/results/methodologies. The commenters stated that re-submittal of extensive design
PRA information (e.g., logic models, etc.) or the complete PRA as part of the COLA is not
necessary as this information was reviewed and approved in connection with the design
certification.

The commenters suggested that updated, plant-specific PRA analyses should be developed to
support a COLA (1) if necessary to reflect and assess significant differences between plant-
specific information and that assumed in the design PRA, (2) if needed to support a risk-
informed departure or exemption from the design certification or other NRC requirement, or
(3) if needed to support risk-informed design or operational requirements (e.g., 10 CFR 50.69
or NFPA-805). The commenters noted that maintaining such updated plant-specific PRA
analyses available for NRC inspection (i.e., COL applicants would not need to submit this
information with their COL applications) would be consistent with current practice for design
certification and for operating plants.

The commenters noted that the plant-specific PRA that supports the COL application would be
updated as plant-specific design and as-built information is developed during construction. This
update will be consistent with PRA scope and quality standards in effect 6 months before the
COL is issued. In this way, an updated plant-specific PRA that is representative of the as-built
plant will be completed and available prior to fuel load to support plant operations.

The commenters noted that in addition, proposed § 52.80(a) would require a COL applicant that
references a design certification, standard design, or manufacturing license to update the
referenced PRA to account for “any design changes, departures, or variances.” The
commenters stated that this provision could be misconstrued as requiring the updated PRA to
address all design changes, including changes that are not relevant to the PRA. The
commenters understands that the NRC agrees that the intent of this provision is only to require
the updated PRA to account for design changes that are relevant to the PRA.

The commenters suggested that the FSAR Chapter 19 summary description of the PRA would
satisfy the above § 52.80(a) requirement for COLA. The commenters expects that guidance
regarding the Chapter 19 PRA summary description will be developed as part of the guidance
in DG-1145, “COL Applications for Nuclear Power Plants (LWR Edition)”, currently under
development by the NRC staff.

NRC Response: The NRC agrees that applicants should not be required to submit their
complete design-specific or plant-specific PRA and that, instead, applicants should only be
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required to provide a summary description of the PRA and its results (PRA information) in their
FSAR with the understanding that the complete PRA (e.g., codes) would be available for NRC
inspection at the applicant’s offices. The NRC has modified the final rule in several places to
reflect this understanding, namely in §§ 52.47, 52.79, 52.80, 52.137, 52.157, and 52.158. The
NRC expects that final rule §§ 52.79(a)(38) and 52.79(a)(46) will be addressed in a COL
applicant’s FSAR, Chapter 19. Consistent with Commission direction in the SRM on
SECY-05-0203 (ML060300640), the details regarding scope and methods acceptable to meet
these requirements are to be addressed in regulatory guidance. Regulatory Guide (RG) 1.206,
“Combined License Applications for Nuclear Power Plants, provides specific guidance for what
a COL applicant should include in its FSAR, including Chapter 19 that addresses the applicant’s
plant-specific PRA and severe accident evaluations. The staff believes that the guidance
provided in RG 1.206 for the contents of Chapter 19 is consistent with the industry comment in
that the staff does not expect the complete PRA to be included in the COL applicant’s FSAR.
Instead, the guidance is oriented towards the qualitative description of the PRA and its results,
etc. 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 § 562.79(d)(1). For COL
applicants that do not reference a certified design, it will be necessary for the applicant to
provide plant-specific PRA information for the entire plant.

New Requirements for Severe Accident Information

Comments 005-8 and 007-2(a): Proposed §§ 52.47(a)(20), 52.79(a)(38), 52.137(a)(20), and
52.157(j) would require applications for design certification, COLs, design approvals, and
manufacturing licenses to include a description and analysis of design features for the
prevention and mitigation of severe accidents (core-melt accidents), including challenges to
containment integrity caused by core-concrete interaction, steam explosion, high-pressure core
melt ejection, hydrogen detonation, and containment bypass. The commenters stated that the
Supplementary Information for the proposed rule does not explain the basis for this proposed
change, nor does it justify the change. Commenters believe that the proposed new
requirement is inappropriate and unwarranted, and that NRC’s existing guidance adequately
addresses the need to discuss severe accident features in applications for new nuclear plants.
The existing design certifications, which include a description and analysis of severe accident
mitigation features as appropriate, provide ample evidence of this. The commenters stated that
there is no reason to elevate existing guidance to the status of a regulation.

The commenters also stated that the proposal introduces severe accident design information
requirements “in a manner that implies ‘incorrectly’ that severe accidents are part of the design
bases, as defined in 10 CFR 50.2.” Commenters stated that there is no explanation or basis
provided for treating severe accident design requirements as part of the plant’s § 50.2 design
basis and that, in particular, it would be inappropriate to apply all of the typical design-basis
accident requirements (e.g., single failure requirements, quality assurance requirements,
environmental qualification requirements) to severe accidents. The commenters understand
that it is not the NRC’s intent to require plants to apply design-basis requirements to severe
accident features. At the very least, commenters suggested that the proposed rule should be
clarified to indicate that an applicant need not apply design-basis requirements to severe
accident features or analyses.
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NRC Response: The Commission does not agree with the comment. First of all, the
requirements for severe accident design information for future plants are not new and have
been in place since issuance of the Commission’s SRMs on SECY-90-016 and SECY-93-087.
These requirements are included in the contents of applications for design certifications,
combined licenses, design approvals, and manufacturing licenses for completeness and
accuracy. Also, as noted by the commenter, the information was provided in previous design
certification applications. The inclusion of this requirement is consistent with the overall
philosophy of this rulemaking, which is to clarify the licensing processes in 10 CFR Part 52.

Second, the commenter incorrectly asserts that design-basis information, as defined in 10 CFR
50.2, must meet design-basis accident (DBA) requirements, e.q., single failure, quality
assurance, and environmental qualification. This assertion is clearly wrong and there is a lot of
design information in an FSAR that constitutes part of the plant’s design basis but is not
required to meet DBA requirements, e.g., the severe accident design features do not have to
meet DBA requirements, as stated in SECY-90-016 and SECY-93-087. This clarification will be
described in the section-by-section discussion. However, the severe accident design features
must be described in the FSAR and will be part of the plant’s design basis consistent with the
definition in § 50.2 and past practice.

Comment 007-2(b): A commenter stated that even if these proposed requirements were not
construed to be design-bases requirements, severe accident requirements should not be
imposed as broad generic requirements without extensive interactions with stakeholders to
determine the ramifications and propriety of doing so. For example, the commenter noted that
the proposed severe accident requirements are not appropriate for all reactor types. In
particular, the commenter stated that such requirements should not be imposed upon gas
cooled reactors, which are not susceptible to events such as steam explosions, high-pressure
core melt ejection, and hydrogen detonation. Therefore, at the very least, the commenter
suggested that the proposed provision should be modified to limit its applicability to light-water
reactors.

NRC Response: The Commission agrees that the requirements in its SRMs on SECY-90-016
and SECY-93-087 were developed for light-water reactor designs. Therefore, the requirement
for providing a description and analysis of the design features in the contents of applications will
be limited to light-water reactor designs.

Comment 007-2(c): A commenter noted that the proposed rule states that the application
must provide a description and analysis of design features to “prevent” severe accidents.
However, the focus of the proposed provision and all of the examples listed pertain to mitigation
of severe accidents. Moreover, the commenter stated that the set of design features to
“prevent” severe accidents is unbounded in the sense that the bulk of structures, systems, and
components (SSCs) in a nuclear plant are designed to assure safe operation and prevent
severe accidents. Therefore, the commenter suggested that the proposed rule should be
modified to delete any reference to prevention of severe accidents.

NRC Response: The NRC does not agree with this comment. The requirements for severe
accident design information are set forth in the Commission’s SRMs on SECY-90-016 and
SECY-93-087 and include selected preventative and mitigative design features for future light-
water reactor designs. Therefore, the requirement was not changed.
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Comment 005-9: The commenter stated that although the term “severe accident” is used in
various places in the revisions to Part 51 and Part 52, the term is not defined in either of these
rules, nor in Section 11 of the AEA. If the term is going to be used, the commenter stated that it
should be clearly defined so there is no question about what constitutes a “severe accident.”
The commenter said that NRC should review the Commission’s Severe Accident Policy
Statement to ensure its definition of “severe accident” is consistent with past usage of the term.

NRC Response: The NRC recognizes that the term “severe accident” is used in many places
throughout the regulations in Parts 51 and 52. However, the term is not consistently used in all
of these requirements. Therefore, the reader needs to review the Supplementary Information in
the Federal Register notice and other guidance documents for the specific explanation. An
example is the severe accident change process in Section VIII.B.5.c of the design certification
rules in Part 52. The Supplementary Information for these rules defines severe accidents for
the purposes of that requirement.

New Requirements for Evaluation of Operating Experience

Comment 007-12: Several commenters noted that proposed 10 CFR 52.47(a)(19),
52.79(a)(37), 52.137(a)(19), and 52.157(p) would impose new requirements for applicants for a
design certification, COL, manufacturing license, or standard design approval to address
generic letters and bulletins issued up to 6 months before the docket date of the application,
and comparable international operating experience. The commenters stated that the
Supplementary Information for the proposed rule provides no justification for including a
requirement to provide information on operating experience in Part 52 applications and that, in
addition, no guidance is provided regarding the threshold or mechanism for consideration of
operating experience. The commenters recommended that the NRC delete these proposed
provisions.

The commenters noted that the Notice of Proposed Rulemaking (NOPR) does reference the
SRM dated February 15, 1991, as a basis for this proposed requirement. However the SRM
simply states that applications should “incorporate the experience from operating events in
current designs which we want to prevent in the future.” It does not require an evaluation of
every NRC generic letter and bulletin, let alone international experience. The commenters
stated that this is unnecessary because operating experience is reflected in other regulatory
guidance that applicants are required to consider.

The commenters stated that the proposed requirement to address “comparable international
experience” is vague, undefined, and unbounded, and that such a requirement could prove
especially problematic in licensing hearings, since it could result in an applicant being forced to
consider relatively trivial events identified by intervenors. Additionally, the commenters noted
that to the extent that international experience is significant, presumably the NRC would take
actions to communicate that experience in a generic letter or bulletin. See, for example, NRC
Generic Letter 97-01, “Degradation of Control Rod Drive Mechanism Nozzle and Other Vessel
Closure Head Penetrations,” which discusses international experience with cracking in Alloy
600 vessel head penetrations.

NRC Response: The NRC disagrees with this comment. First of all, the NRC'’s requirement to
address operating experience insights is not new. This requirement was developed for future
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plants (see SRM on SECY-90-377 dated February 15, 1991) and it has been implemented in
past design certification reviews by addressing NRC’s generic letters and bulletins. This past
experience provides the necessary guidance for future applicants. Second, the NRC agrees
that insights from generic letters and bulletins should be incorporated into the latest revision of
the standard review plan and has revised this requirement accordingly. Finally, 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 not evolutions of
plants that are operating in the United States. The NRC'’s generic letters and bulletins may not
provide operational insights for those non-U.S. designs. Therefore, the NRC expects those
applications to address how insights from any relevant international operating experience have
been incorporated into their plant design.

The commenters stated that even without the requirement to address “comparable international
experience,” the proposed requirements are unnecessary and unduly burdensome. The
commenters noted that the NRC’s regulations already require an applicant to address the
standard review plan (SRP) in effect 6 months prior to submission of the application. The NRC
is currently engaged in an extensive effort to revise and update the SRP, and the commenters
understand and expect that update will include lessons learned from operating experience to
the extent appropriate. Furthermore, the commenters stated that § 52.47 already requires
design certification applicants to address unresolved safety issues (USIs) and high- and
medium-priority generic safety issues (GSls) in NUREG-0933, and proposed § 52.79(a)(20)
would require COL applicants to do the same. In sum, the commenters stated that the intent of
the proposed new requirements to ensure consideration of operating experience, as
appropriate, is already achieved by other proposed and existing NRC requirements.

NRC Response: The NRC does not agree that this requirement is unnecessary and unduly
burdensome. Furthermore, USIs and GSIs may not address all of the operational insights.
However, as stated above, the NRC does agree that insights from generic letters and bulletins
should be incorporated into the latest revision of the standard review plan and has revised this
requirement accordingly.

The commenters also stated that the requirement to address all generic letters and bulletins is
unduly burdensome. For example, the NRC has been issuing generic letters and bulletins since
the 1970s. The commenters noted that in some cases, those generic letters and bulletins have
been superseded by later generic letters and bulletins, other NRC guidance, or NRC
regulations. The commenters stated that requiring applicants to address issues that are

30 years old and in some cases have been superseded by intervening developments is not a
wise use of NRC or industry resources. Therefore, to the extent that NRC decides to retain a
requirement to consider generic letters and bulletins, the commenters suggested that the
requirement should be limited in time (e.g., to those generic letters and bulletins issued since
the most recent revision of the applicable SRP sections).

NRC Response: The NRC agrees with this comment and, as stated above, has revised this
requirement so that applicants only need to address operating experience insights from generic
letters and bulletins issued after the most recent revision of the applicable standard review plan.

Comment 005-10: One commenter pointed out that in several places in Part 52 an applicant is
required to provide “information necessary to demonstrate technical resolutions of those
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unresolved safety issues and medium- and high-priority generic safety issues.” This evaluation
has been interpreted to include medium-/high-priority GSls, regardless of whether they have
been resolved or not. The requirement to address “resolved” GSls imposes a burden on an
applicant with no associated benefit. Since new plant designs must comply with applicable
regulatory requirements, they will, by definition, comply with the bases for resolution of previous
GSls. The commenter suggested that this requirement should be changed to cover only
unresolved GSls that are applicable to the design.

NRC Response: The NRC does not agree with this comment. The resolution of GSIs was
determined based on current operating plants and those resolutions may not apply to future
plants with new and different design features. The future applicants need to address how their
plant design resolves each of the medium-/high-priority GSls.

Comment 005-11: One commenter noted that in several places in Part 52 an applicant is
required to show that operating experience has been taken into account in a new plant design,
including “comparable international operating experience.” If the NRC becomes aware of
international operating experience that it believes is relevant to one or more new plant designs,
the NRC should identify that experience (e.g., by means of a generic letter) for consideration by
an applicant. The current open-ended requirement should be deleted. If, however, the NRC
determines international operating experience must be considered, the staff should be
instructed to permit applicants to use relevant experience gained outside the United States to
justify the use of new technologies in U.S. plants. Consideration of such information should
include these “positive” aspects of international experience as well as the implied “negative”
aspects of the current wording of the rule.

NRC Response: The NRC does not agree with this comment. As explained above, the portion
of the requirement for international operating experience, only applies to nuclear plant designs
that are not based on or are not evolutions of plants that are operating in the United States.
The NRC'’s generic letters may not address operational insights for those non-U.S. designs.
Therefore, the NRC expects those applications to address how insights from any relevant
international operating experience have been incorporated into their design.

Provisions Authorizing Open-ended Information Requirements

Comment 007-19: Several commenters noted that proposed 10 CFR 52.17(d), 52.79(a)(42),
52.137(a)(27), and 52.157(p) would allow the NRC to require applicants for an early site permit
(ESP) COL, standard design approval, and manufacturing license to include “any information
beyond” that specified in application requirements. The commenters stated that the proposed
rule would establish an open-ended provision that essentially would confer upon the NRC staff
the authority to set ad hoc requirements outside the rulemaking process. The commenters
stated that such open-ended discretion on the part of the staff to require information beyond
that specified in the regulation is inconsistent with the requirements of the Administrative
Procedures Act and that the NOPR fails to justify these proposed new requirements.

The commenters stated that to the extent that additional information may be necessary during
the NRC staff review of an application, the staff already has a “request for additional
information” process that may be applied to Part 52 applications. This process is codified in
10 CFR 2.102(a). Furthermore, the commenters noted that the staff stated in its comments in
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its December 27, 2005, response to the Commission’s SRM, that the NRC “has inherent
authority to require submission of additional information, upon a determination that it is
necessary.” Thus, the commenters concluded that no additional regulatory authority is needed
for the NRC staff to request additional information necessary to complete its review of an
application.

The commenters suggested that these proposed requirements should be deleted. For the
same reason, and because the NRC and the industry now have substantial experience with the
design certification process, the similar requirement in existing § 52.47(a)(3) should be deleted.

NRC Response: The Commission disagrees with the commenter’s suggestion that these
provisions would confer upon the NRC staff the authority to require applicants to comply with
either arbitrary and capricious information requests, or information requests on matters outside
the regulatory purview of the NRC. No Federal administrative agency has the authority to act in
derogation of the Administrative Procedure Act or in excess of the powers delegated to it by
Congress in applicable Federal statutes. Nor does an agency possess the authority to adopt a
regulation which effectively grants itself dispensation from compliance with applicable statutes.

Nonetheless, the Commission has decided that the disputed provisions in the proposed rule are
unnecessary, because the NRC staff already possesses the authority under § 2.102(a)
authority to require submission of necessary information. Accordingly, proposed § 52.17(d),

§ 52.47(a)(27)(same as § 52.47(a)(3) in the 1989 Part 52 rule), § 52.79(a)(42), § 52.137(a)(27),
§ 52.157(p) are not included in the final rule.

New Requirements for Applicants to Demonstrate Technical Qualifications

Comment 007-27: Several commenters noted that §§ 52.24(a)(4), 52.47(a)(23), 52.54(a)(4),
52.137(a)(23) and 2.104(d)(v) of the proposed rule would impose requirements for an ESP
applicant, design approval applicant, and design certification applicant to demonstrate technical
qualifications. The commenters stated that the Supplementary Information for the proposed
rule neither explains nor justifies the purpose of these proposed provisions.

The commenters believe these proposed changes are inconsistent with the provisions in
proposed 10 CFR 50.40 regarding technical qualifications for applicants. The commenters
stated that “proposed § 50.40(b)—correctly—does not specify that an applicant for an early site
permit, a design certification, or a design approval need demonstrate technical qualifications.”
The commenters went on to state that these proposed amendments also appear inconsistent
with Section 182.a of the AEA, which does not require that applicants for an ESP, design
certification, or design approval demonstrate their technical qualifications; rather, the statute
imposes that requirement only upon applicants for an NRC license.

The commenters stated further that if promulgated, these proposed changes would impose a
new requirement on the applicants in question. The commenters noted that existing ESP
applicants and design certification applicants were not required to demonstrate their technical
qualifications. The commenters also noted that there does not appear to be a reason to impose
such an additional requirement on future ESP and design certification applicants. The
commenters stated that industry is unaware of any problem here that the proposed new
requirements are needed to resolve.
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The commenters object to these additional requirements for ESP holders because they are not
authorized to conduct any safety-related construction activities (see 10 CFR 52.25), and object
to the additional requirements for design certification and design approval applicants for slightly
different reasons. The commenters stated that a design certification is a rulemaking activity,
not a license, and the design certification applicant will not necessarily be supplying a reactor to
a future COL applicant. Instead, under 10 CFR 52.73, another entity may be the reactor
vendor, and the COL applicant will need to demonstrate the technical qualifications of that entity
(as well as its other primary contractors). Similarly, if the COL applicant references a standard
design approval, it will need to demonstrate the technical qualifications of the vendor.

Thus, the commenters concluded that there is no reason for an applicant for an ESP, design
certification, or design approval to demonstrate its technical qualifications at the time it submits
its ESP application. Instead, the commenters suggested that the COL applicant will need to
demonstrate its technical qualifications and those of its reactor vendor. The commenters
believe that deferral of such a demonstration until the COL stage is especially appropriate,
since the technical qualifications of the vendor and ESP holder may change substantially during
the 15- to 20-year interval between the issuance of the ESP and/or design approval and the
submission of the COL application.

The commenters recommended that the NRC delete the proposed requirement in

§§ 52.24(a)(4), 52.47(a)(23), 52.54(a)(4), 52.137(a)(23), and 2.104(d)(v) discussed above. At a
minimum, the commenters suggested that proposed §§ 52.24(a)(4) and 2.104(d)(v)
requirements pertaining to ESP applicants should be deleted.

NRC Response: The NRC disagrees with this comment. 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 application for an ESP, design approval, or design certification may become part of a COL
application, if referenced, and the applicant will create information that may become the bases
for a future license. Therefore, the applicant must be qualified to perform design, analyses,
safety determinations, and siting determinations. Accordingly, the NRC has concluded that a
technical qualification finding needs to be made for these applicants.

New Requirements for Control of Radioactive Effluents

Comment 007-32: Several commenters noted that proposed §§ 52.47(a)(9) and (a)(10) and
§§ 52.137(a)(9) and (a)(10) would require a design certification or standard design applicant to
(1) describe the kinds and quantities of radioactive materials expected to be produced and used
in the construction and operation and the design features for controlling and limiting radioactive
effluents and radiation exposures within the limits set forth in 10 CFR Part 20, and (2) provide
information on the design of equipment to maintain control over radioactive materials in
gaseous and liquid effluents produced during normal reactor operations described in

10 CFR 50.34a(e). The commenters stated that currently, 10 CFR 50.34(b)(3) requires that an
application for an operating license include information in the FSAR that addresses the “kinds
and quantities of radioactive materials expected to be produced in the operation and the means
for controlling and limiting radioactive effluents and radiation exposures within the limits set
forth in Part 20 of this chapter.” The § 50.34(a) requirements for a construction permit
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application do not contain a corresponding requirement for radioactive materials produced
during construction. The NRC proposes no changes to the provisions in §§ 50.34(a) or (b).

The commenters noted that the proposed changes would also tailor the current Part 50
requirements for design certifications and design approvals by requiring that applications
describe design features (rather than “means”) for controlling and limiting radioactive effluents
and radiation exposures. Based upon comments made by the NRC at the workshop on
March 14, 2006 (Tr. 152-153), the commenters understood that by this change, the NRC staff
did not intend to impose different effluent requirements on applicants for design certification
and design approvals than on other applicants. Rather, the commenters understood that
NRC’s intent was to make clear that design certification and design approval applicants would
not be expected to describe “means” for controlling and limiting effluents that are outside the
scope of the standard design (e.g., procedural controls, training, etc.). Nevertheless, the
commenters believe that the language in the proposed rule might be construed otherwise. To
avoid any implication that a new requirement is being imposed upon applicants for a design
certification or standard design, the commenters suggested that the proposed amendments
should be modified as discussed below.

The commenters suggested that the changes would impose new requirements for controlling
effluents during both construction and operation (only operation is included in the current

Part 50 requirements), and that no basis was provided for adding requirements on the
construction phase, and doing so would be inconsistent with existing requirements in § 50.34(a)
and proposed § 52.79(a)(3). The commenters suggested that proposed §§ 52.47(a)(9) and
52.137(a)(9) should be modified consistent with existing requirements.

Furthermore, the commenters believe that the “proposed rule is not internally consistent.” The
commenters noted that proposed changes to 10 CFR Part 50, Appendix |, state that §§ 52.47
and 52.137 provide that applications for design certification and design approval “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.” The
commenters suggested that the proposed change to Appendix | should be modified to be
consistent with §§ 52.47(a)(10) and 52.137(a)(10).

NRC Response: Although the NRC does not agree that proposed §§ 52.47(a)(9) and
52.137(a)(9) would impose new requirements on controlling effluents, the final rule language in
§§ 52.47(a)(5) and 52.137(a)(5) have been revised to be consistent with the language in

§ 50.34(b)(3). As explained by the NRC at the workshop on March 14, 2006, the focus of the
review for design approvals and design certifications will be on the design features used for
controlling radioactive effluents. The procedures for control of radioactive effluents will be
reviewed as part of the combined license application.

New Requirements for an Applicant for an ESP of Design Certification to Describe its Quality
Assurance (QA) Program

Comment 007-37: Several commenters noted that proposed § 50.55(f) would impose
requirements on the quality assurance program, as described or referenced in the safety
analysis report, on holders of an ESP, a manufacturing license, or a combined license (up to
issuance of the § 52.103(g) finding, when the requirements of 10 CFR 50.54(a) would apply).
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The commenters also noted that §§ 52.17(a)(1)(xii), 52.47(a)(21), 52.137(a)(21), 52.157(e)(17),
and Appendix B to Part 50 in the proposed rule would impose a new requirement on an ESP
applicant, a design certification applicant, an applicant for design approval, and an applicant for
a manufacturing license to describe the quality assurance program under Appendix B to Part 50
for ESP site activities, design activities, and manufacturing activities, respectively.

The commenters stated that as written, the proposed rule would require all ESP site activities,
design activities, and construction activities to be subject to an Appendix B QA program. The
commenters did not believe that it was the intent of the NRC to apply the Appendix B
requirements so broadly. Therefore, the commenters recommended that the NRC revise these
provisions to clarify that the Appendix B QA program would apply only to activities affecting the
safety-related functions of the SSCs, and not to all ESP site activities, design activities, and
construction activities. The commenters’ recommended changes would make the new Part 52
requirements consistent with existing Appendix B, which states, “The pertinent [QA]
requirements of this appendix apply to all activities affecting the safety-related functions [of
SSCs).”

Additionally, the commenters also stated that these proposals could be interpreted as requiring
applicants for an ESP, design certification, design approval, or a manufacturing license to
establish and implement a QA program that addresses each of the 18 criteria in 10 CFR

Part 50, Appendix B. However, the commenters stated that not all of those criteria are
applicable to each of the applicants. The commenters noted as examples that Criterion Il on
design control, Criterion IX on special processes, and some of the other criteria are clearly
inapplicable to ESP applicants. According to the commenters, Criterion IX, Criterion X on
inspections, and some of the other criteria would also not be applicable to applicants for design
certification and design approval. The commenters did not believe that it was NRC'’s intent to
apply the Appendix B requirements so broadly. Therefore, the commenters recommended that
the NRC modify the language in the proposed rule to clarify that the applicant need only
establish and implement the criteria in Appendix B to the extent that those criteria are
applicable to the activities being conducted by the applicant.

Comment 007-38: Several commenters noted that proposed § 50.55(f) would impose
requirements on the QA program, as described or referenced in the safety analysis report, on
holders of an ESP, a manufacturing license, or a COL (up to issuance of the § 52.103(g)
finding, when the requirements of 10 CFR 50.54(a) would apply). The commenters also noted
that §§ 52.17(a)(1)(xii), 52.47(a)(21), 52.137(a)(21), 52.157(e)(17), and Appendix B to Part 50
in the proposed rule would impose a new requirement on an ESP applicant, a design
certification applicant, an applicant for design approval, and an applicant for a manufacturing
license to describe the QA program under Appendix B to Part 50 for ESP site activities, design
activities, and manufacturing activities, respectively.

The commenters noted that proposed § 52.17(a)(1)(xii) would require an ESP applicant to
provide “a description of the quality assurance program applied to site-related activities for 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.” The commenters stated that this
provision is ambiguous and could be incorrectly interpreted as applying to all site-related
activities. Furthermore, the commenters stated that on its face, this language would require a
QA program for an ESP to have a broader scope than a QA program for a CP or COL. The
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commenters stated that “no justification has been provided for this expansion of the scope of
the ESP QA program” and that “such an expansion is unwarranted.” The commenters stated
that the scope of an ESP QA program should be no greater than the scope of a QA program for
a CP or COL.

NRC Response: The NRC does not agree that, as written, the proposed rule would require all
ESP site activities, design activities, and construction activities to be subject to an Appendix B
QA program, as opposed to applying only to activities affecting the safety-related functions of
the SSCs. The commenter quoted the following words from the existing language in
Appendix B, “The pertinent requirements of this appendix apply to all activities affecting the
safety-related functions of those structures, systems, and components,” as evidence that the
existing requirements relate only to safety-related SSCs. These words have not been removed
from Appendix B and therefore apply to all of the new Appendix B requirements for ESPs,
design certifications, design approvals, and manufacturing licenses. The NRC notes that the
requirements in the current versions of §§ 50.34(a)(7) and 50.55(f) applicable to construction
permits do not contain qualifiers that the Appendix B QA requirements apply only to activities
affecting safety-related SSCs because such a qualifier is unnecessary given the language in
Appendix B to Part 50. In creating parallel requirements for the Part 52 licensing and approval
processes, the NRC tried to be as consistent as possible with the existing requirements for
Part 50 applicants and licensees.

NEI also commented that some of the proposed language regarding QA requirements could be
interpreted as requiring applicants for an ESP, design certification, design approval, or a
manufacturing license to establish and implement a QA program that addresses each of the

18 criteria in 10 CFR Part 50, Appendix B, and noted that not all of those criteria are applicable
to each of the applicants.

The NRC does not agree that the proposed rule language regarding QA requirements for an
ESP, design certification, design approval, or manufacturing license needs to be modified.
Each of the subject provisions (§§ 52.17, 62.47, 52.137, and 52.157) states that the description
of the QA program must include a discussion of how the applicable requirements of

Appendix B will be satisfied [emphasis added]. Therefore, the NRC believes it is clear that it
was not the intent to apply the Appendix B requirements too broadly and that the language in
the proposed rule is sufficient to indicate that the applicant need only implement the criteria in
Appendix B to the extent that those criteria are applicable to the activities being conducted by
the applicant. Therefore, no changes have been made to these sections in the final rule.

Note that on July 19, 2006, the commenter (NEI) informed the NRC by e-mail (ML062710327)
that it could not recreate the basis for some of the words in its May 30, 2006, recommended
language for § 52.17(a)(i)(xii) and that, for purposes of dispositioning this comment, the NRC
should ignore them.

Deletion of the Option of Using Appendix Q and Subpart F by COL Applicants

Comment 007-43: Several commenters noted that the propose rule would delete 10 CFR

Part 52, Appendix Q, which allows a Part 52 applicant to request early site suitability review. In
addition, the commenters noted that the proposed rule would not clarify that Subpart F of

10 CFR Part 2 may be used by COL applicants. The commenters stated that while no applicant
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has yet expressed an intent to use the early site review process in Appendix Q or the process in
Subpart F to Part 2 for partial decisions on site suitability issues, that these processes may
provide important flexibility for early and efficient consideration of site suitability issues for COL
applicants. The commenters asserted that there is no reason to eliminate this flexibility, and no
harm is caused by allowing Part 52 applicants to utilize these provisions, therefore the
commenters recommended that the NRC retain Appendix Q in Part 52, as well as in Part 50.

The commenters noted that both of these regulations allow critical path site issues to be
reviewed by NRC in advance of the submission of a COL application (COLA), in cases where
the applicant’s schedule or other considerations do not allow it to complete the ESP process in
advance of the COLA. Further, the commenters stated that utilization of Appendix Q or
Subpart F in the context of a COLA could allow the NRC staff to more efficiently utilize its
resources to focus early review of site issues only on those issues sought by the applicant,
rather than the full scope of issues required by an application for an ESP.

The commenters noted that in the August 2005 draft of the proposed rule, the NRC indicated
changes in 10 CFR Part 2, Subpart F, that would have allowed the subpart to be used in the
Part 52 COL process. The commenters stated that this change was not part of the proposed
rule. Thus, the commenters concluded, “one could (erroneously) conclude that Part 2,
Subpart F, is only applicable to the Part 50 construction permit process.” The commenters
suggested that the August 2005 draft revisions to Subpart F be incorporated into the final
Part 52 rule to clarify its continuing availability to Part 52 applicants.

The commenters recommended changes that they assert would specifically allow an application
for an ESP or COL to reference a review conducted in accordance with Appendix Q to Part 50.
The commenters believe that their recommended changes would also modify the provisions in
Subpart F of Part 2 explicitly to allow its use in Part 52 actions. Based upon the statements
provided by the NRC at the workshop on March 14, 2006 (Tr. 23-24), the commenters
understood that it was the NRC's intent to allow Part 52 applicants to use Subpart F.

NRC Response: Despite commenters concerns, the NRC has decided to go forward with
removal of Appendix Q from Part 52 in the final rule. However, the Commission agrees that

§ 2.101(a-1) and Subpart F of Part 2 should be modified to allow applicants for combined
licenses under Part 52 to take advantage of those provisions. Both § 2.101(a-1) and Subpart F
have been revised in the final rule so that combined license applicants may avail themselves of
these procedural alternatives, 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. 5563(b)(A). The Commission believes that
sufficient flexibility will be retained for future combined license applicants with the preservation
of the provisions in § 2.101(a—1) and Subpart F of Part 2 and that there is little value in also
retaining the provisions in Appendix Q.

The Requirement to Evaluate Applications Against the SRP Should Only Apply to Light-Water
Reactors

Comments 007-63 and 007-79: Several commenters noted that proposed §§ 52.47(a)(26),
52.137(a)(26), and 52.157(p) state that a design certification, design approval, and
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manufacturing license application shall include an evaluation of the standard plant design
against the SRP in effect 6 months prior to the docket date of the application.

The commenters noted that these proposed provisions are similar to 10 CFR 50.34(h).
However, the commenters stated that unlike § 50.34(h), the provisions in the proposed sections
are not limited to applicants for light-water reactors (LWRs). The commenters suggested that
this may have been an inadvertent oversight by the NRC. The commenters noted that “the
analogous provision for COL applicants, § 52.79(a)(1)(41), correctly limits this requirement to
LWRs.”

The commenters suggested that, similar to the requirement in § 50.34(h), the requirement in
proposed §§ 52.47(a)(26), 52.137(a)(26), and 52.157(p) should be explicitly limited to LWRs.
The commenters continued that since the SRP was developed solely for light-water reactors, “it
would be inappropriate and serve no useful purpose to require design certification applicants for
other types of reactors (e.g., high temperature gas cooled reactors) to evaluate their design
against the SRP.”

NRC Response: The NRC agrees with the commenters, in part, and has revised the subject
provisions to be applicable to light-water-cooled nuclear power plants. However, the NRC
believes that it would be useful for other applicants to evaluate their designs against the SRP.
First, there are a large number of areas within the SRP that are “technology-neutral” in the
sense that the SRP applies regardless of the technology of the reactor under review. Most of
the requirements in Part 50 are, for the most part, generic and have been applied in past
AEC/NRC licensing actions for non-LWR designs, such as Peach Bottom, Fort St. Vrain, and
the Clinch River Breeder Reactor. At least one potential combined license applicant (Exelon)
concluded that most of the technical requirements in Part 50 would be applicable to non-LWR
designs that they were considering for a new nuclear power plant. Also, each of the design
certification applicants identified several technical requirements which they believed were not
technically applicable to their design. The Commission provided dispensation from compliance
with these requirements by including exemptions in each of the design certification rules. The
same process may be used by future applicants for design certifications, including applicants
for certification of non-LWR designs.

Second, the SRP is not a requirement, and indeed, the regulation simply requires the applicant
to identify where the design has diverged from the guidance in the SRP. The purpose of the
SRP evaluation requirement is one of resources and planning: it allows the NRC staff to
estimate application review areas which may require special resources, and a greater period of
time to perform the safety review. The commenter did not set forth more specific reasons why
the underlying goals of the requirement for evaluation against the SRP would not be served in
the case on non-LWR designs. See Section V.C.8.f of Supplementary Information for more
discussion on this requirement.

Support for Conforming Changes and Other Beneficial Proposals

Comments 007-70 and 007-79: Several commenters suggested one additional change to
Part 52 that it and its constituents consider necessary to ensure that the regulations are
consistent and conform to the Energy Policy Act of 2005 and previous rulemakings. The
commenters suggested that the NRC include changes to the design certification rules and the
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change processes in Part 52 to be consistent with the concepts of the revised 10 CFR 50.59.
The commenters noted that the NRC deferred these changes from the § 50.59 rule change.
[See 64 FR 53582, 53601, October 4, 1999.] The commenters believe that the proposed rule
adequately addresses this issue. Several commenters also stated that the industry considers
the changes in the NOPR in Appendix A, B, and C to Part 52, regarding identified corrections to
design certification rules, such as to Section X, Records and Reporting, to be beneficial. The
commenters recommended that the final rule amending Part 52 should include these changes.

NRC Response: No response necessary.
5.3.1 General Provisions

Expansion of the Applicability of Requirements for Employee Protection

Comment 007-17: Several commenters noted that proposed 10 CFR 52.5(a) would prohibit
discrimination by a Commission licensee, holder of a standard design approval, an applicant for
a license, standard design certification, or standard design approval, a contractor or
subcontractor of a Commission licensee, holder of a standard design approval, applicant for a
license, standard design certification, or standard design approval, against an employee for
engaging in certain protected activities. The commenters also noted that proposed changes to
Part 19 (especially proposed 10 CFR 19.20) includes parallel provisions.

The commenters stated that application of employee protection requirements to design
certification applicants and applicants for design approval “is inappropriate and unauthorized
under Section 211 of the Energy Reorganization Act (the Act).” The commenters noted that
Section 211 of the Act applies to “employers,” and that the Act defines “employer” as including
an NRC licensee or applicant for license, and contractors or subcontractors of such a licensee
or applicant, and certain Department of Energy contractors or subcontractors. The commenters
stated that an applicant for a design certification or design approval is not encompassed within
any of the provisions in Section 211.

The commenters further stated that an applicant for design certification is fundamentally
different from an applicant for a license. The commenters stated that design certification
occurs through rulemaking, and as a result, a design certification applicant has no proprietary
interest in a design certification. The commenters noted that as indicated by provisions such as
10 CFR 52.73, a design certification can be utilized by any qualified vendor, and the design
certification applicant will not necessarily be the ultimate designer or supplier of a plant that
references the design certification. The commenters concluded that it would therefore be
inappropriate to apply the provisions in proposed § 52.5 to design certification applicants.

The commenters stated that the proposed rule would have the effect of applying licensing
provisions to design certification rulemaking. The commenters concluded that this is a
fundamental shift in the nature of design certification that “is inappropriate, is unfair to design
certification applicants, and should be rejected.”

The commenters finished by stating that if the NRC does not agree, the proposed revision

should at least be modified to mitigate some of the detrimental features. In particular, the
commenters suggested that at most, § 52.5(a) should apply only during those periods in which
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the applicant for design certification or design approval is actively engaged in regulated
activities. The commenters also recommended that parallel changes be made in proposed
10 CFR Part 19.

NRC Response: The NRC disagrees with the comment that application of employee protection
requirements to design certification applicants and applicants for design approval “is
inappropriate and unauthorized under Section 211 of the Energy Reorganization Act (the Act).”
As stated in the Supplementary Information section of the proposed rule, the NRC believes that
its regulatory authority under Section 211 and Section 401 of the 1974 ERA is much broader
than the current scope of Part 19. The anti-discrimination proscriptions in Section 211 of the
ERA apply to any “employer,” which the NRC regards as including non-licensee entities
otherwise regulated by the NRC, such as applicants for and holders of standard design
approvals, and applicants for standard design certifications. The Commission believes that the
use of the term, “includes,” in paragraph (a)(2) of Section 211 of the 1974 ERA was not
intended to be an exclusive list of the persons and entities subject to the anti-discrimination
provisions in that section. The House Report on H.R. 776, which was adopted by Congress as
the Energy Policy Act of 1992, states:

[Title V] also broadens the coverage of existing whistle blower
protection provisions to include . . . any other employer engaged
in any activity under the Energy Reorganization Act of the Atomic
Energy Act of 1954.

H.Rep. No. 102-474, Part 8, 102d Congress, 2d Sess., at 78-79 (1992) (emphasis added).
There was no discussion of the statutory language in the conference report. H.R. Conf. Rep.
No. 102-1018, 102d Cong., 2d Sess. (1992). Commenters did not provide any reason why the
Commission’s interpretation of “includes” is incorrect. The Commission’s interpretation is
reasonable because design certifications and design approvals help to form the basis for NRC
safety determinations with respect to licensing of nuclear power plants referencing the design
certifications or design approvals. Accordingly, in the absence of any showing that the
Commission’s interpretation is incorrect or otherwise unreasonable, the NRC rejects the
comments and has made no changes in the final rule. The NRC also does not agree with the
commenters’ suggestion that § 52.5(a) should apply only during those periods in which the
applicant for design certification or design approval is actively engaged in regulated activities.
The NRC believes that employees should be able to raise safety concerns related to a design
approval or design certification at any time without fear of retaliation.

Beneficial Changes Proposed for Part 52

Comment 007-74: Several commenters stated that the industry considers the changes in the
NOPR in § 52.1, regarding definitions, and in § 52.7, regarding the applicability of the § 50.12
exemption process, to be beneficial. The commenters recommended that the final rule
amending Part 52 should include these changes.

NRC Response: No response necessary.
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5.3.2 Subpart A—ESP

Loss of “Finality” for Environmental Issues

Comments 002-1, 002-2, 002-5, 010-1, 012-1, 006, 009, and 013:® Several commenters
expressed concerns about the loss of finality previously awarded to safety and environmental
issues addressed in an ESP, specifically that issues addressed in an ESP would no longer be
treated as resolved in subsequent COLs. Commenters stated that specific language in
proposed §§ 51.50(c)(1)(iii), 51.107(b)(3), and 52.39(a)(2)(v) was contrary to the ESP finality
principle of existing Part 52 (54 FR 15372, 15373, 1989). Commenters believed that the NRC
should not eliminate current §§ 52.39(a)(2), 52.79(a)(1), and 52.89 with respect to previously
resolved environmental issues, and should not promulgate proposed §§ 52.39(c)(1)(v) and
51.107(b)(3) as written. These commenters stated that the changes would, if implemented,
lead to unnecessary and inefficient reconsideration, re-review, and possible re-litigation of
issues that had been resolved in an ESP proceeding, and could deter future use of the ESP
process. Commenters expressed concern that if enacted, the proposed amendments would
allow, as long as the pleading standards were met, any intervener to litigate a previously
evaluated environmental issue by alleging that new information existed which altered the prior
conclusions (71 FR 12826). Commenters expressed concern that NRC staff had suggested
that to allow a realization of prior ESP findings, a COL applicant referencing an ESP would be
required to update its previous environmental report to present and analyze final plant design
information, regardless of whether it fell within the bounds of the prior evaluation. Commenters
expressed support for current rules that avoided reconsideration of environmental issues in a
COL application when those issues had previously been assessed and resolved in an ESP
proceeding.

One commenter suggested the NRC should provide direction to the NRC staff that it is not
necessary for the staff to examine or revalidate previously resolved environmental issues, or
perform an independent search for new information. The commenter stated that where
environmental impacts were evaluated at the ESP stage, any supplemental environmental
impact statement (EIS) at the COL stage should be limited only to those matters requiring
supplementation. The commenter further noted that the NRC staff should rely upon comments
from the public and consulting agencies to identify any areas where supplementation might be
needed. The commenter stated that if no person identified a need to supplement the
discussion of an impact addressed in the ESP EIS, there should be no need for any discussion
of that impact in the EIS supplement at the COL stage.

NRC Response: The NRC agrees in part with the commenters. Upon further consideration of
the proposed rule language and discussions with stakeholders in NRC public meetings, the
NRC agrees that the rule language in §§ 51.50(c)(1), 51.107(b)(3), and 52.39(a)(2)(v) should
be modified to more clearly reflect the finality of environmental issues resolved in an ESP.
However, the NRC does not agree that it should retain the rule language in current

3Commenters 006, 009, 010, 012, and 013 also fully endorsed and supported NEI's comments submitted
on May 16, 2006. Therefore, all of these commenters are included in each of NEI's May 16, 2006 comments
(comment number 002). For simplicity, these comment numbers are not repeated in this document for each
comment.
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§§ 52.39(a)(2), 52.79(a)(2), and 52.89 because it did not appropriately reflect the NRC’s
obligations under NEPA.

Instead, the final rule limits, in § 52.39(c)(1)(v), 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 significant new information has
been identified. The NRC believes that its regulations and the applicable case law interpreting
the National Environment Policy Act of 1969, as amended (NEPA), allow the NRC to prepare a
supplement to the ESP EIS at the combined license stage. However, the NRC must address
any significant new information for issues that were resolved in the ESP EIS. For these
reasons, the NRC believes the final rule language appropriately captures the agency’s NEPA
obligations.

For similar reasons, the NRC does not agree that it should rely upon comments from the public
and consulting agencies to identify any areas where supplementation of an ESP EIS might be
needed at the COL stage and that, if no person identified a need to supplement the discussion
of an impact addressed in the ESP EIS, there should be no need for any discussion of that
impact in the EIS supplement at the COL stage. Instead, the NRC has revised § 51.50(c) in the
final rule to require a combined license application that references an ESP to contain any
significant new information for issues related to the impacts of construction and operation of the
facility that were resolved in the ESP proceeding and a description of the process used to
identify new and significant information regarding the NRC’s conclusions in the ESP EIS. While
the NRC is ultimately responsible for completing any required NEPA review, the combined
license applicant must identify whether there is new and significant information on a previously
resolved issue. A combined license applicant should have a reasonable process to ensure it
becomes aware of new and significant information that may have a bearing on the earlier NRC
conclusion, and should document the results of this process in an auditable form for issues for
which the combined license applicant does not identify any new and significant information.

The NRC believes that the final rule language in § 52.39 and Part 51 appropriately captures the
agency’s NEPA obligations.

Comment 005-14: A commenter questioned whether there are limitations on the NRC’s ability
to evaluate and “inquire into the continued validity” of the information supporting an
environmental impact statement for an ESP.

NRC Response: Upon further consideration, the NRC has removed this language from the
Supplementary Information section of the final rule because it implied a overly broad view of the
NRC'’s obligations under NEPA for the review of a COL application referencing an ESP.

Petitions for Waiver of Finality Rule

Comments 002-9, 002-11, 002-12, 002-13, 002-14, 002-15, 002-16, and 002-95:
Commenters believed the NRC should modify the final rule to reflect that persons seeking to
reopen previously resolved environmental issues in a COL proceeding must petition the NRC
for a waiver of the finality rules (currently, 10 CFR 52.39(a)(2), 52.79(a)(1), and 52.89). They
argued that if the applicant, the NRC staff, or a member of the public identified new information
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that they believed altered the evaluation of an environmental issue addressed in the ESP EIS,
and if this new information did not relate to a design feature exceeding the parameters specified
in the ESP, then a waiver of the finality rules should be obtained from the NRC in order to allow
reconsideration of the previously analyzed impact. Commenters stated that consistent with
Federal case law on when an agency must prepare a supplement to an EIS, the NRC should
grant the waiver only if the new information presented a “seriously different picture of the
environmental impact” of granting a COL than what was previously envisioned. (S. Trenton
Residents, 176 F.3d at 663; New River, 373 F.3d at 1330.) Commenters stated that in
accordance with the NRC’s Rules of Practice, the NRC should be able to grant a waiver request
only if it were supported by an affidavit establishing the special circumstances with particularity
and making a prima facie showing that the rule should be waived (10 CFR 2.335(b),(c)). They
described these procedural safeguards as needed and appropriate to preserve the current
rule’s objective of allowing early resolution of environmental issues.

Furthermore, the commenters argued that the NRC’s consideration of the new information in
the course of evaluating a waiver request would be consistent with Federal case law that allows
agencies to employ non-NEPA documentation (i.e., documentation aside from an
environmental assessment (EA) or supplemental EIS and not subject to NEPA public
participation requirements) to determine whether alleged new impacts are significant enough to
require the preparation of supplemental NEPA documentation and explain why not.

Alternately, one commenter explained their support for the use of waivers as follows: “requiring
a waiver would also be consistent with the approach that the NRC has followed in license
renewal proceedings, where the NRC staff (or an intervenor) is required to apply to the
Commission for a waiver before any Category | issue (i.e., any issue previously resolved
generically) can be reconsidered, based on significant and new information. See SECY-93-032
at 3-4; 61 FR 28467, 28470 (1996). This approach would allow supplementation of the ESP
EIS where appropriate, while maintaining the preclusive effect of the Part 52 regulations. In the
Supplementary Information in the rulemaking notice, the NRC recognizes the applicability of the
license renewal environmental review process to the review of COL applications referencing
ESPs (71 FR 12826), and the commenters agree that the NRC'’s license renewal approach is
fully applicable here.”

NRC Response: The NRC does not agree with the commenters’ suggestion that persons
seeking to reopen previously resolved environmental issues in a COL proceeding should be
required to petition the NRC for a waiver of the finality rules. The Commission’s view is that an
EIS prepared for a combined license referencing an ESP must address significant new
information that affects the evaluation of an environmental issue resolved in the ESP EIS, but
only if that environmental issue is relevant to the decision to issue the combined license. For
example, information related only to siting that was resolved in the ESP proceeding is not
relevant to the decision to issue the combined license, because the siting issue was finally
determined, from both a safety and environmental standpoint, as part of the issuance of the
ESP. By contrast, information which a public stakeholder claims is new and significant only
with respect to the matters resolved in the ESP proceeding will be addressed by the
Commission as part of the routine scoping and public comment process. The Commission’s
inquiry, with respect to such information, will be—as suggested by the commenters—directed at
whether the information presents a “seriously different picture of the environmental impact,” or
otherwise could reasonably lead to a different conclusion with respect to the underlying decision
to issue the ESP in its current form. The Commission will not, however, allow such matters to
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be addressed in the adjudicatory hearing for issuance of a combined license. Instead, they will
be treated as petitions for modification of the ESP under §52.39(c)(2). The petition will not be
considered by the Commission unless the petitioner had raised this matter in either the scoping
process or public comment process with as much detail and information as would otherwise be
required to support the “basis requirement” for a contention in 10 CFR 2.309. This is essentially
the same as the “waiver” process advocated by the commenters, and is based upon former

§ 52.39(a)(2)(iii).

With regard to the comparison with the license renewal process, the NRC performed the
analysis of environmental effects during the renewal period for each of the operating plants; the
NRC also had the benefit of the operating experience of over 100 units for an extended period
of time to support its analyses. The analysis based on this information was codified and use of
the waiver process to challenge this information was appropriate. For new plants where the
environmental impacts of construction and operation were resolved in the ESP proceeding, the
conclusions were based on analytical methods and assumptions regarding the design,
construction, and operation of the facility and some of the information about the design,
construction practices, and proposed operations were not well known at the time of the ESP
application. Therefore, it is not analogous to the license renewal situation.

Comments 011-3 and 011-4: A commenter noted that in § 52.39 (page 12783), in C.4.g, in
the last paragraph, the proposed rule states the proposed revision will be in § 52.39(d), but the
commenter suggests that it is actually in § 52.39(e). The commenter also noted that in C.4.g,
and the reference rule sections, the text discusses requirements related to information requests
with a focus on safety information. The commenter asked whether there is, or should be, an
equivalent requirement for environmental information.

NRC Response: The NRC agrees that all references to this provision in § 52.39 should be to
paragraph (e) and has made the correction in the final rule. The requirements in §562.39(e) are
based on the requirements in current § 50.54(f). Section 50.54 addresses conditions to be
placed on licenses related to safety requirements. Section 50.54 does not address
environmental conditions, which are addressed in § 50.36b. A provision similar to § 50.54(f)
does not currently exist for environmental conditions and the NRC did not propose to add one in
this rulemaking.

Duplicative Review in Applications for ESPs or Design Certifications and COL Applications

Comment 012-11: A commenter stated that in order to promote efficiency and standardization,
the NRC should include in any final rule a provision providing that if a COL application
references a pending application for an ESP or design certification, the COL proceeding will not
include duplicative review or litigation of issues being resolved in the other, referenced
proceedings. The commenter stated that alternatively, if the NRC does not address this issue
by rule, it should issue a policy statement providing appropriate guidance to the NRC staff and
Atomic Safety and Licensing Board to avoid duplicative reviews in such cases.

The commenter and other companies are currently preparing COL applications under DOE’s
2010 program, which is intended to lead to the deployment of new units, particularly Gen |11+
units, in a timeframe that is likely to lead to parallel COL, design certification, and ESP
proceedings. In addition, the commenter noted that the Energy Policy Act of 2005 provides
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incentives for the development of new units, which may affect the applicant’s choice of
schedule. The commenter noted as an example that in order to qualify for the production tax
credit, a company must submit its COL application by the end of 2008. [See IRS Bulletin

No. 2006-18 (May 1, 2006), Notice 2006-40.] The commenter stated that COL applicants may
not be able to wait until design certification proceedings for their selected technology or ESP
proceedings for their selected sites are complete. The commenter acknowledged that while the
NRC’s procedures should not be dictated by these programs and incentives, it is reasonable for
the NRC to take steps to ensure that its process is not an impediment to prompt deployment of
the most current, passively safe designs. The commenter went on to state that if a design for
which a design certification application has been submitted would be subject to duplicative
review and litigation in a COL proceeding, attractive new designs like the Economic Simplified
Boiling Water Reactor might be at a disadvantage and that similarly, the NRC should take steps
to ensure that prompt consideration of site suitability issues is not deterred.

Further, the commenter stated that duplicative review of issues already being addressed in
another referenced proceeding would be a costly and inefficient use of the NRC’s resources,
which are already likely to be challenged by the number of expected applications, and would
constitute an undue burden to the applicant. The commenter stated that duplicative reviews
could also lead to inconsistent results and loss of standardization. The commenter noted that
Part 52 is intended to encourage standardized designs. The commenter stated that this
objective would be frustrated for near-term COL applicants who are demonstrating the process
and who would be required to obtain plant-specific design reviews in their COL proceedings.

The commenter also noted that avoiding duplicative reviews would be consistent with past NRC
practice and case law. The commenter noted that in the Private Fuel Storage case, the NRC
staff did not duplicate the review of the cask design issues that were being reviewed for a
certificate of compliance. The commenter noted that in addition, case law has long held that
Licensing Boards should not accept contentions which are or are about to become the subject
of rulemaking. [See Duke Energy Corp. (Oconee Nuclear Station, Units 1, 2, & 3), CLI-99-11,
49 NRC 328, 345 (1999).] The commenter also noted that in UCS v. AEC, 499 F.2d. 1069 (DC
Cir. 1974), the DC Circuit upheld the Commission’s discretion to exclude issues from
consideration in a licensing proceeding when those issues are being considered in a
rulemaking proceeding. The commenter stated that as a general matter, the NRC clearly has
the discretion to define the scope of its proceedings. [Bellotti v. NRC, 725 F.2d 1380, 1381
(DC Cir. 1983).]

The commenter recommended that the NRC should amend 10 CFR 52.27(c) and 55.55(c) to
exclude from the scope of review and hearing in a COL proceeding those issues that are being
resolved in a pending ESP or design certification proceeding referenced in the COL application.

NRC Response: The Commission agrees with the commenter that under existing NRC case
law, matters which are or about to become the subject of NRC rulemaking, such as a standard
design certification, should not be the subject of admitted contentions in a nuclear power plant
licensing proceeding. [Potomac Electric Power Co. (Douglas Point Nuclear Generating Station,
Units 1 and 2), ALAB-218, 8 AEC 79, 85, 89 (1974).] However, there is no need for a
rulemaking provision in Part 52 to establish the applicability of this principle to combined license
proceedings. The case law of the NRC applies to all NRC proceedings, including future
combined license proceedings referencing an application for a design certification.

Furthermore, this principle also applies in ESP proceedings, and manufacturing license
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proceedings, but the commenter did not suggest that parallel provisions be adopted for those
matters. Adopting the commenter’s proposed changes to §§ 52.27 and 52.55, but not to
Subparts A and F of Part 52 could lead to the erroneous conclusion that the principle does not
apply in those types of proceedings.

The Commission disagrees with the commenter’s proposal for a rulemaking provision that
would preclude duplicative reviews and litigation of issues in a combined license proceeding
which references an ESP application. Although the Commission agrees that duplicative review
should be avoided, the particular manner in which duplication would be avoided depends upon
the circumstances present at the time that the ESP is referenced by the combined license
application. For example, if an ESP and a combined license application were filed
simultaneously (or near simultaneously), the manner in which the Commission may notice and
conduct the ESP and combined license hearings (e.g., a consolidated hearing) may be quite
different from the situation where the combined license application referencing the ESP
application is filed at the time of imminent issuance of the referenced ESP. It would likely prove
difficult to develop such rule language (or, as the commenter suggested as an alternative, a
policy statement) that would be clearly and understandable to all stakeholders, especially in
view of the fact that the Commission has no direct experience with combined license
applications referencing ESP applications. The Commission believes that the provisions in the
Part 52 final rulemaking will largely address the concerns of the commenter with respect to
duplicative reviews.

For these reasons, the Commission declines to adopt the commenter’s proposal and no change
to the final has been made in response to the comment.

Comment 013-3: A commenter urged the NRC to avoid reopening issues already resolved as
a result of the NRC’s design-centered approach or as a result of reviews of early site permit
(proposed § 52.27(c)) or design certification (proposed § 52.55(c)) applications.

NRC Response: In general, the Commission agrees with the commenter that the issues
resolved in a standard design certification rulemaking should not be reopened in subsequent
combined license, construction permit, or manufacturing license proceedings which reference
the design certification rule.

The Commission also agrees with the implicit suggestion of the commenter that design matters
that have been resolved by the NRC in a design-centered approach should not ordinarily be
“reopened” or otherwise reconsidered as part of each individual combined license application.
To facilitate the design-centered approach, the Commission is retaining Appendix N in Part 52,
and modifying its provisions as well as those of Subpart D of Part 2. These provisions should
address the commenter’s suggestion for issue finality in the design-centered approach.

The Commission’s position on issue resolution and finality with respect to ESPs is set forth

elsewhere as part of the NRC’s response to comments on early site permit issue resolution and
finality, and the NRC’s response to Commission Question 9.
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NRC Should Not Require ESP Applicants to Perform Radiation Consequences Analyses

Comment 007-13: Several commenters noted that proposed 10 CFR 52.17(a)(1)(ix) would
require an ESP applicant to evaluate postulated fission product releases consistent with

10 CFR 50.34 using containment leak rates and fission product cleanup systems. The
commenters stated that modification of proposed § 52.17(a)(1) is needed to reflect the ability to
seek and obtain an ESP without specifying the design to be built and without providing specific
design information. The commenters stated that a lesson learned from the existing ESP
proceedings is that final radiation consequence analyses should not be a requirement for ESP.
Instead, the commenters suggested that Part 52 should allow such an analysis to be performed
and provided for NRC review by ESP applicants if the requisite design-specific information is
known. If not, and similar to the approach for addressing emergency planning (EP) and
security plans, the ESP applicant should be required to demonstrate that Part 100 requirements
can be met by providing sample radiation consequence analyses based site characteristic
atmospheric dispersion factors (X/Q).

The commenters stated that while they generally agree with the NRC staff on the acceptability
of the plant parameter envelope (PPE) approach for ESP applicants who have not selected a
specific design for their site, they do not believe that proposed § 52.17(a)(1) adequately reflects
this approach. The commenters noted that under the PPE approach, an ESP applicant does
not seek approval of the site for specific facilities; rather, bounding design information is used
as a surrogate for actual facility information to support the ESP review and approval is sought
for a reactor or reactors that fall within the PPE.

The commenters stated that, depending on the approach selected by an ESP applicant, the
radiological consequence analyses that can meaningfully be performed and provided for NRC
review are different. The commenters stated that ESP applications based on a specific design
may be able to present complete radiological consequence analyses that demonstrate that
Part 100 radiological dose criteria are met for the proposed site/design combination.

Section 52.17(a)(1) should not require complete radiological consequence analyses even for
applicants that seek approval of the site for a specific facility because the specified facility may
not be a certified design. If the ESP application is based on a specific, non-certified design, the
design-specific information necessary for complete radiological consequence analyses may not
yet be available, or may be subject to change. NRC review and approval of accident
sequences, release histories and related design-specific information would be expected in a
design certification or combined license proceeding, not in an ESP proceeding. However, the
commenters went on to say that if the ESP applicant has not selected a specific design,
complete radiological consequence analyses, which require knowledge of design-specific
accident sequences, release histories, etc., cannot be meaningfully accomplished. Instead, the
commenters suggested that the focus for these ESP applicants should be on the site-related
aspects of radiological consequence analyses, that is, determination of site atmospheric
dispersion characteristics.

The commenters stated that the determination that radiological dose consequence criteria are
met can only be made when both the site and design are known. The commenters noted that
the existing ESP applicants are using the PPE approach and have not specified a particular

design as the basis for their applications. Their radiological consequence analyses are based
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on bounding analyses; design-specific analyses will be required to be submitted in any
combined license application referencing the ESPs.

The commenters suggested that for an ESP application, the acceptability of the site with
respect to radiological dose consequence criteria should be dependent on the site characteristic
X/Q, including any assumptions related to the structures, systems, and components (SSCs)
that bear significantly on the calculation of X/Q such as elevated release point and building
locations associated with assumed wake effects. The commenters noted that at the COL
stage, the site X/Q will need to be combined with the release history information provided in a
design certification, or approved during the COL review of an uncertified design, to determine
whether dose requirements are met for the specific plant.

The commenters stated that the NRC provides no explanation in the Supplementary
Information as to why it would require an ESP applicant to evaluate postulated fission product
releases using containment leak rates and fission product cleanup systems. The commenters
stated that the provision is inappropriate and, as discussed above, is potentially impossible to
satisfy for an ESP applicant using the PPE approach.

The commenters suggested that the ESP approach for addressing compliance with Part 100
requirements should be similar to that used in the current rule to address emergency planning.
Section 52.17(a)(1) requires ESP applicants to “identify physical characteristics of the proposed
site . . . that could pose a significant impediment to the development of emergency plans.” The
commenters stated that in that way, the rule recognizes that while emergency planning is an
important consideration in determining site suitability, the ESP applicant may not be able to
demonstrate compliance with Part 50, Appendix E, requirements at the ESP stage. Rather, the
commenters asserted that the only requirement for ESP is to identify significant impediments to
development of emergency plans, and if there are any, measures to mitigate or eliminate them.
The commenters noted that the proposed rule uses a similar approach to address adequate
security plans. Proposed § 52.17(a)(1)(xi) requires ESP applicants to demonstrate that “site
characteristics are such that adequate security plans and measures can be developed.”

The commenters stated that, like EP and security, radiation dose consequence criteria cannot
be shown to be met at the ESP stage if the applicant has not selected a design and/or does not
have the necessary design information available, such as information on SSCs and source
terms. The commenters stated that “such an ESP applicant could, however, demonstrate that
radiation dose consequence criteria can be met by providing a sample analyses based on a
typical plant design and site characteristic X/Q.” The commenters stated that this is similar to
the approach used by the NRC staff and the first three applicants for ESP. The commenters
noted that a COL applicant referencing such an ESP would be required to perform specific
radiation dose consequence analyses for the specific design selected, and these analyses
would be subject to NRC review.

The commenters suggested that if an ESP applicant has selected a design and has the
necessary design information, the applicant may provide design-specific radiation dose
consequence analyses, using the site characteristic X/Q. The commenters stated that once
these analyses are approved in the ESP, compliance with Part 100 dose consequence criteria
would be considered resolved for future applicants referencing the ESP, consistent with

§ 52.39(a)(2), and these analyses would not be subject to further NRC review.
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NRC Response: The NRC agrees that § 52.17(a)(1) should reflect the option for ESP
applicants to use postulated design parameters in lieu of actual design information but notes
that this allowance was provided for in the proposed rule. Specifically, § 52.17(a)(1)(i) states
that the application must contain the specific number, type, and thermal power level of the
facilities, or range of possible facilities, for which the site may be used [emphasis added]. The
NRC does not agree, however, that changes are needed to clarify the nature of radiological
consequence analyses that are required of ESP applicants. This issue has been discussed
with NEI in public meetings and in letters from the NRC dated February 5 and June 20, 2003
(ADAMS Accession Nos. ML030210341 and ML031150617), on the resolution of Early Site
Permit Topic 7 (ESP-7), which involved guidance for satisfying 10 CFR 52.17(a)(1)
requirements. The NRC staff also addressed the issue in SECY-03-0105, “Early Site Permit
Application Readiness,” dated June 24, 2003, and in NRC’s August 4, 2003, letter to NEI
providing the NRC’s responses to NEI's comments on draft Review Standard (RS)-002,
“Processing Applications for Early Site Permits,” Sections 15 and 17.1.1 (ADAMS Accession
No. ML031920465). During all of these discussions, the NRC has consistently maintained that
dose consequence evaluation factors must be considered in an ESP application as required by
§52.17(a)(1).

The NRC'’s regulations in 10 CFR Part 100, “Reactor Site Criteria,” present a framework that
guides the NRC in its evaluation of the suitability of proposed sites for stationary power and test
reactors. The regulations recognize the importance of accident considerations in reactor siting
and key elements are the determination of the size of the exclusion area considering postulated
accidents with a large fission product release within containment and the evaluation of the
radiological consequences in terms of doses.

Accident considerations historically have been of key importance in reactor siting. Major
developments in risk assessment, such as the issuance of the Reactor Safety Study
(WASH-1400), and NUREG-1150, “Severe Accident Risks: An Assessment for Five U.S.
Nuclear Power Plants,” as well as the occurrence of the Three Mile Island accident in 1979 and
the accident at Unit 4 of the Chernobyl reactor in the Soviet Union in 1986, have heightened
awareness, knowledge, and concerns in this area. Siting factors and criteria are important in
assuring that radiological doses from normal operation and postulated accidents will be
acceptably low. In 1996, the NRC amended its regulations to update the criteria used in
decisions regarding power reactor siting (61 FR 65176; December 11, 1996). In that
rulemaking, the NRC modified source terms and dose calculation requirements that apply
primarily to plant design and relocated them to 10 CFR Part 50. Conforming changes were
made to 10 CFR Part 52 to reflect these changes.

As articulated in Regulatory Guide 4.7, “General Site Suitability Criteria for Nuclear Power
Stations,” which was revised in conjunction with the 1996 rule, both the exclusion area
boundary described by 10 CFR 52.17(a)(1)(ix)(A) and the low-population zone described by
10 CFR 52.17(a)(1)(ix)(B) (both of which are defined in 10 CFR 50.2) depend on site
characteristics and aspects of the plant design. In effect, certain elements of siting and design
have been inextricably linked and remain so.

Based on this regulatory history, the NRC continues to believe that dose consequence

evaluation factors must be considered by ESP applicants as required by 10 CFR 52.17(a)(1).
Requirements in 10 CFR Part 100, which are defined as the siting requirements for 10 CFR
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Part 52 applicants, must be met for the NRC to approve “a site for one or more nuclear power
facilities separate from the filing of an application for a . . . combined license for such a facility”
(§ 52.12), and therefore must be addressed at the ESP stage. While the meteorology is solely
dependent on the site, the site atmospheric dispersion factors have a dependency on the
design parameters (e.g., height of building cross-section for evaluation of the building wake
effects) and the footprint of the plant (e.g., for determination of the distance of the release
location to the exclusion area boundary). Therefore, the site atmospheric dispersion factor
alone cannot be used to meet the criteria for radiological dose consequences of postulated
accidents as required by § 52.17(a)(1) because both site characteristics and design information
are necessary in order to perform the required assessment. If an ESP applicant pursues the
PPE approach, the staff expects the application information to include the bounding reactor
accident source terms, in addition to site atmospheric dispersion factor values, so that the staff
can evaluate the acceptability of the site under the radiological consequence evaluation factors
identified in 10 CFR 52.17(a)(1)(ix).

At the COL stage, an applicant referencing an ESP that used a PPE approach would be
required, in accordance with § 52.79(b), to provide information sufficient to demonstrate that the
design of the facility falls within the site characteristics and bounding design parameters
specified in the ESP. Therefore, if the COL applicant can demonstrate that the characteristics
of its actual facility design are bounded by the PPE values it postulated at the ESP stage, then
no further analysis is necessary regarding compliance with Part 100.

Postulated Design at ESP Stage

Comment 008-2: A commenter brought up the topic of combined permits and licenses but was
not aware that any have been requested yet. The commenter stated that the site permit
material includes design concepts, a plant parameter envelope, and pointed out that it is not
apparent that the site approval applications were for a specific design like they were in the past.

The commenter asked when in the process the NRC plans to evaluate the specific design that a
party wants to build so that the NRC can evaluate how the design copes with the environmental
extremes, how the public is going to be protected from accidents, how the design can impact
the environment, and what can be done to make the impact even smaller. The commenter
asked if the NRC should instead require applicants to show the actual designs that they want to
build on the sites they want approved instead of a concept. The commenter stated that, locally,
industry cannot obtain a building permit until the architect’s plans have been approved.
Similarly, the commenter suggested that the NRC should not approve construction and
operation until the actual design for the place on the site. The commenter also noted that it is
not clear what value the envelope has in the rule, and questioned whether it can work years in
advance of the actual decision to build something, and requested that it be defined to avoid
“pbait and switch.”

NRC Response: The commenter is correct in that an early site permit applicant need not
specify a particular design in its application. The regulations allow applicants to specify a range
of designs that are under consideration. Such a range of designs can be described by using a
“plant parameter envelope.” When the early site permit is referenced in a combined license
application, however, the combined license applicant must specify the specific design it intends
to build at the site. The NRC only approves construction and operation of the facility when the
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combined license is issued, so, contrary to the commenters assertion, the NRC does not
approve construction and operation until the actual design of the facility is known.

New Requirement for ESP Applicants to Provide ITAAC

Comment 007-16: Several commenters noted that proposed 10 CFR 52.17(b)(3) would
require ESP applicants to provide inspections, tests, analyses, and acceptance criteria (ITAAC)
on emergency planning (EP) for both major features or complete programs. The commenters
also noted that proposed § 52.24(a)(5) would require a Commission finding that the ESP
proposed ITAAC, “including any on emergency planning,” are necessary and sufficient to make
a reasonable assurance finding, and that the Supplementary Information for the proposed rule
(71 FR 12789) explains the purpose of these proposed provisions. The commenters stated that
an ESP applicant should not be required to propose EP ITAAC for major features of an EP
plan.

The commenters noted that this discussion is inconsistent with proposed § 52.17(b)(3) in that it
focuses solely on the need for EP ITAAC when the ESP application includes complete and
integrated emergency plans. The commenters stated that the Supplementary Information does
not identify the need for EP ITAAC when the ESP application includes only EP “major features.”
The commenters believe the Supplementary Information is correct and that EP ITAAC should
not be required for the “major features” option. The commenters stated that the NRC does not
need to make a reasonable assurance finding with respect to the description of “major features”
of an EP plan submitted at the ESP stage. Instead, the commenters noted that under 10 CFR
52.18, the NRC is only required to determine that the major features are “acceptable.” The
commenters concluded that, using the staff’s rationale, EP ITAAC are not necessary. The
commenters noted that the first three ESPs each reflect use of the “major features” option and
are progressing toward NRC approval without ITAAC on EP major features.

The commenters also stated that it may not be possible to develop ITAAC for EP major
features at the ESP stage because, by definition, information on EP major features will not
include details of the complete EP program. The commenters suggested that because in some
cases it might be necessary to have those EP program details in order to develop appropriate
EP ITAAC, development of EP ITAAC should be deferred to the COL stage when detailed EP
program information will be available.

The commenters noted that in preliminary discussions between NRC and the commenters on
this topic, it has been acknowledged that the existing language in Part 52 does not preclude
any ESP applicant from proposing EP ITAAC. Given the possibility that EP ITAAC may in the
future be determined to be practical and useful for ESP applicants using the “major features”
option, the commenters would not object to adding a permissive provision to the end of

§ 52.17(b)(3).

Finally, the commenters recommend that § 52.24(a)(5) be modified to reflect that EP ITAAC are
the only type of ITAAC envisioned for ESPs.

NRC Response: NRC agrees in part with the commenter. Specifically, the staff agrees with

NEI that the ESP applicant should not be required to propose EP ITAAC for major features of
an EP plan, and that 10 CFR 52.17(b)(3) should be modified to reflect the commenter’s
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proposed revision, including the permissive provision. The staff does not agree that the
language “after [insert date of final rule]” should be added, as this is considered unnecessary
because any ESP application with complete and integrated emergency plans must include
some EP ITAAC, regardless of whether they are submitted prior to or after the effective date of
this rulemaking. While the current rules do not require EP ITAAC for complete and integrated
emergency plans in an ESP application, a reasonable assurance determination can not be
made without them. Further, the current rules do not preclude submission of ESP EP ITAAC
for complete and integrated emergency plans. Thus, the effective date of the rulemaking
requirement for ESP EP ITAAC for complete and integrated plans is inconsequential, as it
relates to the NRC (and DHS) reasonable assurance determination. Further, the staff does not
agree that 10 CFR 52.24(a)(5) should be modified to reflect that EP ITAAC are the only type of
ITAAC envisioned for ESPs. The staff believes that the existing language provides additional
flexibility for ESP applicants, in that they would be allowed to propose ITAAC for areas other
than emergency planning, if they so desire.

New Requirement for ESP Applicants to Address Construction Impacts on Existing Plants

Comment 007-20: Several commenters noted that proposed 10 CFR 52.17(a)(1)(x) would
require ESP applicants to address impacts on operating units of constructing new units on
existing sites. The commenters stated that this provision in the proposed rule is contrary to the
industry-NRC understanding on this matter, as documented in correspondence in 2003
regarding ESP Topic ESP-19 (see NEI letter dated May 14, 2003, and NRC letter dated
August 11, 2003). The commenters noted that, as discussed by the NRC at the workshop on
March 14, 2006 (Tr. 78-79), NRC apparently did not consider ESP-19 when it prepared the
proposed rule, and it does not know why it changed its position. The commenters believe that
the requirement proposed in § 52.17(a)(1)(x) is both unnecessary and potentially impossible for
an ESP applicant to implement, and suggested that therefore, this provision should be deleted.

The commenters stated that, consistent with the resolution of ESP-19, the COL applicant (and
not the ESP applicant) should have the obligation to identify the impacts of construction on
existing operating plants. The commenters stated that the COL applicant is in the best position
to provide such information, since it will have final information regarding the design and
construction plans. In contrast, the commenters stated that the ESP applicant will not have final
design information or construction plans. Therefore, the commenters stated that it will be
difficult, if not impossible, for an ESP applicant to provide the information specified in the
proposed rule. The commenters also stated that in any event, the issue does not relate to site
suitability.

The commenters noted that proposed 10 CFR 52.79(a)(31) includes a requirement for a COL
applicant to include such information in the COL application on construction impacts, and that
provision reflects the current requirements in 10 CFR 50.34(a)(11). The commenters state that
this approach also is consistent with the staff’'s comments in its December 27, 2005, response
to the Commission’s SRM. Therefore, the commenters concluded that there is no need to
impose this requirement on ESP applicants.

Comment 012-9: A commenter stated that they are concerned that the proposed rule would

unnecessarily expand the safety review in an ESP proceeding. The commenter stated that
proposed § 52.17(a)(1)(x) would expand the safety review in an ESP proceeding to include an
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evaluation of the potential hazards to operating units from construction activities, as well as 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 commenter asserted that
this proposal would make the ESP process more burdensome without any commensurate
safety benefit.

The commenter noted that under the current regulations, the requirement to evaluate the
potential hazards to operating units from construction activities applies only at the COL stage.
The commenter stated that the current requirement in 10 CFR 50.34(a)(11) is not one of the
requirements incorporated into 10 CFR 52.17(a)(1) and therefore does not apply to an ESP
application. The commenter noted that in a letter dated August 11, 2003, to NEI, the NRC
stated, “The NRC staff agrees that the requirements of 10 CFR 50.34(a)(1) are not applicable
to an ESP application.”

The commenter stated that the NRC now proposes to make this evaluation a new requirement
for ESP applicants “so that all applicable issues are included in the NRC’s review of site
suitability . . .” [See 71 FR 12790.] The commenter asserted that the proposed evaluation and
requirement to establish managerial and administrative controls go far beyond any review that
is needed to determine the suitability of the site. The commenter suggested that at most, any
consideration of this issue should be limited to whether the presence of the existing units would
preclude the construction of additional units. The commenter stated that because construction
has been performed without problem at many operating units, the only question should be
whether there are any unique characteristics of site or existing units that would pose any
insurmountable impediment to constructing new units.

The commenter stated that as a practical matter, information may not exist at the ESP stage to
perform a specific evaluation of the potential hazards from construction, because the design
and footprint of the new units may not be known. The commenter further stated that the
evaluation may be premature, because construction may not occur for many years. The
commenter noted that an ESP remains valid for 20 years and may be renewed.

The commenter stated that a safety review is not needed for those preconstruction activities
that an ESP holder may perform pursuant to 10 CFR 52.25(a). The commenter noted that such
a review is not required in order to authorize these preconstruction activities under 10 CFR
50.10(e), and therefore should not be required for an ESP. The commenter stated that the
NRC staff has acknowledged that an “ESP does not authorize construction activities that could
pose safety/security issue[s] to existing operating units onsite.” [See attachment to
memorandum from the Executive Director for Operations (EDO) to Commissioners, “Response
to Staff Requirements Memorandum” (December 27, 2005).] The commenter added that
moreover, administrative controls already exist at any site on which reactors are already
operating. The commenter stated that a licensee for an operating unit has the authority to
determine all activities in the exclusion area. [See 10 CFR 100.3.] The commenter noted that
in addition, the licensee is required by 10 CFR 50.59 to evaluate changes to its facility. The
commenter stated that proposed construction activities would also be evaluated by the licensee
for operating units under its site access and security programs. The commenter asserted that
there is, therefore, simply no need for these proposed new requirements.

NRC Response: The NRC agrees that proposed § 52.17(a)(1)(x) was contrary to the industry-
NRC understanding on this matter, as documented in correspondence in 2003 regarding ESP
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Topic ESP-19 (see NEI letter dated May 14, 2003 (ML031920246), and NRC letter dated
August 11, 2003 (ML031490478)) and that the COL applicant is in the best position to provide
such information, since it will have final information regarding the design and construction
plans. The NRC may include a condition in ESPs 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 and 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).

Delayed Response by an ESP Holder to Information Requests

Comment 007-31: Several commenters noted that proposed § 52.39(e) would allow the NRC
to request information from an ESP holder if the staff first evaluates the burden to be imposed
“in view of the potential safety significance of the issue to be addressed in the requested
information,” and if the evaluation conforms to 10 CFR 50.54(f). The commenters also noted
that the proposed new provision also states that such an evaluation is not necessary if the
request seeks to verify compliance with the current licensing basis of the ESP. The
commenters stated that the proposed rule should be modified to allow the ESP holder to defer
a response to NRC questions until the COL proceeding or until the ESP holder submits a
request for renewal of the ESP. The commenters stated that such an allowance is appropriate
for several reasons: (1) an ESP holder will not necessarily maintain (and should not be
required to maintain) a technical staff to respond to information requests from the NRC, and
therefore, an ESP holder may not be able to submit an appropriate response until the COL
proceeding application or until the ESP holder submits a request for renewal of the ESP; (2) an
ESP holder is not allowed to perform any safety-related construction activities, therefore, there
will be no adverse impact upon safety if the ESP holder is allowed t<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>