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Joe,

This email is to confirm my attempt to participate in today’s NRC Conference Call to Discuss NEI 17-06,
“Guidance on Using IEC 61508 SIL. However, shortly after you did the introductions, any discussions
being held were not coming across on the Bridge Line (301.415.0333 Pass Code 727561). All I was able
to hear was some sort of static. Another caller was having the same problem. I called back in but still had
the same problem; and, therefore, I hung up at around 0915. As I do not have access to Skype, I was
unable to use that means to access the Meeting.

Comment A. Because you made the NRC Comments on NEI 17-06 available prior to the meeting, I
was able to review those comments. I found the NRC comments to be meaningful and hope that
NEI does appropriately incorporate those comments.

In addition, I want to reiterate the following comments that I had made back in August and had planned to
make again today during the Conference Call:

Comment B. I believe that the current wording used in the September Draft of NEI 17-06 may be
misleading related to whether or not Survey Teams (and more importantly the use of Technical
Specialists) as discussed in EPRI TR 106439 are to be required.

Bases for my Comment B:

(1a) Page nei.org.2 of the current Draft Rev B of NEI 17-06 states (in part) – “Accordingly, a survey team
may need to include specialists who understand the device design, the software, and the system in which
it will be applied, in addition to quality assurance and programmatic issues.”   
 
(1b) Page nei.org.12 of the current Draft Rev B of NEI 17-06 states (in part) – “EPRI TR 106439 suggests
that to accomplish the CDR requires a survey team that includes specialists who understand the device
design, the programmable logic, and the system in which it will be applied, in addition to quality
assurance and programmatic issues.”
 
(1c) Responses from NEI to my August 21, 2019 email comments stated in part “NEI: Because NEI 17-06
is justifying replacing the need for a licensee to form a commercial grade survey team, to evaluate
dependability critical characteristics, with SIL certification by an accredited certifying body, the licensee no
long needs these specialists.  The accredited certifying body has the specialists to evaluate the design
process and design attributes of the commercial grade item to the requirements of IEC 61508.  The
requirements for the certifying body to have such specialists is part of the certifier's accreditation.”
 
(1d) Discussions with another Industry consultant who has had experience reviewing the products of IEC
SIL Level certification firms has shown that these “technical specialists” are not always included in the
reviews.
 
(1e) It would appear to me that such specialists should be an integral part of evaluations, especially since
other parts of 17-06 are using "reasonable assurance" approaches to ensure quality is provided. 
 
Comment C. I'd suggest that NEI 17-06 or whatever NRC document uses to endorse the final
approaches being proposed by NEI 17-06 include a Table of which of the EPRI TR 106439
requirements are still be invoked; or alternatively, which of the EPRI TR 106439 requirements are
being voided. Whatever list would be the shorter list would be preferred.
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Bases for my Comment C:
 
(1a) My reviews of NEI 17-06 do not provide me a clear understanding of which portions of EPRI TR
106439 are being retained versus eliminated. This Rev B Draft adds to this confusion because it cites
 EPRI TR 106439 in multiple places but the specific citations are not actually being invoked (For example,
see Comment B above)
 
(1b) Up to this point, it's my understanding that EPRI TR-106439 would be an integral part the new
process(es). For example,
 
(1b-1) The NEI  2017 MP3 Scope document (ML17044A027) stated (in Part): ”It's with respect to
demonstrating "dependability" related critical characteristics that the nuclear industry seeks to leverage
independent, third-party SIL 3 certification of digital equipment, within the NRC-endorsed EPRI TR-
106439 process.” [NOTE: I added the yellow highlighting for emphasis]
 
(1b-2) An NRC Presentation 0611-15 2017 (ML17160A188) Slide 10 stated (in part): “IEC 61508 / 61511:
– Acceptance process for most digital CGI comprise of a variety of technical activities conducted in
significant details per guidance in EPRI TR-106439”
 
(1b-3) The NRC's 1997 acceptance of EPRI TR-106439 (as documented in  ML092190664) states in
part“While the staff finds TR-106439 acceptable, it is a generic proposal and therefore, licensees
referencing TR-106439 will need to document the details regarding the dedication process and specific
critical characteristics including the verification information described in Standard Review Plan Chapter 7
such as qualification reports, system description and software and hardware design and quality
assurance documentation.”

Also, I wanted to thank you for making the slides being used during meeting available to the public prior
to the call. When these meeting materials are made available prior to the start of the meeting, I find that it
greatly enhances my ability as a member of the general public/industry consultant to better understand
the specific issues being discussed; and, more importantly allows me to be able to review the materials
prior to the meeting and then be able to offer more informed comments.

If any of the NRC or NEI Staff wishes to get clarification of any of my comments, please don't hesitate to
contact me directly.
 
Thank you, in advance, for taking your time to consider my comments.
 
Mike Annon, PMP 860.460.3911
Owner, I&C Engineering Associates
Sr. Engineering Advisor - Becht Nuclear Services
 




