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MEMORANDUM TO: Dennis C. Morey, Chief  
 Licensing Processes Branch 
 Division of Licensing Projects  
 Office of Nuclear Reactor Regulation 
 
FROM: Joseph A. Golla, Project Manager /RA by Jason Paige for/ 
 Licensing Processes Branch 
 Division of Licensing Projects 
 Office of Nuclear Reactor Regulation 
 
SUBJECT: RESPONSE TO PUBLIC COMMENTS ON DRAFT U.S. NUCLEAR 

REGULATORY COMMISSION DIGITAL INSTRUMENTATION AND 
CONTROLS INTERIM STAFF GUIDANCE-06, “LICENSING 
PROCESS,” REVISION 2 

 
 
The U.S. Nuclear Regulatory Commission (NRC) issued a notice of opportunity for public 
comment on the subject draft interim staff guidance (ISG) in Volume 83 of the Federal Register, 
page 38731 (83 FR 38731), published on August 7, 2018.  The notice provided a 30-day 
comment period.  Three organizations and individuals submitted comments, which the NRC 
staff considered before issuing the final ISG.  The NRC received comments from the Nuclear 
Energy Institute (Agencywide Documents Access and Management System (ADAMS) 
Accession No. ML18274A003), Entergy Nuclear Operations, Inc. (ADAMS Accession 
No. ML18255A038), and an anonymous commenter (ADAMS Accession No. ML18250A226).   

After the public comment period, the NRC held two Category 2 public phone calls to discuss 
resolution of the comments received.  The calls took place on September 11, 2018 (summary at 
ADAMS Accession No. ML18275A035), and September 19, 2018 (summary at ADAMS 
Accession No. ML18275A042).   

The enclosure gives the staff’s responses to all public comments. 
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Enclosure 

Analysis of Public Comments on 

DRAFT NRC DIGITAL INSTRUMENTATION AND CONTROLS INTERIM STAFF GUIDANCE 

DI&C-ISG-06, “LICENSING PROCESS,” REVISION 2 

 
Comments on the subject draft digital instrumentation and controls (DI&C) interim staff guidance 
(ISG) are available electronically at the U.S. Nuclear Regulatory Commission’s (NRC’s) 
electronic reading room at http://www.nrc.gov/reading-rm/adams.html.  From this page, the 
public can access the Agencywide Documents Access and Management System (ADAMS), 
which provides text and image files of the NRC’s public documents.  The following table lists the 
comments the NRC received on the draft ISG. 
 

Letter Number ADAMS 
Accession No. Commenter Affiliation Commenter Name 

1 ML18274A003 Nuclear Energy Institute (NEI) Warren Odess-Gillett 
2 ML18260A037 Nuclear Energy Institute (NEI) Warren Odess-Gillett 
3 ML18255A038 Entergy Nuclear Operations, Inc. Bryan S. Ford 
4 ML18250A226 No Known Affiliation Anonymous 

 
This document lists each public comment by letter number, as given in the table above.  The 
original comment as written by the commenter is listed first, followed by the NRC’s response.  In 
some instances, the staff broke the comment into segments for clarity.  In that case, the staff 
also gave each comment within the corresponding letter a sequential comment number.  NEI 
submitted its comments in a table with markups to illustrate how the commenter would like the 
NRC to revise the ISG.  
 
Letter 1—Comments from the Nuclear Energy Institute 
 
Comment No. 1-1 
 
Recommended Change 
Page No. 2, Section B 
In the 1st paragraph, the parenthetical phrase “(i.e., bases their design on)” requires changing. 
 
Justification  
The intention of the parenthetical phrase is not clear enough to propose a change. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section B to clarify the intent of the 
sentence.  The revised sentence reads as follows:  
 

In those areas for which a licensee’s modification design references (i.e., is 
based on) an NRC-approved platform topical report, the NRC staff should be 
able, where appropriate, to limit its review to assessing whether the application of 
the DI&C modification conforms to the topical report approval. 
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Comment No. 1-2 
 
Recommended Change 
Page No. 6, Section C 
 
The last paragraph should be revised as follows:  “Section C.2 describes the Alternate Review 
Process by which the NRC staff decides whether to issue or deny the license amendment after 
the system design is completed and evaluated (see Section C.2.1).  Under the Alternate Review 
Process: 
 
a. system development activities will continue during LAR [license amendment request] 

review and after NRC staff decides whether to issue or deny the license amendment, in 
compliance with specific license conditions. 
 

b. the LAR references (i.e., is based on) an NRC-approved DI&C platform topical report” 
 
Justification 
The excerpted Section C language is confusing. 
 
Suggest deleting “, in compliance with specific license conditions” as it presupposes that license 
conditions will exist for the Alternate Review process.  The concept of license conditions should 
be reserved to the last paragraph on P. 10. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section C to move the text in 
bullet “a” to the sentence above.  The remaining bullets were renamed “a” and “b.”  The staff 
revised the new bullet “a” by deleting “, in compliance with specific license conditions.”  Note the 
order of the bullets has changed and a new bullet has been added to better align the order of 
these items. 
 
Comment No. 1-3 
 
Recommended Change 
Page No. 9, Section C.1 
 
It should be made clear in the 1st sentence of the continuing paragraph, in Section C.3.2.1.2, 
and in other citations to Enclosure B in the document, that Enclosure B is a suggested list. 
 
Justification 
First paragraph, and other places where Enclosure B is referenced in the text.  This paragraph 
uses the phrase “typically submit.”  Page 14 uses the phrase “submittal information guidance.”  
Section C.3.2.1.2 (page 16) refers to Enclosure B as “information to be submitted.” 
 
Please make this language consistent in the document. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section C.1, and other applicable 
sections, to clarify that Enclosure B provides an example of the information to be provided.  The 
revised sentence reads as follows: 
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In Enclosure B, the Tier 1 column (1) shows an example of the information to be 
provided in support of a Tier 1 review. 

 
Comment No. 1-4 
 
Recommended Change 
Page No. 10, Section C.2 
 
In the 6th paragraph, suggest deleting this sentence:  
“Accordingly, the reviewer should verify that all information identified in Enclosure B is included 
as part of the application submittal.” 
 
Justification 
Other parts of the ISG state that all information from Enclosure B is not necessarily required.  It 
is not necessary to say anything about this here because other sections make it very clear that 
the list in Enclosure B can be tailored for each application. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff agrees that this sentence should 
not instruct reviewers to verify that the application includes all the information identified in  
Enclosure B.  However, the staff disagrees with the suggestion to delete the entire sentence 
because this sentence provides clarity on applicability of Enclosure B.  The staff revised 
Section C.2 to state that the contents of the application, as identified in Enclosure B, depends 
on the type of modification.  The revised sentence reads as follows: 
 

Accordingly, the reviewer should verify that the application submittal includes the 
information identified in Enclosure B, as applicable. 

 
Comment No. 1-5 
 
Recommended Change 
(a) Page No. 10, Section C.2 
 
Change the 5th Paragraph to “The staff should evaluate key licensee regulatory commitments 
(see Section C.2.2) related to the design, implementation, and testing activities as potentially 
needing incorporation into a mandated licensing basis document such as the FSAR [final safety 
analysis report] or potential license conditions.  Commitments needing incorporation into a 
mandated licensing basis document or converted to potential license conditions should:  (1) 
address issues of high safety or regulatory significance, (2) be worded such that the meaning is 
clear and not open to different interpretations, (3) explicitly define the conditions for satisfaction 
of the condition, (4) not be open ended, (5) not address voluntary requests, or (6) not require 
NRC action to complete.  If the NRC staff determines that a regulatory commitment should be 
incorporated into a mandated licensing basis document or converted to a license condition, the 
staff should request the appropriate licensing basis or license changes as part of the docketed 
submittal.  As part of the NRC oversight process, the NRC staff may perform one or more 
inspections to evaluate compliance with the license or licensing basis changes conditions 
associated with the license amendment.” 
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(b) Page No. 17, Section C.3.2.1.2 
 
Change the 1st sentence at top of page to “However, under certain conditions, the NRC staff 
may convert a regulatory commitment into a license condition or mandated licensing basis 
document update, based on the determination of its reliance on the safety evaluation.”  In this 
case the staff should request the appropriate license changes as part of the docketed submittal. 
 
(c) Page No. 52, Section D.5.2 
 
Change the 4th paragraph to “For PSAIs that are addressed in the LAR and implemented by the 
licensee subsequent to issuance of the license amendment, a license condition or mandated 
licensing basis document update may be established to verify that these PSAIs have been 
implemented in accordance with the design described in the application before system 
operation.” 
 
Justification 
(a) Both LIC-101, “License Amendment Review Procedures”, and LIC-105, “Managing 
Regulatory Commitments Made by Licensees to the NRC”, describe the relationship between 
regulatory commitments, license conditions/obligations, and incorporating actions into a 
mandated licensing basis document such as the UFSAR [updated final safety analysis report].  
 
From LIC-105, “Since commitments made by a licensee in support of a license action, such as a 
license amendment request, are not legally binding, the staff’s SE [safety evaluation] should not 
rely on commitments as a basis for any part of the staff’s approval of a proposed licensing 
action.  Therefore, if the NRC staff needs to rely on a regulatory commitment in an SE, the staff 
must escalate the commitment to an obligation or incorporate it into a mandated licensing basis 
document.”  Industry believes that depending on the LAR scope and level of detail, some 
commitments do not need to be elevated to a license condition/obligation but rather could be 
incorporated into a mandated licensing basis document while providing reasonable assurance 
of safety. 
 
(b) The text presupposes a license condition would be issued when it may only warrant a 
mandated licensing basis document update per LIC-105. 
 
(c) The text presupposes a license condition would be issued when it may only warrant a 
mandated licensing basis document update per LIC-105. 
 
NRC Response 
(a) The NRC staff agrees, in part, with this comment.  The staff agrees with the intent of the 
comments to not paraphrase or duplicate the guidance in Office of Nuclear Reactor Regulation 
(NRR) Office Instruction LIC-101.  However, to be consistent with LIC-101, the staff disagrees 
with incorporating the proposed language as proposed.  Instead, the staff will add a reference to 
LIC-101 to the paragraph to remind the reader that it is the underlying guidance for license 
conditions.  Under the Alternate Review Process, a license condition would be the most 
common way of establishing regulatory control over a licensee commitment, and LIC-101 
provides guidance for those licensee commitments that do not warrant a license condition.  
LIC-101 establishes a high bar of safety or regulatory significance before a licensee 
commitment becomes a license condition.   
 
The staff revised Section C.2 to make the language consistent with LIC-101.  The revised 
paragraph reads as follows: 
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Under the Alternate Review Process, it may be appropriate to convert a 
licensee’s regulatory commitment (see Section C.2.2) to a legally binding 
regulatory requirement in the form of a license condition based on the NRC 
staff’s determination that the issue is of high safety or regulatory significance.  
Therefore, the staff should evaluate licensee regulatory commitments related to 
design, implementation, and testing activities as potential license conditions, to 
address issues of high safety or regulatory significance, in accordance with NRR 
Office Instruction LIC-101, Section 4.4, “Regulatory Commitments and License 
Conditions.”  NRR Office Instruction LIC 101, Section 4.4, also provides guidance 
on regulatory commitments that do not warrant conversion to a license condition 
but are relied on by the staff as an element of the staff’s approval of the proposed 
amendment.  As part of the NRC oversight process, the NRC staff may perform 
one or more inspections to evaluate compliance with the license conditions 
associated with the license amendment. 

 
(b)  The NRC staff agrees, in part, with this comment.  The staff disagrees with changing the 
sentence with the proposed language.  Nonetheless, the staff revised Section C.3.2.1.2 to 
remove the sentences addressing license conditions, as license conditions are not likely to be 
used in the Tier 1, 2, and 3 review process.    
 
(c)  The NRC staff disagrees with this comment.  Under the Alternate Review Process, several 
plant-specific action items (PSAIs) will be performed after the NRC issues the license 
amendment, which may warrant a license condition.  During the review of a DI&C LAR, the staff 
will determine whether a license condition is warranted in accordance with the guidance in 
LIC-101.  Even if a license condition is not warranted, regulatory control over information 
through its inclusion in the FSAR may be warranted.  The ISG does not describe this process as 
it is a well-understood and common staff practice. 
 
Comment No. 1-6 
 
Recommended Change 
Page No. 11, Section C.2.1 
 
In the 2nd paragraph, please consider the following changes:  
 
“When reviewing the information described in Figure B.1 (e.g., system architecture, equipment 
qualification), the NRC staff should credit, to the extent practicable, the results of previous 
topical evaluations and previous LARs that are similar and referenced the same approved 
topical report(s).” 
 
Justification 
The comment suggests adding the idea that previously reviewed/approved LARs, if they are 
similar, should be creditable in subsequent reviews. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the specific wording 
proposed.  The staff revised Section C.2.1 to incorporate the idea stated in the comment, 
although with different wording.  The revised sentence reads as follows: 
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When reviewing the information described in Figure B.1 (e.g., system 
architecture, equipment qualification), the NRC staff should credit, to the extent 
practicable, the results of previous topical evaluations and previously granted 
amendments that are similar and reference the same approved topical report(s). 

 
Comment No. 1-7 
 
Recommended Change 
Page No. 11, Section C.2.1 
 
The third paragraph includes the phrase “,…or design documents…”.  Recommend revising or 
deleting that phrase. 

Justification 
The phrase is inconsistent with both: 
 
• Section C, page 7 of 66, second paragraph (first paragraph after the three bullets) that 

states, in part, “The information docketed can be derived from a variety of documents 
including conceptual design, system requirements, hardware requirements, software 
requirements, and human-system interface requirements…” and 
 

• The first table of Enclosure B (page 1 of 2), which does not show any design documents 
as being submitted for single-step Alternate Review process 

 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section C.2.1.  The revised 
sentence reads as follows: 
 

The information considered to make a safety determination under the Alternate 
Review Process is obtained from the licensee’s docketed documents, which 
include conceptual design, system requirements, hardware requirements, 
software requirements, and human system interface requirements. 

   
Comment No. 1-8 
 
Recommended Change 
Page No. 11, Section C.2.1 
 
Revise the 4th paragraph, as follows: 
 
“The NRC staff should verify that the life cycle development process, as it is described in the 
LAR, will result in outputs that meet requirements.  The licensee verifies that the vendor(s) 
adheres to the process.  As such, the LAR should describe the licensee's Vendor Oversight 
Plan, which ensures that the vendor executes the project consistent with the LAR and the 2015 
version of the American Society of Mechanical Engineers Standard Nuclear Quality Assurance 
(NQA) 1, Part II, “Quality Assurance Requirements for Nuclear Facility Applications,” 
Subpart 2.7, “Quality Assurance Requirements for Computer Software for Nuclear Facility 
Applications,” as implemented in the vendor's NRC-approved 10 CFR 50 Appendix B Quality 
Assurance Program.” 
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Justification 
The text, as written, implies that the NRC review relies on something that will not be produced 
until later in the process.  This would defeat the purpose of the Alternate Review process.  Also, 
the sentence re-assigned verification of process adherence back to NRC. 
 
Also, the text implies the licensee will review the vendor's QA program for compliance to 
NQA-1-2015 instead of ensuring the execution is consistent [with] the vendor's NRC-approved 
QA program. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the specific wording 
proposed to be consistent with regulatory requirements.  For example, the staff changed the 
reference of the NRC-endorsed 2015 version of American Society of Mechanical Engineers 
Nuclear Quality Assurance (NQA)-1, Part II to an example of an adequate software QA 
program.  The staff revised Section C.2.1 to clarify the language in the paragraph.  The revised 
paragraph reads as follows: 
 

The NRC staff should verify that the life cycle development process, as described in the 
LAR, will result in outputs that meet the requirements of each life cycle phase.  The 
licensee verifies vendor adherence to the life cycle development process.  As such, the 
LAR should describe the licensee’s Vendor Oversight Plan.  The plan, when executed, 
can be used to ensure that vendors execute the project consistent with the LAR.  The 
Vendor Oversight Plan, when executed, can also be used to ensure that vendors use an 
adequate software QA program; for example, the NRC-endorsed 2015 version of the 
American Society of Mechanical Engineers Nuclear Quality Assurance (NQA)-1, Part II, 
“Quality Assurance Requirements for Nuclear Facility Applications,” Subpart 2.7, “Quality 
Assurance Requirements for Computer Software for Nuclear Facility Applications.” 

 
Comment No. 1-9 
 
Recommended Change 
Page No. 12, Section C.2.1 
 
In Figure C.2, change the “Implementation and FAT [factory acceptance testing]” block to 
“Detailed Design, Implementation, and FAT.” 
 
Justification 
It is not clear in the figure or text where detail design completion takes place. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees that all detailed design is 
left to after license amendment issuance.  Some detailed design may be necessary to support 
the LAR.  Therefore, it is the completion of the detailed design that should be included in this 
block.  The staff revised Figure C.2.  The revised block reads as follows: 
 

Detailed Design Completion, Implementation, and FAT. 
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Comment No. 1-10 
 
Recommended Change 
Page No. 12, Section C.2.2 
 
At the bottom of the page, item 1., change the sentence to “... and (2) the 2015 version of 
NQA-1, Part II, Subpart 2.7, as implemented in the vendor's NRC-approved 10 CFR 50 
Appendix B Quality Assurance Program. 
 
Justification 
The text implies that the licensee will review the vendor's NRC-approved QA program for 
compliance to NQA-1.  This would be redundant to the NRC approval process for the QA 
program. 
 
NRC Response 
The NRC staff disagrees with this comment.  The NRC does not approve the vendor’s QA 
program.   
 
Comment No. 1-11 
 
Recommended Change 
Page No. 13, Section C.2.2 
 
In the 1st paragraph, change item 2.c to “The extent to which the vendor of the NRC-approved 
topical report, the Licensee, or a supplier with an approved 10 CFR Part 50, Appendix B 
program, commits to performing detailed software design, implementation, and testing in 
accordance with the approved topical report.” 
 
Justification 
This allows other entities with an Appendix B QA program, other than the OEM [original 
equipment manufacturer] of the NRC approved platform, to perform the system design, detailed 
design, implementation and test. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff revised Section C.2.2 as proposed 
in the comment but removed the words “the licensee” because the staff does not expect the 
licensee to perform detailed software design, implementation, and testing under the Alternate 
Review Process.  The revised item 2.c reads as follows: 
 

The extent to which the vendor of the NRC-approved topical report, or a supplier 
with an approved 10 CFR Part 50, “Domestic Licensing of Production and 
Utilization Facilities,” Appendix B, “Quality Assurance Criteria for Nuclear Power 
Plants and Fuel Reprocessing Plants,” quality assurance (QA) program, commits 
to performing detailed software design, implementation, and testing in 
accordance with the approved topical report 
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Comment No. 1-12 
 
Recommended Change 
Page No. 17, Section C.3.2.2 
 
In the 2nd sentence of the 2nd paragraph, suggest deleting “vendor's.”  “Electronic documents 
can be established on a shared site…” 
 
Justification 
It doesn't seem to matter if the shared site is actually the vendor's. 
 
NRC Response 
The text that was the subject of the comment has been removed, as the staff extensively 
revised this paragraph of Section C.3.2.2. 
 
Comment No. 1-13 
 
Recommended Change 
Page No. 26, Section D.2.3.3.1 
 
In the 2nd paragraph in Section D.2.3.3.1, delete: “For the Alternate Review Process, this 
section uses the definitions from the International Electrotechnical Commission Std 61513 …” 
 
Justification 
Now that D.2 applies to both the Tiered and Alternate Review process, this statement implies 
the Tiered Review process uses something else. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with deleting the entire 
sentence.  However, the staff removed the reference to “For the Alternate Review Process” so 
that it is clear that the definition applies to Tier 1, 2, and 3 and the alternate review process.  
The staff revised Section D.2.3.3.1 to make the sentence applicable to both processes, as 
follows: 
 

This section uses the definitions from the International Electrotechnical 
Commission Std 61513, “Nuclear Plants—Instrumentation and Control 
Important to Safety—General Requirements for Systems,” paraphrased 
below to fit modifying and replacing existing systems, rather than designing 
new systems. 

 
Comment No. 1-14 
 
Recommended Change 
Page No. 25, Section D.2.3.1.d, and Page No. 27, Section D.2.3.3.1 
 
At the top of the page 25, item d and page 27, first item a., reword from “functionality, including 
input/output ranges and setpoints (for trip functions, the documentation defines the margins 
between setpoints and allowable values (e.g., those including all applicable uncertainties))”, to 
“functionality.  If there are TS setpoint changes, include input/output ranges and setpoints (for 
trip functions, the documentation defines the margins between setpoints and allowable values 
(e.g., those including all applicable uncertainties))”. 
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Justification 
Reword to only provide information if setpoints are changed. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the proposed text, 
and has simplified the proposed sentence to remove the example.  The staff revised 
Section D.2.3.1.d and Section D.2.3.3.1 as follows: 
 

Functionality—if there are TS setpoint changes, include input/output ranges and 
setpoints (for trip functions, the documentation defines the margins between 
setpoints and allowable values (including all applicable uncertainties)). 

 
Letter 2—Comments from NEI (2) 
 
Comment No. 2-1  
 
Recommended Change 
Consolidate specific information that applies to both the Tiered Process and the Alternate 
Review process in sections that apply to both processes. 
 
Justification 
The sections about the Tiered Process (C.1 and C.3.2.1) should only contain information about 
the Tiered Process.  The sections about Alternate Review (C.2 and C.3.2.2) should only contain 
information about the Alternate Review process. Information that is common should be in C or 
C.3.2.  There are some paragraphs that repeat the same information in two places. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees that all information can 
be cleanly separated or consolidated without significantly reorganizing the ISG.  However, the 
staff revised the ISG, where appropriate, to consolidate information that applies to both 
processes. 
 
Comment No. 2-2 
 
Recommended Change 
Global 
If the ISG draws a distinction between “compliance” and “conformance,” please explain the 
distinction. 
 
Justification 
In the second to last sentence of B.1.2, the word that is now “compliance” used to be 
“conformance” in an earlier version (4/12/2018, ML18101A514).  In some other sections 
(e.g., D.2.5.2), compliance was changed to conformance, or (e.g., D.6) the term that was 
missing was added.  Defining the distinction in the ISG will avoid confusion on the use of the 
two terms possibly resulting in the reader wondering what the difference is. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG to add a footnote explaining 
the difference between “compliance” and “conformance.” 
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Comment No. 2-3 
 
Recommended Change 
Page No. 1, Section A 
 
Revise the paragraph to read:  “Throughout this ISG, the criteria of Institute of Electrical and 
Electronics Engineers (IEEE) Standard (Std) 603-1991, “IEEE Standard Criteria for Safety 
Systems for Nuclear Power Generating Stations,” and Regulatory Guide (RG) 1.152 “Criteria for 
Use of Computers in Safety Systems of Nuclear Power Plants,” that endorses IEEE 
Std 7-4.3.2-2003, “IEEE Standard Criteria for Programmable Digital Devices in Safety Systems 
of Nuclear Power Generating Stations,”.... 
 
Justification 
The way the sentence is structured could imply that IEEE Std 603-1991 is endorsed by 
RG 1.152. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  In order to separate the regulatory 
requirement of IEEE Std 603-1991 from the guidance of IEEE Std 7-4.3.2 as endorsed by 
RG 1.152, the staff separated the proposed sentence into two separate sentences.  The staff 
revised Section A to explain that RG 1.152 only endorses IEEE Std 7-4.3.2-2003.  The revised 
paragraph reads as follows: 
 

This ISG describes how the staff reviews an LAR to determine whether the LAR 
meets the criteria of Institute of Electrical and Electronics Engineers (IEEE) 
Standard (Std) 603-1991, “IEEE Standard Criteria for Safety Systems for Nuclear 
Power Generating Stations,” which is incorporated by reference into NRC 
regulations in 10 CFR 50.55a(h).  In addition this ISG invokes the criteria of IEEE 
Std 7-4.3.2-2003, “IEEE Standard Criteria for Programmable Digital Devices in 
Safety Systems of Nuclear Power Generating Stations,” which is endorsed by 
Regulatory Guide (RG) 1.152, “Criteria for Use of Computers in Safety Systems 
of Nuclear Power Plants,”  for performing the review of the proposed DI&C 
equipment modification.” 

 
Comment No. 2-4  
 
Recommended Change 
Page No. 1, Section A 
 
In the fourth paragraph, after the bullets, insert “with reasonable assurance” after “conclude” in 
the second (last sentence) of the paragraph. 
 
Justification 
Editorial. 
 
NRC Response 
The NRC staff disagrees with this comment.  The staff did not revise the ISG as recommended 
in the comment. 
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Comment No. 2-5  
 
Recommended Change 
Page No. 1, Section A 
 
Revise the 5th paragraph to read:  “Throughout this ISG, criteria …are invoked for performing 
the review …” 
 
Justification 
A review is not being performed throughout the ISG. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised this paragraph of the ISG to 
eliminate the concern identified in the comment. 
 
Comment No. 2-6  
 
Recommended Change 
Page No. 2, Section B.1 
 
Change “When a license amendment is submitted, under 10 CFR 50.90 licensees must fully 
describe the changes desired.” to “When a license amendment is submitted under 
10 CFR 50.90, licensees must fully describe the changes desired.” 
 
Justification 
In the first paragraph, the comma after “submitted” should be moved to be after “50.90” for 
clarity.  We believe the submission is under 50.90. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-7  
 
Recommended Change 
Page No. 3, Section B.1.2 

Replace “The design information submitted to the NRC for review should have passed the 
licensee’s design verification process prior to its submission.” with “If the information submitted 
to the NRC for review is being provided by a licensee, the licensee should have passed the 
licensee’s design control process prior to submission.” 
 
Justification 
It is not clear what is expected for the last sentence in the first paragraph if the topical report 
(which is still supported in this ISG) is not being submitted by a licensee. 
 
Suggest using “design control”, not “design verification”. “Verifying the adequacy of design” is 
described under Criterion III, Design Control. 
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NRC Response 
The NRC staff agrees, in part, with this comment.  However, the staff improved upon the 
proposed wording to simplify the sentence.  The staff revised the Section B.1.2 to improve 
clarity.  The revised sentence reads as follows: 
 

The design information submitted to the NRC for review by the licensee should 
have passed the licensee’s design control process before submission. 

 
Comment No. 2-8  
 
Recommended Change 
Page No. 3, Section B.1.2 
 
This statement needs clarification: 
 
“Actual document submittals are expected to be unique for each DI&C project.” 
 
Justification 
Whereas it is understood that technical content of documents will be unique for each 
DI&C project (RPS [reactor protection system] vs. Turbine Controls vs. Core Temperature 
Monitoring, etc.), from NRC regulatory oversight perspective the expectation should be set for 
the minimally acceptable documentation/information regardless of application.  The difference is 
level of rigor of the review based on previous staff decisions and familiarity of the technology 
and application being reviewed/assessed. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the proposed 
revision to the sentence.  Instead, the staff revised Section B.1.2 by deleting the sentence in 
question, as it does not provide any new information. 
 
Comment No. 2-9  
 
Recommended Change 
Page No. 4, Section B.1.3 
 
Either delete or rewrite the last paragraph in Section B.1.3. 
 
Justification 
The paragraph is misleading in that the NRC staff reviewing the design for conformance with 
industry standards (as endorsed by NRC guidance, including changes and exceptions) does not 
necessarily determine if the plant proposed licensing basis criteria are met. 

NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as suggested in the 
comment.  The revised sentence reads as follows: 
 

With regard to industry standards endorsed by NRC guidance, the staff should 
review the design for conformance with the changes and exceptions in endorsing 
RGs to determine whether the applicable regulatory criteria are met. 
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Comment No. 2-10  
 
Recommended Change 
Page No. 4, Section B.1.4 
 
Reverse the order of the two paragraphs. 
 
Justification 
The general statement should appear first, followed by a particular example. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section B.1.4 by switching the order 
of the two paragraphs in question.  The new second paragraph now starts with, “For example, 
some DI&C equipment modifications may involve human factors….” 
 
Comment No. 2-11  
 
Recommended Change 
Page No. 4, Section B.2 
 
Revise the last sentence of the 1st paragraph to read:  “This revision also introduces an 
Alternate Review Process that can lead to an earlier safety determination (i.e., before …).” 
 
Justification 
The revision is believed to capture the intent more clearly. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff revised Section B.2 to improve 
clarity.  The revised sentence reads as follows: 
 

This revision also introduces the Alternate Review Process, which the NRC staff 
may use to make an earlier safety determination (i.e., before completion of 
detailed design, implementation, and testing).   

 
Comment No. 2-12  
 
Recommended Change 
Page No. 4, Section B.2 
 
Change “design, implementation, or testing” to “design, implementation, and testing” 
 
Justification 
In the last sentence of the paragraph, the desire is to have a decision prior to design, 
implementation, AND testing is completed, rather than just one or two of the items in the list. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
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Comment No. 2-13  
 
Recommended Change 
Page No. 6, Section C 
 
In the 6th paragraph, there is an extra space between “when” and “the.” 
 
Justification 
Grammar. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-14  
 
Recommended Change 
Page No. 6, Section C 
 
Revise the statements, “However, approval of a digital system or component at one plant does 
not necessarily serve as the basis for approving the same system or component at another 
plant. Each LAR is a plant-specific licensing action.” with “Each LAR is a plant-specific licensing 
action that can benefit from experience gained during review of an approved digital system or 
component from a prior LAR.”  
 
Justification 
Each LAR evaluation report is essentially a regulatory position approved by the Commission. 
Even though specific technical bases may be different among Licensees/plants, each LAR is a 
precedent-setting regulatory decision (or decisions) by the staff that each Licensee uses for its 
own LAR submittals to, for example, gauge level of effort, risk, etc. 
 
NRC Response 
The NRC staff disagrees with this comment.  The original sentence conveys the intended 
message appropriately.  

Comment No. 2-15  
 
Recommended Change 
Page No. 7, Section C 
 
Revise the following sentence:  “Application of the Alternate Review Process is predicated upon 
the licensee using a DI&C platform previously approved as documented in the safety evaluation 
report for the applicable topical report.  Acceptability of the LAR-specific system-level 
application of the DI&C platform is based on the following:” 
 
Justification 
The first paragraph is somewhat confusing.  If the Alternate Review Process is allowable only 
when a previously approved DI&C platform is used as the basis of the LAR, then recommend 
revising first paragraph. 
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NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the wording 
proposed in the comment.  However, the staff revised Section C to improve clarity.  The revised 
sentences read as follows: 
 

Acceptability of the Alternate Review Process is predicated upon the licensee 
using a previously approved DI&C platform as documented in the applicable 
topical report safety evaluation.  Under the Alternate Review Process, the 
following will take place:  
 

The staff also reorganized the paragraph.   
 
Comment No. 2-16  
 
Recommended Change 
Page No. 7, Section C 
 
Rephrase the sentence to read:  “In Enclosure B, Column AR (for Alternate Review Process) 
may be used if the NRC staff decision on the LAR is to be completed before detailed design, 
implementation, and/or testing completes.” 
 
Justification 
In the paragraph starting:  “In Enclosure B, Column AR (for Alternate Review Process) may be 
used if the NRC staff decision of whether to issue or deny the license amendment is to be 
completed before detailed design, implementation, and/or testing.”  After edits, it almost sounds 
as if the NRC would expect the licensee to continue “detailed design, implementation, and/or 
testing” after the LAR is denied. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the wording 
proposed in the comment.  However, the staff revised Section C to improve clarity.  The revised 
sentence reads as follows: 
 

In Enclosure B, column AR (for the Alternate Review Process) may be used if the 
NRC staff will decide whether to issue or deny the license amendment before 
completion of the detailed design, implementation, and/or testing activities.   

 
Comment No. 2-17  
 
Recommended Change 
Page No. 7, Section C  
 
Replace “application system development” with “development of the system and the application 
software” in the first sentence. 
 
Replace “application system development processes” with “processes for system and 
application software development.” 
 
Justification 
In the paragraph starting:  “For both the Tier 1, 2, and 3 Review Process, and the Alternate 
Review Process, the staff reviews information related to the application system development.  
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For the Alternate Review Process, Section D.4 focuses on the application system development 
processes, since the NRC staff decides whether to issue or deny the license amendment before 
system development is completed...”  The phrase “application system development” is unclear.  
Several suggestions are made to make both uses of this phrase more understandable to the 
industry.” 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-18  
 
Recommended Change 
Page No. 9, Section C.1 
 
Revise the 1st sentence under the heading Tier 2:  “Tier 2 applies to license amendments 
proposing to reference an NRC-approved topical report (on a DI&C platform or component(s) 
including hardware, software, and developmental tools) with deviations. 
 
Justification 
It is possible that deviations are not application-specific.  For example, it is possible that a 
change is made based on experience and could be included in multiple applications.  Or, as the 
next sentence explains, the deviation may be due to a revised software development process, 
which is not likely to be application-specific. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-19  
 
Recommended Change 
Page No. 9, Section C.2 
 
Revise the 1st paragraph:  “In addition to the Tier 1, 2, and 3 Review Process, an alternate 
approach is provided.  The alternate process can lead to for review and approval at an earlier 
stage in the overall system life cycle.” 
 
Justification 
This change provides a more clear description. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the wording 
proposed in the comment.  However, the staff revised Section C.2 to improve clarity.  The 
revised sentence reads as follows: 
 

In addition to the Tier 1, 2, and 3 Review Process, this ISG provides an alternate 
approach that facilitates review and approval at an earlier stage in the overall 
system life cycle 

 



- 18 - 

 

Comment No. 2-20  
 
Recommended Change 
Page No. 9, Section C.2 
 
Revise the following sentence:  “Whereas the Tier 1, 2, and 3 Review Process includes NRC 
evaluation of software design, implementation, and testing, the Alternate Review process is a 
single-step process for licensee use contingent upon satisfying prerequisites.” 
 
Justification 
Or delete the second sentence entirely, since it does not add to the discussion of the AR 
Process. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with deleting the second 
part of the referenced sentence.  However, the staff revised Section C.2 to improve clarity.  The 
revised sentence reads as follows: 
 

Whereas the Tier 1, 2, and 3 Review Process includes NRC evaluation of 
software design, implementation, and testing, the Alternate Review Process 
focuses on detailed system design information (see Section C.2.1 of this ISG), 
additional design information (see Section D.2), and application planning and 
processes (see Section D.4). 

 
Comment No. 2-21  
 
Recommended Change 
Page No. 9, Section C.2 
 
Delete the parenthetical reference to Section C.2.1. 
 
Justification 
The last sentence in the last paragraph references Section C.2.1, which follows immediately. 
 
NRC Response 
The NRC staff disagrees with this comment.  The reference to Section C.2.1 occurs five 
paragraphs before Section C.2.1 and is therefore necessary.  

Comment No. 2-22  
 
Recommended Change 
Page No. 10, Section C.2 
 
Revise the paragraph:  “One significant risk to the licensee from using the single-step Alternate 
Review process that should be recognized is that the system design submitted and approved by 
NRC may have implementation challenges that necessitate a design change.  Depending upon 
the scope/impact of the design change, it could require NRC review and approval of a 
subsequent LAR, or could be completed without NRC approval through the 10 CFR 50.59 
process, which is subject to NRC inspection.” 
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Justification 
The last two sentences in the second paragraph, starting with “The licensee recognizes…”, may 
not effectively communicate the point about the risk associated with the Alternate Review 
Process. 
 
Note:  The last paragraph of Section C.3.3 may be a better place to discuss this issue, since 
10 CFR 50.59 is mentioned at the end of Section C.3.3. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with removing the last 
two sentences in the referenced paragraph because these sentences convey an important 
point.  However, the staff revised Section C.2 to improve clarity.  The revised paragraph reads 
as follows: 
 

As in the process described in Section C.1 of this ISG, the NRC staff 
encourages the use of public meetings before LAR submittal to discuss 
issues with regard to system development.  One potentially significant topic 
that should be discussed includes potential design changes that the licensee 
may elect to make during detailed implementation of the design after NRC 
approval of the LAR using the Alternate Review Process.  If the NRC 
approves a system design proposed in an LAR, implementation challenges 
may arise during system development that could necessitate a design 
change.  Depending on its scope and impact, the design change could 
require NRC review and approval of a subsequent LAR.  Such a design 
change could also be implemented without NRC approval through the 
process in 10 CFR 50.59, “Changes, Tests and Experiments,” which is 
subject to NRC inspection.  

 
Comment No. 2-23  
 
Recommended Change 
Page No. 10, Section C.2 
 
Consolidate the 2nd and 4th paragraph statements regarding pre-submittal meetings. 
 
Justification 
The 2nd and 4th paragraph makes similar statements: 
 
2nd paragraph:  “As in the process described in Section C.1 above, the NRC staff encourages 
the use of public meetings before submittal of the LAR to discuss issues regarding system 
development.” 
 
4th paragraph:  “The NRC staff encourages the use of pre-application coordination meetings 
before submittal of the LAR to discuss issues regarding the system development.” 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section C.2 by deleting the 
sentence in question in the second paragraph and moving the fourth paragraph to the beginning 
of Section C.3.1. 
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Comment No. 2-24  
 
Recommended Change 
Page No. 10, Section C.2 
 
In the last paragraph, suggest consolidating the two lists, both of which are numbered 
(1) through (3) and describe license conditions (see previous comments on license conditions).  
Also, the paragraph is ambiguous.  Please re-write to reflect intended meaning. 
 
Justification 
1.  It is confusing to have two lists that seem to have the same purpose.  This will cause 
ambiguity if some report refers to Item (1), (2), or (3) in ISG-6 Section C.2.  As written, the 
criteria are not clear. 
 
2.  How does “such” specifically narrow the set of conditions?  Is it all of the potential conditions 
that meet the first list of 3 conditions? 
 
Also, the “or” after condition #2 (in the second list) means that license conditions should satisfy 
any one of the three conditions, but it does not seem possible this is intended.  It would mean, 
for example, an acceptable license condition is open ended as long as it does not address 
voluntary requests.  It seems like “not” should appear at the beginning of condition (3)? 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with consolidating the 
two lists into one because the staff addressed this comment in the disposition of Comment 
No. 1-5, which removed both lists from the paragraph. 
 
Comment No. 2-25  
 
Recommended Change 
Page No. 11, Section C.2.1 
 
Refer to the NRC regulatory guide (1.28) and let the latest version of NQA-1 be applicable 
(remove the reference to the 2015 NQA-1 edition). 
 
Justification 
Avoids having to update a document when a revision changes. 
 
NRC Response 
The NRC staff disagrees with this comment.  Because future versions of NQA-1, “Quality 
Assurance Requirements for Nuclear Facility Applications,” could change in content, the staff 
decided to keep the reference to the 2015 version.  
 
The NRC discussed this comment during the September 11, 2018, call with NEI, during which 
NEI advised the staff to ignore this comment. 
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Comment No. 2-26  
 
Recommended Change 
Page No. 12, Section C.2.1 
 
In the first sentence at top of page, change “Sections” to “Section”. 

Justification 
Editorial. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-27  
 
Recommended Change 
Page No. 13, Section C.2.2 
 
Revise item 3b:  “The LAR should include appropriate regulatory commitments to complete life 
cycle activities under the licensee’s QA program (see Section C.2.2 Licensee Prerequisites for 
the Alternate Review Process).  Note that these activities would be included in a Tier 1, 2, and 3 
licensing review, but are not covered in the Alternate Review Process because they would take 
place after the NRC staff decides whether to issue or deny the license amendment.” 
 
Justification 
Clarify that regulator commitments to complete life cycle activities is applicable to the Alternate 
Review process. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the proposed 
wording in the comment.  The staff addressed this comment by revising the ISG, although the 
text of the identified paragraph differs from that recommended in the comment due to other 
changes made to this paragraph to address another comment. 
 
Comment No. 2-28  
 
Recommended Change 
Page No. 13, Section C.3.1 
 
Ensure that mention of “Phase 0” points to the Pre-Application Coordination Meeting, and then 
remove “Phase 0” from the document.  Else, ensure that it is clear that the Pre-Application 
Coordination Meetings apply to the Alternate Review process (which never mentions Phase 0) 
as well as the Tier 1/2/3 process. 
 
Justification 
Industry interpretation is that Enclosure B is just a suggested list. 
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NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees removing the Phase 0 
from the document.  However, the staff revised Section C.3.1, changing “(Phase 0)” to 
“(Phase 0 for the Tier 1, 2, and 3 Review Process)” the first time it appears in the section. 
 
Comment No. 2-29 
 
Recommended Change 
Page No. 13, Section C.3.1.a 
 
Replace the entire sentence with “the appropriate review process is selected:  Tier 1, Tier 2, 
Tier 3, or Alternate Review Process.  (See Sections C.1 and C.2) 

Justification 
The sentence does not provide clarity, especially in the doubled selection of the tier process. 
Clarity should be enhanced. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment, with an editorial change. 
 
Comment No. 2-30  
 
Recommended Change 
Page No. 13, Section C.3.1 
 
In item (f), use the words “definition of” instead of “defining.” 
 
Justification 
Maintain parallelism with the rest of the list. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-31  
 
Recommended Change 
Page No. 14, Section C.3.1 
 
Please add the missing comma after “Implementation” and before “and testing activities” 
 
Justification 
In the paragraph starting “These discussions should also address the level of licensee 
involvement” there is inconsistent use of the so-called Oxford comma.” 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
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Comment No. 2-32 
 
Recommended Change 
Page No. 14, Section C.3.1 
 
In the last paragraph on page—end of third sentence—delete “is applicable” for the proposed 
modification. 
 
Justification 
Grammatical error—appears to be holdover from previous revision. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 

Comment No. 2-33  
 
Recommended Change 
Page No. 14, Section C.3.1 
 
In the 2nd sentence of the 3rd paragraph, use “enables” instead of “ensures.”  
“Having this discussion before a LAR is prepared enables the licensee to take into account …” 
 
Justification 
Holding a discussion does not ensure the licensee will do something in particular. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-34  
 
Recommended Change 
Page No. 15, Section C.3.2.1.1 
 
Move the 2nd paragraph (about making documents available) and the 6th paragraph (about 
communication) to Section C.3.2. 
 
Justification 
The content of these paragraphs seem applicable to both Tiered approach and the AR, so it 
should be moved to a section that discusses both. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
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Comment No. 2-35  
 
Recommended Change 
Page No. 15, Section C.3.2.1.1 
 
Delete the 5th paragraph (about sequence of submittals). 
 
Justification 
The paragraph is superfluous because the next paragraph is about maintaining close 
communication, including communication about due dates and schedule.  The topic of 
sequence will be addressed when “the NRC and the licensee communicate closely.” 
 
NRC Response 
The NRC staff disagrees with this comment.  The fifth paragraph provides important guidance to 
the staff.  The NRC moved the sixth paragraph to Section C.3.2, as dispositioned in Comment 
No. 2-34. 
 
Comment No. 2-36  
 
Recommended Change 
Page No. 16, Section C.3.2.1.2 
 
Revise the sentence:  “All information required to support the completion of the required audits, 
RAI [request for additional information] responses, and Safety Evaluation must be submitted 
before the safety evaluation can be completed”. 
 
Justification 
Using “All” with the context of what is necessary makes a more precise statement. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with removing the word 
“all” and specifying the exact information that is necessary to make a safety determination.  
However, the staff revised Section C.3.2.1.2 to improve clarity.  The revised sentence reads as 
follows: 
 

All information needed to make a determination on the application must be 
submitted before the staff can complete the safety evaluation. 

 
Comment No. 2-37  
 
Recommended Change 
Page No. 16, Section C.3.2.1.1 
 
Delete the last paragraph (about audits).  
 
Justification 
The subject is already covered in C.3.2 (2nd paragraph).  If additional detail from C.3.2.1.1 is 
deemed important, it can be moved to C.3.2.  Only what is unique to Tiered Process should be 
retained in C.3.2.1.1.  Also, note that the same text appears in C.3.2.2 (about AR).  It should 
only appear once. 
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NRC Response 
The NRC staff disagrees with this comment.  Section C.3.2 does not cover the language about 
audits.  Adding it to Section C.3.2 places the information out of order, before the 
process-specific review information. 
 
Comment No. 2-38  
 
Recommended Change 
Page No. 16, Section C.3.2.1.2 
 
Revise the 1st paragraph:  “The licensee should submit the supplement after responding to the 
Phase 1 RAIs, and with sufficient lead time to support the requested approval date.  The 
supplement should contain sufficient information to address aspects of the review areas not 
submitted in the initial LAR or subsequent responses to RAIs (see Enclosure B for information 
to be submitted before the requested approval date). 
 
Justification 
As the sentence was originally worded, it meant the NRC responds to RAI’s and then verifies 
the licensee submits a supplement. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the proposed 
wording in the comment.  However, the staff revised Section C.3.2.1.2 to improve clarity.  The 
revised paragraph reads as follows: 
 

After the NRC has received a response to the Phase 1 RAIs, and with sufficient 
lead time to support the requested approval date, the licensee should submit the 
Phase 2 information.  The staff should verify that the supplement contains 
sufficient information to address aspects of the review areas not included in the 
initial LAR or subsequent responses to RAIs (see Enclosure B for an example of 
the information to be submitted before the requested approval date).  If the 
licensee does not adhere to previously established schedules for submitting 
information, e.g., RAI responses and Phase 2 information, the NRC staff may not 
be able to maintain the schedule for completing the review. 

 
Comment No. 2-39  
 
Recommended Change 
Page No. 16, Section C.3.2.1.2 
 
Near the end of the 2nd sentence of the 6th paragraph, “requlatory” should be “regulatory.” 
 
Justification 
Editorial. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
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Comment No. 2-40  
 
Recommended Change 
Page No. 17, Section C.3.2.2 
 
Move the 2nd paragraph (about making documents available) and the 3rd paragraph (about 
communication) to Section C.3.2. 
 
Justification 
The content of these paragraphs applies to both Tiered approach and AR, so it should be 
moved to a section that discusses both. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-41  
 
Recommended Change 
Page No. 18, Section C.3.3 
 
Delete the 2nd paragraph.  If the paragraph is retained, please clarify what is meant by “its.” 
 
Justification 
Why is it necessary for NRC QA and vendor inspection staff to review the same thing?  Also 
inspections and audits are covered elsewhere in the ISG.  Concerning the word “its,” it seems 
the intended antecedent is the equipment or the software, not activities.  
 
Most importantly, this paragraph re-introduces schedule uncertainty that the Alternate Review 
process is intended to remedy. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with deleting the entire 
2nd paragraph.  Instead, the staff revised Section C.3.3 to clarify the word “its.”  The revised 
sentence reads as follows: 
 

For the Alternate Review Process, the NRC quality assurance and/or vendor 
inspection staff may inspect the software design and implementation activities 
before the transfer of the equipment to the site, in accordance with applicable 
inspection procedures. 

 
Comment No. 2-42  
 
Recommended Change 
Global  
 
When multiple lettered lists appear under the same heading, consider reorganizing so only one 
list appears within a subsection, or change the letters to bullets. 
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Justification 
This could be confusing and ambiguous. For example, a reference to D.2.3.1 Item a. would be 
ambiguous. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment.  When more than one lettered list appears within a section, the staff has added a 
number to each lettered bullet. 
 
Comment No. 2-43 
 
Recommended Change 
Page No. 22, Section D.2.2.1 
 
The first line in item c, “How the design prevents software failures from affecting the watchdog 
timer timing and timeout,” should read “How the design utilizes watchdog timers to detect and 
alarm software failures.” 
 
Justification 
It is my understanding and experience that software and independent hardware watchdog 
timers are intended to detect and alarm software failures or lock-up—the design should not 
prevent watchdog time out in response to a software failure. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff disagrees with the proposed 
wording in the comment because it does not convey the intended concepts.  The staff revised 
Section D.2.2.1 by removing the word “software.”  As discussed during the September 11, 2018, 
call with NEI, removing the word “software” from the sentence addressed the comment.  
 
Comment No. 2-44  
 
Recommended Change 
Page No. 23, Section D.2.2.1 
 
Replace the phrase “indication of bypasses” with “bypass indication” (multiple places). 
 
Justification 
Throughout the document, “indication of bypasses” is used as a phrase.  It is inconsistent with 
standards and RG usage.  The document should be internally consistent.  If standard 
terminology (“bypass indications”) is replaced in one spot, the NRC reviewer or industry author 
may ask:  “What is the reason for that change?  What am I missing?  Is there a difference?  If 
so, what?”  It is preferred to keep the industry standard “Bypass Indication / Status Indication” 
terminology of RG 1.47 and IEEE Std 603. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
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Comment No. 2-45 
 
Recommended Change 
Page No. 23, Section D.2.2.2 
 
For clarity, change the sentence to read:  “The reviewer should evaluate whether the LAR 
justifies changes (including modifications, additions, and deletions) and demonstrates that the 
changes do not adversely affect plant safety for each of the following:”  Alternatively, the 
sentence can be changed to read: “The reviewer should evaluate whether the LAR justifies 
changes and demonstrates that the changes do not adversely affect plant safety, where 
changes modifications, additions, and deletions, for each of the following:” 
 
Justification 
In the paragraph starting: “The reviewer should evaluate whether the LAR justifies changes, 
including modifications, additions, and deletions, and demonstrates that the changes do not 
adversely affect plant safety…” it is not clear where the items to be included break and actions 
to be demonstrated begin. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the first 
part of the comment. 
 
Comment No. 2-46 
 
Recommended Change 
Page No. 27, Section D.2.3.3.1 
 
Revise the sentence in 9th paragraph:  “The SyRS [System Requirements Specification] should 
specify boundaries and interfaces with other systems, including isolation requirements.” 
 
Justification 
The SyRS should state the requirement, not the specific measures. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-47  
 
Recommended Change 
Page No. 32, Section D.2.5.2 
 
Change the item to read:  “i. whether the defined use of the hardwired interfaces is consistent 
with the previous system and with any changes, including the rationale for the changes” 
 
Justification 
The original item reads:  “i. whether the defined use of the hardwired interfaces is consistent 
with the previous system and with any changes and the rationale for the changes” there are too 
many “and” 
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NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-48  
 
Recommended Change 
Page No. 37, Section D.2.6.2.5 
 
Correct the typo:  “… more heavily on engineering judgment than the other …” 
 
Justification 
Grammar. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-49  
 
Recommended Change 
Page No. 40, Section D.3.2 
 
All but the first and last sentences in the paragraph should be deleted.  The paragraph should 
thus consist of:  “The NRC staff should evaluate the various test plans to ensure that the plans 
are rigorous enough to support the conclusion that the environment should not have a negative 
effect on the ability of the system to perform its safety function in the worst case environment in 
which it needs to operate.  The NRC staff should evaluate the comparison that shows that the 
equipment qualification envelopes the worst case plant conditions for each environmental 
stressor at each plant location where the equipment is proposed to be installed.” 
 
Justification 
In the paragraph starting “The NRC staff should evaluate the various test plans to ensure that 
the plans are rigorous enough to support the conclusion that the environment should not have a 
negative effect on the ability of the system to perform its safety function in the worst case 
environment in which it needs to operate..” the edit re-introduces an issue that did not exist in 
the ACRS version.  The ISG does not need to paraphrase from the RG Position C 1, 2, and 4 
(as well as 5 in the harsh environment) and IEEE standard Clauses 6.2.1.1, 6.2.1.2, and 6.3.1 
(and subclauses, next paragraph on test planning) here.  There was a concerted effort to 
remove such paraphrased material, which has been restored here. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
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Comment No. 2-50  
 
Recommended Change 
Page No. 58, Section D.8.2 
 
The sentence should be replaced with “The NRC staff should review the licensee’s vendor- and 
system-specific vulnerability assessment and verify that the assessment identifies those 
vulnerabilities that could affect the secure development and reliable and secure operation of the 
digital safety system.” 
 
Justification 
For the paragraph beginning “The NRC staff should review the vulnerability assessment 
description and verify that the licensee has performed a vulnerability assessment identifying the 
vulnerabilities that could affect the secure development and reliable and secure operation of the 
digital safety system.”, the first part of the sentence requires a vulnerability assessment, the 
second part of the sentence requires ensuring that a vulnerability assessment was performed, 
and the third part requires evaluation of the vulnerabilities.  This is confusing and needs to be 
simplified. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff revised Section D.8.2, as 
suggested in the comment but kept the word “description” in the sentence. 
 
Comment No. 2-51 
 
Recommended Change 
Page No. 61, Section D.9.5.1 
 
Change the sentence to:  “Although some CM activities are performed by the vendor(s), 
ownership of the plant configuration, licensing basis, system design, plant modification, and 
system acceptance rests with the licensee.  The licensee is responsible for oversight and 
acceptance of vendor activities that affects all configuration items.” 
 
Justification 
In the last sentence of the paragraph:  “Although some CM activities are performed by the 
vendor(s), ownership of the system design modification and oversight of vendor activities rests 
with the licensee…” many of the non-software CM responsibilities are not provided here, and 
the sentence structure is awkward. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-52  
 
Recommended Change 
Page No. 63, Section D.9.9 
 
Please change the title from “Qualification of Commercial Computers” to “Commercial Grade 
Dedication of Digital Equipment” which is what is of interest. Qualification is provided in a 
separate section (D.3). 
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Justification 
While the version of IEEE Std 7-4.3.2 referenced does restrict itself to “commercial computers”, 
this ISG has been applied to several systems that do not contain “computers” per se.  We have 
an opportunity to address one point of contention in this document. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment. 
 
Comment No. 2-53  
 
Recommended Change 
Page No. 15, Section C.3.2.1.1; Page No. 17, Section C.3.2.2 
 
Can a hearing be required in the Alternate Review process?  If so, the text from the Tier 1/2/3 
process should be copied to the Alternate Review process section. 
 
Justification 
There are elements in the added text in C.3.2.1.1 that also have bearing on C.3.2.2, as well as 
items in C.3.2.2 that should have been covered in C.3.2.1.1. 
 
NRC Response 
The NRC staff disagrees with this comment.  The issue is the timing of the notice of an 
opportunity to request a hearing in the phased review process.  This is not an issue for the 
Alternate Review Process.  Therefore, the text applicable to the Tier 1, 2, and 3 review process 
in C.3.2.1.1 does not need to be copied to the Alternate Review Process section. 
 
Comment No. 2-54  
 
Recommended Change 
Page No. 15, Section C.3.2.1.1; Page No. 17, Section C.3.2.2 
 
The Alternate Review process has the note concerning not copying or printing “share site” 
documents, which also applies to the Tier 1/2/3 process.  Please copy the sentence to the 
Tier 1/2/3 section. 
 
Justification 
There are elements in the added text in C.3.2.1.1 that also have bearing on C.3.2.2, as well as 
items in C.3.2.2 that should have been covered in C.3.2.1.1. 
 
NRC Response 
The NRC staff disagrees with this comment.  The staff removed the discussion of information in 
“share site” documents, as this issue is not essential to the ISG guidance and the NRC staff has 
not yet determined the appropriate treatment of such information.   
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Comment No. 2-55  
 
Recommended Change 
Page No. 15, Section C.3.2.1.1; Page No. 17, Section C.3.2.2 
 
Industry assumes the Open Item list text from the Alternate Review process should also be 
added to the Tier 1/2/3 process.  Please copy the Alternate Review text to the appropriate 
location in the Tier 1/2/3 process text.  In addition, edit and modify the text to ensure that the 
RAI process for Tier 1/2/3 and for Alternate Review are similar. 
 
Justification 
There are elements in the added text in C.3.2.1.1 that also have bearing on C.3.2.2, as well as 
items in C.3.2.2 that should have been covered in C.3.2.1.1. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the ISG as recommended in the 
comment.  The staff moved the paragraph in question to Section C.3.2, as dispositioned in 
Comment No. 2-34. 

Comment No. 2-56 
 
Recommended Change 
Page Nos. 39 and 40, Section D.3.2 
 
All but the first sentence in the paragraph should be deleted.  The resulting paragraph needs to 
say no more than: “For digital systems located in mild environments, Regulatory Position 1 in 
RG 1.209 states that the NRC does not consider the age conditioning in IEEE Std 323, 
Section 6.2.1.2, to apply.” 
 
Justification 
In the paragraph starting “For digital systems located in mild environments, Regulatory 
Position 1 in RG 1.209 states that the NRC does not consider the age conditioning in IEEE 
Std 323, Section 6.2.1.2, to apply because of the absence of significant aging mechanisms.”  
the edit re-introduces an issue that did not exist in the ACRS [Advisory Committee on Reactor 
Safeguards] version.  The ISG does not need to paraphrase from the RG Position C 1, 2, and 4 
(as well as 5 in the harsh environment) and IEEE standard, Clauses 6.2.1.1, 6.2.1.2, and 6.3.1 
(and subclauses, next paragraph on test planning) here.  There was a concerted effort to 
remove such paraphrased material, which has been restored here. 
 
NRC Response 
The NRC staff agrees, in part, with this comment.  The staff revised Section D.3.2 as suggested 
in the comment but maintained the phrase “because of the absence of significant aging 
mechanisms.”  
 
Comment No. 2-57 
 
Recommended Change 
Page No. 59, Section D.9.1.1 
 
Add title to RG 1.172. 
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Justification 
Format should be consistent throughout the document. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised Section D.9.1.1.  The staff has 
added the title of RG 1.172, “Software Requirement Specifications for Digital Computer 
Software and Complex Electronics Used in Safety Systems of Nuclear Power Plants.”  
 
Comment No. 2-58  
 
Recommended Change 
Page No. 2, Enclosure B 
 
Move “Phase 2” in the table on page 2 to the same location as “Phase 1” in the table on page 1, 
making the title “Submitted before Requested Approval (Phase 2 for Tier 1, Tier 2, Tier 3 only)” 
 
Justification 
The titles of the tables on pages 1 and 2 should follow similar structure.  Phase 1 is embedded 
in the parenthetical expression on page 1.  Phase 2 is the opening of the title on page 2. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised the title of the second table in ISG 
Enclosure B, as recommended in the comment. 
 
Comment No. 2-59 
 
Recommended Change 
Page No. 2, Enclosure B 
 
The commenter recommended that item 2.3 in Enclosure B be revised, as follows:  2.3 
“Summary Test Reports (Including Test Results up to and including FAT) 
 
Justification 
To make clear FAT is included for summary reports. 
 
NRC Response 
The NRC staff agrees with this comment.  The staff revised item 2.3 in ISG Enclosure B, as 
recommended in the comment. 
 
Letter 3—Comments from Entergy Nuclear Operations, Inc. 
 
Comment No. 3-1 
 
Recommended Change 
Page No. 10, Section C.2; Page No. 17, Section C.3.2.1.2; and Page No. 52, Section D.5.2 
 
With respect to the content of draft DI&C ISG-06, the NRC has included additional guidance 
concerning the use of license conditions in place of a licensee’s regulatory commitments.  
Specifically, in Section C.2, “Alternate Review Process Overview” of the draft ISG, the NRC 
includes the following text: 
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“The staff should evaluate key licensee regulatory commitments (see Section C.2.2) related to 
the design, implementation, and testing activities as potential license conditions.  Such potential 
license conditions should:  (1) address issues of high safety or regulatory significance, (2) be 
worded such that the meaning is clear and not open to different interpretations, and (3) explicitly 
define the conditions for satisfaction of the condition.  Such license conditions should (1) not be 
open ended, (2) not address voluntary requests, or (3) require NRC action to complete.  If the 
NRC staff determines that a regulatory commitment should be a license condition, the staff 
should request the appropriate license changes as part of the docketed submittal.”   
 
The use of license conditions in place of regulatory commitments is also addressed in 
Sections C.3.2.1.2, “Continued Review (Phase 2),” and D.5.2, “Evaluation.” 
 
Justification 
Entergy believes that the inclusion of this discussion in the draft ISG is overly prescriptive, 
relative to existing NRC processes.  The most current versions of NRR Office Instruction 
LIC-101, “License Amendment Review Procedures” and LIC-105, “Managing Regulatory 
Commitments Made by Licensees to the NRC” establish the appropriate process and protocol 
for determining whether a licensee’s planned action should be a regulatory commitment or a 
license condition.  The inclusion of additional and more specific guidance in the draft ISG, as 
opposed to referencing existing NRC processes, adds additional complexity to the overall 
process defined in the draft ISG, without any additional safety benefit.  Therefore, Entergy 
recommends deleting the existing ISG text concerning identification of potential license 
conditions. 
 
NRC Response 
The staff agrees, in part, with this comment.  The staff disagrees with the proposed wording in 
the comment.  However, the staff agrees with the underlying rationale of the comment to not 
paraphrase or duplicate the guidance in NRR Office Instruction LIC-101.  The staff changed the 
ISG to make the language consistent with LIC-101.  The staff will add a reference to LIC-101 to 
the paragraph to remind the reader that it is the underlying guidance for license conditions.  The 
staff addressed this comment with the disposition of Comment No. 1-5. 
 
Letter 4—Comments from Anonymous 
 
Comment No. 4-1 
 
A comment addressing general nuclear issues, including nuclear weapons but with no 
recommendation for modifying the ISG. 
 
NRC Response 
This comment is out of scope and contains no recommendation for modifying the ISG.  


