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Request for Additional Information 
Regarding the Nuclear Energy Institute 
Quality Assurance Program Description  

Topical Report No. NEI-06-14A, Revision 5 

1. Part II, Section 1, “Organization,” of NEI 06-14A should be revised to provide additional 
guidance to Combined License (COL) applicants on the organizational structure that 
needs to be described in the quality assurance program description (QAPD). The level of 
organizational detail should include all positions responsible for establishing, 
maintaining, and implementing regulatory requirements from corporate positions through 
plant positions responsible for implementing QA program requirements. The description 
should include levels of authority, interfaces, and functional responsibilities for each 
position. In addition, for QAPDs that cover activities during both construction and 
operations, NEI 06-14A should provide additional guidance for distinguishing the 
organizational structure for construction and for operations. 

Response: The note at (1) below was added to Part II, Section 1, of the template prior to 
the organizational charts to provide additional guidance. Also, the text at (2) below was 
added to the Organization Chart area to better define the content of the organization 
charts. 

(1) [NOTE: The following information will be utility specific but should follow the SRP 
for the content. This also includes interface responsibilities for multiple organizations 
performing quality-related functions.  This section should be developed to include 
the organization that is to implement the phase the QAPD is intended to cover e.g., 
ESP, COLA, Construction/Pre-operation/Test, and Operations. The description 
should include levels of authority, interfaces, and functional responsibilities for each 
position. In addition, for QAPDs that cover activities during both construction and 
operations, it should include enough detail to distinguish the organizational structure 
for construction and for operations. Include organization charts that describe the QA 
organization that is/will be in place for all positions responsible for establishing, 
maintaining, and implementing QA requirements from corporate positions through 
plant positions. 

Generic titles (e.g., Nuclear Development, Quality Assurance Manager) may be used 
in the QAPD, however, they must be consistent throughout the entire document. 

Below is an example of the level of detail which illustrates a new plant organization, 
its independence, and its linking within an existing utility.] 

(2) [NOTE: This is a sample organization chart and should be replaced by actual 
organization.] 

2. Part II, Section 1, “Organization” of the QAPD provides titles of certain positions and 
their responsibilities. Brackets are used throughout the rest of the document when 
referring to these responsibilities. Additional guidance needs to be provided to the users 
of the template for changing the responsibilities to the specific titles provided in Section 1 
of the QAPD. 
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Response: The following text was included in the note to the template as part of the 
overall explanation in Part II, Section 1, Organization. 

Generic titles (e.g., Nuclear Development, Quality Assurance Manager) may be used 
in the QAPD, however, they must be consistent throughout the entire document.  

In addition, brackets were added in Part II, Section 2.7 item e. to identify the example 
titles [Site Vice President, Site Director, Plant Manager,] as needing to be consistent with 
the titles used in the Organization description. 

3. NEI 06-14A, Part II, Section 7.2 addresses an NRC-approved exception to NQA-1-1994, 
Supplement 7S-1, for commercial-grade calibration services from NRC-recognized 
calibration laboratories. The staff requests that the bullet number “(3)” of this exception 
be revised as indicated below to restate the current regulatory position regarding 
acceptability and to add additional calibration laboratories, which have been recognized 
by the NRC. 

“(3)  A documented review of the supplier’s accreditation will be performed and will 
include a verification of the following: 

 The calibration laboratory holds a domestic accreditation by any one 
of the following accrediting bodies, which are recognized by the 
International Laboratory Accreditation Cooperation (ILAC) Mutual 
Recognition Arrangement (MRA): 

- National Voluntary Laboratory Accreditation Program 
 (NVLAP), administered by the National Institute of Standards & 
 Technology, 

 - American Association for Laboratory Accreditation (A2LA), 

 - ACLASS Accreditation Services (ACLASS), 

 - International Accreditation Service (IAS), 

-   Laboratory Accreditation Bureau (L-A-B). 

 The accreditation encompasses ANS/ISO/IEC 17025, “General 
Requirements for the Competence of Testing and Calibration 
Laboratories.” 

 The published scope of accreditation for the calibration laboratory 
covers the necessary measurement parameters, range, and 
uncertainties.” 

Response: The following text was added to the template. 

(3) A documented review of the supplier’s accreditation will be performed and 
will include a verification of the following: 

 The calibration laboratory holds a domestic (United States) 
accreditation by any one of the following accrediting bodies, which are 
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recognized by the International Laboratory Accreditation Cooperation 
(ILAC) Mutual Recognition Arrangement (MRA): 

- National Voluntary Laboratory Accreditation Program (NVLAP), 
administered by the National Institute of Standards & Technology; 

- American Association for Laboratory Accreditation (A2LA); 

- ACLASS Accreditation Services (ACLASS); 

- International Accreditation Service (IAS); 

-   Laboratory Accreditation Bureau (L-A-B); 

-  Other NRC approved laboratory accreditation. 

 The accreditation encompasses ANS/ISO/IEC 17025, “General 
Requirements for the Competence of Testing and Calibration 
Laboratories.” 

 The published scope of accreditation for the calibration laboratory 
covers the necessary measurement parameters, range, and 
uncertainties. 

4. NEI 06-14A, Part II, Section 7.2, describes an exception to NQA-1-1994, Supplement 
7S-1, Section 10, “Commercial Grade Item,” which states that the applicant (user) will 
also use other appropriate approved regulatory means and controls to support 
commercial grade dedication activities. Section 7.2 cites the Regulatory Issue Summary 
(RIS) 2002-22 as providing an approved regulatory method for commercial grade 
dedication. 

Attachment 1 to the RIS, provides the NRC safety evaluation, documenting the basis for 
the guidelines documented in the RIS 2002-22. The regulatory basis for accepting the 
methods outlined by RIS 2002-22 are 1) the acceptance criteria of SRP Chapter 7, 
which pertains to licensing of digital I&C and 2) requirements for implementing digital 
I&C replacements under the provisions of 10 CFR 50.59. However, RIS 2002-22 does 
not provide an approved regulatory method for commercial grade dedication. Based on 
discussions held on July 1, 2008, during an NRC public meeting with the NEI QA task 
force, the staff recommends changing the reference in this exception from RIS 2002-22 
to Electric Power Research Institute (EPRI) topical report TR-106439, “Guideline on 
Evaluation and Acceptance of Commercial Grade Digital Equipment for Nuclear Safety 
Applications,” dated October 1996, as approved in the Safety Evaluation by the Office of 
Nuclear Reactor Regulation, “EPRI Topical Report TR-106439, Guideline on Evaluation 
and Acceptance of Commercial Grade Digital Equipment for Nuclear Safety 
Applications,” dated July 17, 1997. 

Response: The intent of the reference to RIS 2002-22 was not clear and the reference 
was removed. As identified in the RAI, the following text was added to the template. 

Electric Power Research Institute (EPRI) Topical Report TR-106439, “Guideline on 
Evaluation and Acceptance of Commercial Grade Digital Equipment for Nuclear 
Safety Applications,” dated July 17, 1997. 
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5. NEI 06-14A, Part III, Section 1.10, “Inspection,” contains the following bracketed text, 
which was added since Revision 4: “[These inspections are performed by 
knowledgeable personnel who may be in the same line organization as those performing 
the activity in question, and are, at a minimum, as qualified as the person who performed 
the activity.]”. This provision is included in SRP 17.5 as mandatory guidance, not 
optional as indicated by the brackets. Please explain the reason for presenting this 
provision as optional, or remove the brackets. 

Response: The sentence was replaced with the following wording and the brackets were 
removed.  

These inspections are performed by knowledgeable personnel who may be in the 
same line organization as those performing the activity in question. 

6. NEI 06-14A, Part II, Section 2, states that the QAPD applies to those quality-related 
activities that involve the functions of safety-related activities of structures, systems, and 
components (SSCs) as described in the COL Final Safety Analysis Report (FSAR). The 
staff notes that Appendix B to 10 CFR Part 50 requires, in part, that Part 52 applicants 
include in the FSAR a description of the quality assurance [program] applied to the 
design, and to be applied to the fabrication, construction, and testing of the SSCs of the 
facility and to the managerial and administrative controls to be used to assure safe 
operations. Please revise the language in this section to conform to this requirement.  

Also, the current language in this section seems to indicate that safety-related SSCs are 
described in the FSAR. Please identify the corresponding FSAR section. Otherwise, 
please clarify the purpose of this text and/or modify it accordingly. 

Response: The wording in this section was intended to address 10 CFR 52.79, which 
identifies the required content in the final safety analysis report. To clearly address that 
content, NEI agrees that the paragraph should be revised to clearly identify the 
applicability of the QA program to the design, fabrication, construction, and testing of the 
SSCs of the facility and to the managerial and administrative controls to be used to 
assure safe operations. The paragraph also contained a reference to the SSCs as 
described in the FSAR. Regulatory Guide 1.206 provides the detailed format and content 
of the FSAR, including the required descriptions of the SSCs. As a result of the RAI, NEI 
determined that the reference to the FSAR in this location could be confusing and was 
not necessary. Therefore, NEI has removed the reference to the FSAR. 

The paragraph was revised as follows to provide more guidance to the end users. 

The objective of the QAPD is to assure that [CA] nuclear generating plants are 
[designed, constructed, and operated] in accordance with governing regulations and 
license requirements. The program is based on the requirements of ASME NQA-1-
1994, “Quality Assurance Requirements for Nuclear Facility Applications,” as further 
described in this document. The QAPD applies to those quality-related activities that 
involve the functions of safety-related structures, systems, and components (SSCs) 
associated with the [design (excluding Design Certification activities), fabrication, 
construction, and testing of the SSCs of the facility and to the managerial and 
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administrative controls to be used to assure safe operations]. [Examples of ESP/COL 
program safety-related activities include, but are not limited to, site specific 
engineering related to safety-related SSCs, site geotechnical investigations, site 
engineering analysis, seismic analysis, and meteorological analysis.] A list or system 
identifying SSCs and activities to which this program applies is maintained at the 
appropriate facility. [The Design Certification Document is used as the basis for this 
list.] Cost and scheduling functions do not prevent proper implementation of the 
QAPD. 

7. NEI 06-14, Part II, Section 2.3, states that “The [ND] organization will develop annotated 
outlines for the COL application that will identify the sections safety classification and the 
regulatory requirements applicable to the section content. 

Please clarify the intent of this statement that seems to refer to the COL application 
development rather than the construction or operational phases of the nuclear power 
plant. Are the annotated outlines intended to be submitted as part of the application? 

Response: There is no expectation for the annotated outlines, which were referenced in 
the sample text of Part II, Section 2.3. Part II, Section 2.3, was revised to delete the 
wording with respect to the annotated outlines. The wording previously provided 
contained wording that was specific to a single applicant. The wording below replaces 
the entire sample text of this paragraph. 

Site specific safety-related design basis activities are defined as those activities, 
including sampling, testing, data collection, and supporting engineering calculations 
and reports that will be used to determine the bounding physical parameters of the 
site.  Appropriate quality assurance measures are applied. 

8. The staff noted that brackets should be added to the document to allow applicants/users 
to specify the scope of the QAPD for different types of applications. Brackets need to be 
added throughout the document to provide user-specific text for statements that: 

- are scope dependent; 

- are inapplicable to COL applications, having an approved ESP; or 

- are applicable only to ESP applications.  

 In addition, the staff requests that the word “licensee” in NEI 06-14A be changed to 
“[CA]” as indicated below in order to make it consistent with the rest of the QAPD. 

Section 2 Quality Assurance Program 

1st paragraph “This QAPD also applies to certain 
non-safety related structure, systems, 
components, and activities to a 
degree consistent with their 
importance to safety.” 

This statement does 
not apply to ESP only 
applications and is not 
consistent with Part III 
of the QAPD template. 
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2nd paragraph, 
1st sentence 

“… to assure that [CA] nuclear 
generating plants are designed[,] 
constructed and operated in 
accordance …”  

This statement 
depends on the scope 
of the QAPD 

3rd paragraph “As described in Part III of this QAPD, 
specific program controls are applied 
to non-safety related SSCs that are 
significant contributors to plant 
safety.” 

This statement does 
not apply to ESP only 
applications and is not 
consistent with Part III 
of the QAPD template. 

5th paragraph “In addition, this QAPD applies to 
engineering activities that are used to 
characterize the site or analyze that 
characterization.” 

This statement does 
not apply to COL 
application with an 
approved ESP. 

6th paragraph The complete paragraph. This statement does 
not apply to ESP only 
applications. 

Section 2.3 The complete section. Only applies to ESP 
applicants and COL 
applicants that do not 
have an approved 
ESP. 

Section 4 Procurement Document Control 

2nd bullet “… or the supplier may work under the 
licensee’s approved QA program).”  

Change “licensee’s” to 
[CA] to make it 
consistent with 
Section 4.1, 3rd sub-
bullet. 

Section 16 Corrective Action  

2nd paragraph “…the licensee may delegate specific 
responsibility of the corrective action 
program but the licensee maintains 
responsibility for the program’s 
effectiveness.” 

Change “licensee” to 
“[CA]” to make it 
consistent with the 
rest of the QAPD. 

Section 16.1 “Such reporting program applies to 
safety-related activities and services 
performed by [CA] and/or [CA] 
suppliers / sub-suppliers proving input 
to the ESP and COL application 
development.” 

It depends on the 
scope of the QAPD. 
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Section 18 Audits 

Internal Audits  
5th paragraph 

“… corrective actions taken following 
abnormal occurrences; and, 
observation of the performance of 
construction, fabrication, operating, 
refueling, maintenance and 
modification activities …” 

It depends on the 
scope of the QAPD. 

Response: The appropriate changes have been added to the template as described 
following each recommendation. 

Section 2 Quality Assurance Program 

1st paragraph “This QAPD also applies to certain 
non-safety related structure, systems, 
components, and activities to a 
degree consistent with their 
importance to safety.” 

This statement does 
not apply to ESP only 
applications and is not 
consistent with Part III 
of the QAPD template. 

The indicated sentence of the 1st paragraph is deleted and the text in the 3rd paragraph is 
modified as shown below for the comment on the 3rd paragraph. 

Section 2 Quality Assurance Program 

2nd paragraph, 
1st sentence 

“… to assure that [CA] nuclear 
generating plants are designed[,] 
constructed and operated in 
accordance …”  

This statement 
depends on the scope 
of the QAPD 

Modified the 2nd paragraph, 1st sentence, to add brackets and italics to the text indicated 
below to allow choosing the applicable scope: 

[designed, constructed, and operated] 

Section 2 Quality Assurance Program 

3rd paragraph “As described in Part III of this QAPD, 
specific program controls are applied 
to non-safety related SSCs that are 
significant contributors to plant 
safety.” 

This statement does 
not apply to ESP only 
applications and is not 
consistent with Part III 
of the QAPD template. 

The paragraph was revised to reword the statement and add brackets and italics to allow 
choosing the applicable scope of the QAPD. The following wording was inserted: 

[As described in Part III of this QAPD, specific program controls are applied to 
nonsafety-related SSCs, for which 10 CFR 50, Appendix B is not applicable, that are 
significant contributors to plant safety. The specific program controls consistent with 
applicable sections of the QAPD are applied to those items in a selected manner, 
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targeted at those characteristics or critical attributes that render the SSC a significant 
contributor to plant safety. [NOTE: The preceding sentences and Part III do not 
apply to ESP-only QA programs.]] 

Section 2 Quality Assurance Program 

5th paragraph “In addition, this QAPD applies to 
engineering activities that are used to 
characterize the site or analyze that 
characterization.” 

This statement does 
not apply to COL 
application with an 
approved ESP. 

The wording in this section was not revised since it would apply to site characterization 
activities that are necessary for a COL application to address a specific plant design and 
remains as originally written. 

Site characterization activities and analysis of that characterization can be applicable to a 
COL application with an approved ESP; this can be dependent upon the ESP scope. For 
example: 

• Regulatory Guides 1.165 and 1.132 identify scopes of site characterization that 
can be divided between an ESP application (ESPA) and a COL application 
(COLA). Geological, seismological, geophysical, and geotechnical investigations 
within a 5 mile radius may be included in an ESPA while the detailed ½-mile 
radius foundation investigations may be included in the COLA. Even an ESPA for 
a specific reactor technology is not required to include the site investigations for 
foundations; specific locations of structures (including site-specific structures) 
may not be determined until a COLA is submitted. 

• Meteorological conditions represent another site characteristic used in some 
safety analyses. While an ESP may establish the site characteristic, 10 CFR 
52.79(b) may require a COLA applicant to perform further analyses of the 
characterization to conclude that the design of the facility falls within that 
characterization. 

Section 2 Quality Assurance Program 

6th paragraph The complete paragraph. This statement does 
not apply to ESP only 
applications. 

The wording at the end of the paragraph was added so that the user understands that 
this statement does not apply to ESP only applications. 

[New nuclear plant construction will be the responsibility of [CA]'s [Nuclear 
Development] organization. Detailed engineering specifications and construction 
procedures will be developed to implement the QAPD and [NSSS] QA programs 
prior to commencement of [preconstruction (ESP) and/or construction (COL)] 
activities. [Examples of Limited Work Authorization (LWA) activities that could impact 
safety-related SSCs include impacts of construction to existing facilities and for 
construction of new plants, the interface between nonsafety-related and safety-
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related SSCs and the placement of seismically designed backfill.] [NOTE: This does 
not apply to ESP only or Operations only QA programs.]] 

Section 2 Quality Assurance Program 

Section 2.3 The complete section. Only applies to ESP 
applicants and COL 
applicants that do not 
have an approved 
ESP. 

This section was not modified as recommended since the wording is intended to cover 
site design engineering for either or both ESP and COL applications. In this regard, site 
specific safety-related design basis activities are defined as those activities, including 
sampling, testing, data collection and supporting engineering calculations and reports, 
that will be used to determine the bounding physical parameters of the site. Appropriate 
quality assurance measures are applied to these activities required to support the 
application development. Where the ESP application doesn’t reference a specific design, 
it could be necessary for the COL applicant to perform additional testing or analysis to 
develop the description of how the design of the facility falls within that characterization 
(reference 10 CFR 52.79(b). Regulatory Guides 1.165 and 1.132 identify scopes of site 
characterization that can be divided between an ESP application (ESPA) and a COL 
application (COLA). Geological, seismological, geophysical, and geotechnical 
investigations within a 5 mile radius may be included in an ESPA while the detailed ½-
mile radius foundation investigations may be included in the COLA. Therefore even a 
COLA with an approved ESP may have remaining applicable activities. 

Section 4 Procurement Document Control 

2nd bullet “… or the supplier may work under the 
licensee’s approved QA program).”  

Change “licensee’s” to 
[CA] to make it 
consistent with 
Section 4.1, 3rd sub-
bullet. 

The template was revised as follows: 

• . . . as appropriate to the circumstances of procurements (or the supplier may 
work under the [CA] approved QA program). 

Section 16 Corrective Action  

2nd paragraph “…the licensee may delegate specific 
responsibility of the corrective action 
program but the licensee maintains 
responsibility for the program’s 
effectiveness.” 

Change “licensee” to 
“[CA]” to make it 
consistent with the 
rest of the QAPD. 
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 The template was revised as follows: 

In the case of suppliers working on safety-related activities, or other similar 
situations, [CA] may delegate specific responsibilities of the Corrective Action 
program but [CA] maintains responsibility for the program's effectiveness. 

Section 16 Corrective Action  

Section 16.1 “Such reporting program applies to 
safety-related activities and services 
performed by [CA] and/or [CA] 
suppliers / sub-suppliers proving input 
to the ESP and COL application 
development.” 

It depends on the 
scope of the QAPD. 

The Template was modified as follows: 

[CA] has the necessary measures and governing procedures that implement a 
reporting program that conforms to the requirements of [10 CFR 52, 10 CFR 50.55(e) 
and/or 10 CFR 21 during ESP/COL design and construction, and 10 CFR 21 during 
operations]. 

In addition, Section 15.1, where reporting is also addressed, was revised as follows: 

[CA] has the necessary measures and governing procedures that implement a 
reporting program that conforms to the requirements of [10 CFR 52, 10 CFR 50.55(e) 
and/or 10 CFR 21 during ESP/COL design and construction, and 10 CFR 21 during 
operations]. 

Section 18 Audits 

Internal Audits  
5th paragraph 

“… corrective actions taken following 
abnormal occurrences; and, 
observation of the performance of 
construction, fabrication, operating, 
refueling, maintenance and 
modification activities …” 

It depends on the 
scope of the QAPD. 

Added brackets and italics to the sentence as follows: 

“. . . corrective actions taken following abnormal occurrences; and, observation of the 
performance of [construction, fabrication, operating, refueling, maintenance and 
modification] activities including associated record keeping. 
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