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Dear Ms. James:

On behalf of the Industry, the Nuclear Energy Institute (NEI)* submits the following comments on
the draft Interim Staff Guidance (ISG) DI&C-ISG-06, “Licensing Process” issued with the Notice of
Public Meeting on February 16, 2010. We appreciate the staff’s effort to work with Industry on
development of this draft and trust you will find our comments and recommended changes helpful
as you proceed to finalize this ISG.

In reviewing this ISG, we looked to identify information that NRC reviewers will need to process a
License Amendment Request (LAR) and reach a finding of reasonable assurance of adequate
protection of public health, safety, and security. Our intent with the attached comments is to
promote guidance that applicants and reviewers can implement efficiently and effectively for digitally
enhanced software and hardware systems.

1 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 fabrication facilities, nuclear materials licensees, and other organizations and entities
involved in the nuclear energy industry.
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Over the previous two years, several DI&C-ISG-06 drafts have been released for comment. Industry
comments were provided on these drafts and, in general, our comments and recommendations have
not been incorporated nor have explanations been provided for rejection. While the current draft is
a significant revision to previous drafts, our comments on previous drafts are generally maintained.

A key area of concern is that the current draft does not appear to incorporate lessons learned from
recent DI&C reviews, particularly for required information and when it was needed to support the
review. As issued, this guidance identifies significantly more information for submittal than was
requested of licensees with approved DI&C SERs and does not allow for submittal at the appropriate
time in the review process. This leads to excessive document control activity for the licensee and
the NRC. Additionally, there is no differentiation for information necessary for the SER, audits, and
inspection phases. The attached revision of Enclosure B to the guidance document proposes a
solution by identifying the information necessary in each of these phases.

The draft guidance would delay issuance of a safety evaluation report until after completion of
factory acceptance testing. This will result in significant regulatory uncertainty and associated
financial risk for any proposed DI&C upgrade. Recommendations are provided to make a
reasonable assurance determination in the design stage and then confirm compliance through the
remainder of the development process. This would allow the licensee to have an earlier assurance
that the NRC found the design acceptable and enable an earlier notification of any review problems.

Other concerns that the Industry has with the proposed draft guidance are:

e The draft requires docketing of almost the entire project life-cycle information
o A record of information actually used in creating the Oconee SER should establish
the list in Enclosure B.
o Our comments recommend a method of keeping the docketed information to a
manageable level.

e The draft requires parallel proprietary and non-proprietary versions of most documents
submitted

o Waiting on docketing information until it has matured in the project development
schedule could result in only a single submittal rather than multiple revised
submittals.

o Using care in identifying SER information versus available-for-audit information will
minimize the need to unnecessarily create parallel proprietary and non-proprietary
versions.

e The draft fails to clarify what and when information is needed. The attached comments
recommend the appropriate use of the following categories:
» docketed material Used in SER
* made-available-for-audit Pre-SER
* made-available-for-inspection Post-SER issuance
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¢ The draft unnecessarily repeats information available in other documents
o This makes this ISG difficult to follow.
o Pointing to other reference documents with an explanation providing *how’ and ‘why
is recommended.

4

As written, this draft ISG may inadvertently dissuade plants from installing digital instrumentation
and control systems. We are concerned that this draft ISG is far too complex for efficient use by
NRC reviewers, inspectors, managers, or LAR applicants. The basic purpose of providing ‘what’,
‘why’, *how’, and ‘when’ is not easily discerned within the document. Further, the ISG requires
proposed DI&C systems to undergo a level of review and demonstration of adequacy that is well
beyond that required for many other systems and applications. We believe that this is level of
review and demonstration is not necessary for digital systems that have a far better track record of
managing functions than many other systems relied on today.

Attachment 1 provides a detailed listing of our comments. Attachment 2 provides a proposed
revision to Enclosure B of the draft guidance.

We appreciate the opportunity to comment on this draft guidance. As evidenced by the significance
and number of our comments, we continue to have concerns about its contents. We look forward to
participating in the public meeting on March 24, 2010, to begin the process of resolving our
comments and working to identify mutually agreeable modifications to the draft guidance. We hope
that additional meetings can be scheduled prior to finalization of the guidance to increase its
usefulness and applicability.

If you have any questions regarding this matter, please contact me at (202) 739-8108; jcb@nei.org
or Gordon Clefton at (202) 739-8086; gac@nei.org.

Sincerely,
John C. Butler
Attachments

C: Mr. G. Edward Miller, Project Manager, NRR/DORL/LPL1-2, NRC
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