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Dear Mr. Mayfield:

On behalf of the nuclear energy industry, the Nuclear Energy Institute (NEI)1 participated in a series of public 
meetings on the appropriate scope of information to be designated as Tier 2* in future design certification 
applications under 10 CFR Part 52. The purpose of this letter is to follow-up and reinforce key points from 
those public meetings (May 8, October 6, and November 13, 2014) related to Tier 2* genesis and history, 
experience to date, and alternatives, as input to assist the NRC staff in its Part 52 post-combined license 
(COL) lessons learned activities.

As discussed in our public meetings, Tier 2* has a long history.  Tier 2* was not envisioned when the 
Commission approved a two-tier change process in 1991 to provide the flexibility that licensees would need 
to procure equipment and construct the plant.  Designating design information as Tier 2* is not required by, 
or even mentioned, in the main body of Part 52.  However, in the course of delineating Tier 1 and 
Tier 2 for the first design certifications, the staff determined – over strong industry objections – that 
departures from certain Tier 2 information would require prior NRC approval.  This sub-category of Tier 2 
information was designated “Tier 2*.”  At the time, NRC explained that the purpose of Tier 2* was to ensure 
that a licensee could not make changes in certain important design methodologies that pertained to areas 
where it is not practical to specify a high degree of design detail at the time of design certification or where 
it was believed desirable to allow the design to accommodate subsequent improvements in technology.  

                                           
1 The Nuclear Energy Institute (NEI) is the organization responsible for establishing unified industry policy on matters affecting the nuclear 
energy industry, including the regulatory aspects of generic operational and technical issues. NEI's members include all entities licensed to 
operate commercial nuclear power plants in the United States, nuclear plant designers, major architect/engineering firms, fuel cycle facilities, 
nuclear materials licensees, and other organizations and entities involved in the nuclear energy industry.
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This rationale for Tier 2* was largely rendered moot by the 2007 rule change to the 50.59-like process for 
departures from methods of evaluation.  We continue to believe that creating a sub-category of Tier 2 
information that requires prior NRC approval to change is unnecessary and complicates an already rigorous 
change process.  

Indeed, Tier 2* experience to date on Vogtle 3/4 and Summer 2/3 has substantiated many of the concerns 
that were the bases for our original objections, including uncertainty in the current licensing basis due to 
lack of precision in designating Tier 2* information and the loss of safety focus in the change process.  By 
requiring prior NRC approval for any change to information designated as Tier 2* instead of relying on the 
criteria in the 50.59-like change process in Section VIII.B.5.b and c of the design certification rules to 
identify when a specific change requires prior NRC approval, numerous changes that have no safety 
significance must be reviewed by the NRC.  As of earlier this year, 13 out of 15 license amendment requests 
(LARs) necessitated by impacts on Tier 2* information were not safety significant and would not have 
required prior NRC approval under the 50.59-like (Tier 2) change process.  Nonetheless, these changes 
required the licensee and the NRC to expend resources to develop, review, and approve LARs of no safety 
significance.  The other two changes (involving changes to Codes for concrete and rebar design) met the 
50.59-like criteria for requiring prior NRC approval such that the Tier 2* designation was unnecessary.

Based on experience to date, the NRC staff correctly identified Tier 2* implementation as a problem area in
its July 2013 lessons learned report, Part 52 Implementation Self-Assessment Review: 1 Year Post-
Combined License Issuance (ML13196A403).  As previously mentioned, actions to address Tier 2* have 
been the subject of the three public meetings earlier this year.  While the staff’s initial focus has been on 
improving the clarity of Tier 2* designations, the industry believes that other tools and processes exist that 
obviate the need for Tier 2* in future design certifications.

Alternatives to Tier 2* for Future Design Certifications

The NRC staff designated Tier 2* information in first-of-kind design certifications and has continued the 
practice in the more recent AP1000 and ESBWR rules.  Although the Commission did approve design 
certifications containing Tier 2* information, there is no requirement to identify Tier 2* information in either 
the design certification application or the final Design Certification Rule. Industry’s view is that Tier 2* is 
not necessary for future applicants starting from a clean sheet of paper based on the ability to apply 
experience to date, use of improved criteria and guidance (currently being developed) for delineating Tier 1 
vs. Tier 2 information, and reliance on other existing tools and processes to control and monitor design 
implementation.

Tier 2 information needs to be sufficient for the NRC to make its safety finding, and SERs are expected to 
clearly document the basis for the staff’s safety conclusions.  The 50.59-like process controls subsequent 
departures from Tier 2 such that the validity of the staff’s safety findings is maintained.  It does this by 
requiring an LAR for changes that meet specified criteria, and the LAR must be reviewed and approved by 
the NRC before being implemented.  A key reason that experience to date indicates that Tier 2* designation
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is unnecessary is the revision to the 50.59-like process accomplished in the 2007 Part 52 rulemaking and 
applied to all design certifications. This revision included the addition of a criterion that requires prior NRC 
approval of changes to methods of evaluation used in establishing the design bases or in the safety 
analyses. Lack of a criterion on control of design methodologies was a significant driver behind the staff’s 
original desire for Tier 2*, but that driver has now been largely removed. The 50.59-like process is proving 
to be effective in identifying changes that warrant prior NRC approval, just as 10 CFR 50.59 has been for 
the operating fleet since that rule was revised in 1999.

Significant overlap of Tier 2* information with Tier 1/ITAAC further diminishes any need for Tier 2*.  Tier 1 
change controls assure that top level design features and performance characteristics are not changed 
without prior NRC approval.  Moreover, many Tier 2* areas correspond to design acceptance criteria (DAC) 
and/or Target ITAAC, thus assuring appropriate and timely focus on design implementation areas (including 
any changes) of particular interest to the staff.  In addition, Quality Assurance Program inspections, vendor 
inspections, and other inspections provide ample opportunities for the NRC staff to monitor, and intervene if 
necessary, in licensee design implementation activities without the need for Tier 2* designations.

In our last public meeting with the NRC staff on November 13, we discussed the lack of need for Tier 2* in 
specific areas, and in some areas, the staff provided some reasoning for retaining Tier 2*.  The reasoning 
provided by the staff was far from the original intent of Tier 2*, and in our view, generally not compelling to 
justify the continuation of Tier 2* in light of the other existing processes and tools available.  In particular, 

The staff suggested that Tier 2* is needed to control cumulative impacts of minor changes. Never a 
rationale for Tier 2*, cumulative impact of changes is not an issue unique to new plants or any 
particular design area, nor one that warrants use of Tier 2*.  Rather, 10 CFR 50.71(e) requires the 
Final Safety Analysis Report (FSAR) to be kept up to date.  Compliance with this rule requires
licensees to assess each change against the current licensing basis of the plant.  Configuration 
control processes ensure that licensees understand where each change places them within their 
design and licensing bases.  The cumulative changes must be in compliance with applicable 
regulatory requirements and other acceptance criteria to which licensees are committed.  The 50.59-
like process assures that changes that require prior NRC approval are identified.  

The staff suggested that Tier 2* is necessary for monitoring and controlling design areas where the 
staff is concerned about adequate design margin or areas where there is a lack of applicable codes 
or standards.  This was likewise never a rationale for Tier 2*.  These are technical review matters 
that should be described in Tier 2 in sufficient detail to support an NRC safety finding, and the SER 
should clearly document the basis for the staff’s safety conclusions.  Changes affecting the design 
are then controlled under the 50.59-like process, not Tier 2*.

The staff has said on more than one occasion that design information that is subject to change was 
designated Tier 2* as an alternative to inclusion in Tier 1.  Separate efforts are underway by the 
NRC staff to clarify the criteria for including design information in Tier 1.  The industry is prepared to 
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use the forthcoming guidance to assure proper delineation of Tier 1 and Tier 2 information in future 
design certifications and then to apply the Tier 1 and Tier 2 change processes, as appropriate.

The attached white paper includes an updated table indicating that other tools and processes exist and 
obviate the need for Tier 2* in specific areas.  The Tier 2* scope for AP1000 was used as a basis for 
discussion with respect to future design certifications.

In summary, we believe that future design certifications can and should be completed without designating a 
sub-category of Tier 2 information that cannot be changed without prior NRC approval.  Instead, future 
design certifications should include Tier 1 and Tier 2 only.  Returning to the two-tier approach would be 
consistent with Commission policy and is appropriate based on 1) experience to date that indicates Tier 2* 
is unnecessary, problematic, and results in the unnecessary commitment of limited NRC and licensee 
resources, 2) enhancements that have strengthened the 50.59-like (Tier 2) change process, and 3) the 
availability of other existing tools and processes for monitoring and controlling design implementation in 
areas of particular interest to the staff.  We believe that Tier 1 and Tier 2 can be delineated in the future in 
a manner that obviates the need for Tier 2* and that this approach will improve the efficiency and safety 
focus of the Part 52 change process.

The industry takes to heart that experience to date has also demonstrated the need for greater licensee 
oversight of design implementation in certain areas.  We expect that future applicants will apply this and 
other lessons learned from the lead Part 52 construction projects and that the NRC will provide oversight of 
licensees as appropriate.

We look forward to continuing the discussion with the NRC staff on alternatives to Tier 2* that serve the 
NRC in its role to oversee construction in a manner that assures the finished plant will operate safely and to 
perform that oversight function as efficiently as possible.  If you have any questions or require additional 
information, please contact Kati Austgen (kra@nei.org; 202.739.8068) or me.

Sincerely, 

Russell J. Bell

Attachment

c: Mr. Frank M. Akstulewicz, Jr., NRO/DNRL, NRC
Mr. Earl R. Libby, NRO/DARR/ARPB, NRC
NRC Document Control Desk


