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April 17, 2012 
 

UNITED STATES OF AMERICA 
NUCLEAR REGULATORY COMMISSION 

BEFORE THE ATOMIC SAFETY AND LICENSING BOARD 
 
 

In the Matter of: 

THE DETROIT EDISON COMPANY 

(Fermi Nuclear Power Plant, Unit 3) 

) 
) 
) 
) 
) 

Docket No. 52-033-COL 

 
STATEMENT OF MATERIAL FACTS 

ON WHICH NO GENUINE DISPUTE EXISTS 
 

  The Detroit Edison Company submits, in support of its motion for summary 
disposition of Contention 15, this statement of material facts as to which Detroit Edison contends 
that there is no genuine issue to be heard. 
 
1. The Detroit Edison Company filed the combined license (“COL”) application for Fermi 

Unit 3 on September 18, 2008.  The application included an Environmental Report 
(“ER”) and a Final Safety Analysis Report (“FSAR”).   

I. BACKGROUND 

2. On October 5, 2009, the NRC Staff issued an Inspection Report and Notice of Violation 
(“NOV”) in which it described the results of its August 18-21, 2009 inspection.  In the 
NOV, the NRC Staff cited Detroit Edison for three violations of NRC requirements.  
These violations included:  (1) failing to establish and implement a Fermi Unit 3 QA 
program between March 2007 (when Detroit Edison initially contracted with B&V for 
the conduct of COLA activities for Fermi Unit 3) and February 2008, and failing to retain 
overall control of contracted COLA activities as required under Criterion II, “Quality 
Assurance Program” of Appendix B, resulting in inadequate control of procurement 
documents and ineffective control of contract services performed by B&V for COLA 
activities; (2) Failing to perform internal audits of QA programmatic areas implemented 
for Fermi Unit 3 COLA activities; and (3) failing to document trending of Detroit 
Edison’s corrective action reports (“CARs”).  These were all characterized by the NRC 
Staff as Severity Level IV violations under the NRC’s Enforcement Policy — the lowest 
significance level for a violation. 
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3. After Contention 15 was proposed, Detroit Edison replied to the NOV, on November 9, 
2009,1 denying that a violation occurred.  Among other reasons given, Detroit Edison was 
not a COL applicant before September 18, 2008, and thus was not subject to Appendix B 
requirements before that date.   

4. On April 27, 2010, the NRC Staff responded to Detroit Edison’s reply to the NOV.2  The 
NRC Staff accepted that, prior to September 18, 2008, Detroit Edison was not yet an 
applicant and the NRC’s requirements were not applicable to Detroit Edison at that time.  
As a result, Violation A of the NOV was withdrawn.   

5. The NRC Staff response of April 27, 2010, articulated a new violation and reformulated 
the remaining violations into two final violations: (1) failure to perform an evaluation of 
the B&V quality assurance program and adequately document the basis for the 
qualification of B&V to perform safety-related Fermi 3 COL activities after September 
18, 2008; and (2) failure to follow procedures in two cases: (1) failing to perform internal 
audits of QA programmatic areas implemented for Fermi Unit 3 COLA activities; and (2) 
failing to document trending of CARs.  Both violations were again characterized as 
Severity Level IV violations. 

6. Detroit Edison had responded to the final Violation B (incorporating originally proposed 
Violations B and C) in its correspondence of November 9, 2009, explaining the reasons 
and the corrective actions for the violation.  No further response to Violation B was 
therefore required.   

7. Detroit Edison responded to the new issue in revised Violation A on May 26, 2010, 
documenting the corrective steps taken to address the issue and to prevent recurrence.3 

8. Detroit Edison also provided additional information on QA issues to the NRC Staff in a 
May 10, 2010 response to an NRC Staff Request for Additional Information (“RAI”) 
related to the COL application, addressing SRP Section 17.5 (QA).4  The RAI Response 
included detailed information describing how all Fermi 3 safety-related activities 

                                                 
1  NRC3-09-0041, “Detroit Edison Reply to Notice of Violation 05200033/2009-201-01, 

02, and 03,” dated Nov. 9, 2009 (ADAMS Accession No. ML093160318) (“Reply to 
NOV”) 

2  “NRC Response to Detroit Edison Reply to Notice of Violation 05200033/2009-201-01, 
02, and 03 and Revised Notice of Violation to Detroit Edison Company,” dated Apr. 27, 
2010 (ADAMS Accession No. ML100330687). 

3  NRC3-10-0023, “Detroit Edison Company Reply to Notice of Violation 05200033/2009-
201-04, Enforcement Action EA-09-286,” dated May 26, 2010 (ADAMS Accession No. 
ML101480046). 

4  NRC3-10-0019, “Detroit Edison Company Response to NRC Request for Additional 
Information Letter No. 26, Related to SRP Section 17.5,” dated May 10, 2010 (ADAMS 
Accession No. ML101320254) (“RAI Response”). 
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completed or in process prior to September 18, 2008, were consistent with the 
requirements of Appendix B.  Detroit Edison also provided a table of information, 
identifying: (1) a list of safety-related activities and safety-related COL application 
sections; (2) dates of the activity or section creation; (3) contracting entity conducting the 
activity/section creation and governing QAPD; (4) QA organization responsible for 
oversight of the activity/section creation; (5) dates and type of any specific contractor QA 
oversight activities (i.e., surveillance, document review, etc.); (6) contractor approval 
date; (7) dates of Detroit Edison review and approval; and (8) dates and type of any 
specific Detroit Edison QA oversight activities (i.e., surveillance document review, etc.). 

II. QUALITY ASSURANCE DURING APPLICATION DEVELOPMENT 

9. The Fermi 3 COL project was initiated in January 2007.  Prior to the submittal of the 
COL application in September 2008, the major activities included: selection of B&V as 
the COL application contractor, conduct of site characterization, information gathering, 
and initial application development.  Beginning in November 2007, Detroit Edison also 
began the process of the receipt, review, and acceptance of COL application work 
product from the COL application contractor (B&V) for submittal to the NRC.  After the 
COL application was submitted on September 18, 2008, Detroit Edison has been engaged 
in activities to update the application, respond to NRC Staff RAIs on the application, and 
otherwise support the NRC review (including the Advisory Committee on Reactor 
Safeguards review) of the application.  Throughout, work related to the Fermi 3 
application has been subject to a 10 C.F.R. Part 50, Appendix B, QA programs.   

10. While Detroit Edison was not required to have in place an Appendix B program during 
COL development, Detroit Edison recognized the need for quality assurance during pre-
application work to assure that information used as input for design or construction of 
future systems, structures, and components important to safety would not adversely 
impact their ability to perform satisfactorily in service.  Detroit Edison contracted for site 
investigation and COL application development work from B&V, who performed work 
under the B&V Appendix B/NQA-1 QA program.   

11. From the outset of the Fermi 3 project in January 2007, Detroit Edison delegated to its 
COL application contractor the responsibility for establishment and execution of a QA 
program related to the project.  The B&V Appendix B QA program was implemented 
through a set of Nuclear Procedures (“NPs”) to fulfill the requirements of ASME NQA-1.  
Major work interfaces for activities affecting COL application development, including 
clear and effective lines of communication, were established through the implementation 
of a B&V Project Management Memorandum (“PMM”).   

12. The PMM specifically invoked the applicability of the B&V Appendix B/NQA-1 QA 
program and implementing procedures.  These provisions are summarized below: 
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Activity Applicability 

FSAR Chapters 1, 10, 11, 12, 13 17 and 19  Commercial quality program quality applies 

FSAR Chapters 2, 3,4, 5,6, 7, 8, 9 Nuclear quality assurance program applies 

Environmental Report Commercial quality program applies 

Hydrogeology Site Boring Program Commercial quality program applies 

Geotechnical Site Boring Program – on site 
and laboratory investigation and testing 

Nuclear quality assurance program applies 

Site Specific System Design (non-safety) Commercial quality program applies 

Radiological Analysis and Associated 
Meteorological Analysis (sub-contracted) 

Nuclear quality assurance program applies 

Technical Advisory Board Commercial quality program applies 

Emergency Plan Commercial quality program applies 

Security Plan Commercial quality program applies 

DCD Departures if any 
Commercial quality program apples unless 
safety-related 

Site Redress Plan Commercial quality program applies 

13. The PMM in particular identified those quality attributes required of the geotechnical 
subcontractors — a significant activity in the application preparation.  Attachment C-2, 
“Geotechnical Subcontractor Quality Oversight,” identified two key elements: 

a. All field and laboratory activities will be performed under the auspices of 
the B&V Appendix B/NQA-l QA program.  B&V Nuclear Quality 
Assurance will perform a series of pre-work surveillance and/or audit 
activities as well as periodic in-process surveillance and/or audit activities 
to verify the geotechnical activities performed by these subcontractors 
were of sufficient quality to support the analysis for a COL application. 

b. Oversight activities will be performed by B&V Nuclear Quality 
Assurance, geotechnical, engineering and/or field oversight personnel. The 
initial vendor oversight activities will be performed at the contractor’s 
primary laboratory/staging office for the Fermi COL Project scope of 
work by both B&V Nuclear Quality Assurance and geotechnical 
representatives prior to commencement of related work activities.  Project 
execution oversight activities will be performed at the jobsite and in the 
laboratory by B&V Nuclear Quality Assurance, geotechnical, engineering, 
or field oversight personnel.  B&V Nuclear Quality Assurance will 
perform a surveillance of the geotechnical field activities shortly after 
initiation of the geotechnical field investigation.  Likewise, B&V Nuclear 
Quality Assurance will perform a surveillance/audit of the laboratory 
activities shortly after initiation of the laboratory scope of work. 
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Subsequent B&V QA activities will be scheduled based on the results of 
the initial activities.  Field activities will be performed under continuous 
observation of the B&V Oversight Representative and B&V geotechnical 
personnel with surveillance activities periodically documented to ensure 
compliance. 

14. The PMM also identified the applicability of Appendix B requirements to B&V 
subcontractors as follows: 

Entity Quality Assurance Program Applicability 

B&V 
Holder of an approved nuclear quality assurance 
program 

Excel Services Corporation (licensing 
support & emergency plan development) 

Working directly under the B&V Appendix 
B/NQA-1 QA program 

Geomatrix Consultants (seismic analyses 
& FSAR geotechnical development) 

Working directly under the B&V Appendix 
B/NQA-1 QA program 

Numerical Applications, Inc. 
(radiological & meteorological analyses) 

NAI Nuclear Quality Assurance Program audited 
and approved by B&V.  B&V Audit No. 06NS06 

Boart Longyear/Prosonic (geotechnical 
boring & drilling service) 

Working directly under the B&V Appendix 
B/NQA-1 QA program.  B&V personnel recorded 
data, identified and marked samples for 
traceability. 

Professional Services Industries (PSI) 
(geotechnical laboratory services) 

Working under the B&V Appendix B/NQA-1 QA 
program, using a hybrid of B&V procedures and 
PSI procedures.  Laboratory related geotechnical 
investigation activities will provide information 
important to safety.  B&V to perform pre-work 
surveillance (specifically of laboratory activities) 
and in-process oversight. 

ENSR (environmental/aquatic 
investigations) 

Commercial quality, activities contain no quality 
information to support safety-related structures, 
systems and components 

Commonwealth Cultural Resource 
Group (cultural resource investigations) 

Commercial quality, activities contain no quality 
information to support safety-related structures, 
systems and components 

Automated Engineering Services 
(seismic & geotechnical reviews, 
technical advisory board) 

Commercial quality, peer review of 
seismic/geotechnical work, not directly responsible 
for quality of products 

15. In late April 2007, Detroit Edison formally established an internal Nuclear Development 
group to oversee the COL application project.  Detroit Edison also secured the services of 
an Owner’s Engineer (“OE”) to support owner-related activities such as reactor 
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technology selection, project cost estimates, development of a Detroit Edison QA 
program for the Fermi 3 project, engineering support services, and COL application 
contractor oversight.  Detroit Edison assured that there was substantial oversight of the 
B&V QA program and COL application development.  This included independent audits 
of the B&V QA program led by a lead-auditor-qualified individual from outside the B&V 
office developing the Fermi 3 application to evaluate compliance with the Appendix B 
quality requirements specified in Reg. Guide 1.28, Rev. 3.  The audit team concluded that 
the B&V Nuclear Organization was “in compliance with the Nuclear Organization 
Quality Assurance Program and other project specific requirements and effectively 
implemented.”5  The audit team found that the B&V Nuclear Organization had a clear 
understanding and commitment to quality objectives. 

16. Also in April 2007, B&V Nuclear QA conducted a commercial grade survey of the 
Professional Services Industries (“PSI”) Quality Program, to evaluate the quality of 
commercial grade activities controlled under the PSI Quality Program.  PSI’s test 
laboratory was approved to provide geotechnical laboratory services as a qualified 
commercial grade supplier.  B&V Nuclear QA also conducted a surveillance of Boart 
Longyear/Prosonic to evaluate activities controlled under their respective quality control 
program documents.6  B&V accepted Boart Longyear/Prosonic’s quality control program 
upon satisfactory resolution of certain open items.   

17. In late-April 2007, construction of the monitoring wells for hydrology investigation and 
core boring activities for geotechnical data collection commenced at the Fermi site.  The 
applicable programs for the operating Fermi Unit 2 (“Fermi 2”) — for access, work 
control, and contractor oversight — were followed for site work.  Experienced Detroit 
Edison personnel provided direct oversight for all site work to ensure compliance with 
the existing Fermi 2 programs and to provide the necessary interface between the COL 
project and the operating Fermi 2 plant.  To maintain oversight, and consistent with 
Detroit Edison’s overall responsibility, the OE staff performed and documented 
surveillances of onsite activities.7   

18. In May 2007, B&V Nuclear QA conducted a surveillance of hydrogeology activities on 
the Fermi site.  The surveillance reviewed drilling operations, sample control, procedural 
control of activities, record quality, and measuring and test equipment calibration.  
During this surveillance, B&V Nuclear QA followed-up and accepted those corrective 
actions associated with the open items identified during their initial review of the Boart 
Longyear/Prosonic’s quality control program. 

                                                 
5  See B&V Audit Report 07NP01, May 14, 2007. 

6  Boart Longyear/Prosonic is the geotechnical drilling and boring services contractor that 
performed site investigation activities under the B&V QA program. 

7  See B&V Surveillance Report SR-00008, dated May 31, 2007. 
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19. On July 9-11, 2007, NRC Region II inspectors, accompanied by members of the NRC’s 
Office of New Reactors (“NRO”), conducted an audit at the Fermi site in accordance 
with Inspection Manual Chapter (“IMC”) 2502, Construction Inspection Program: Pre-
Combined License (Pre-COL) Phase, dated June 22, 2005.  IMC 2502 invokes, for COL 
applications that do not reference an Early Site Permit (such as the Fermi 3 application), 
Inspection Procedure 35004, Pre-Docketing Early Site Permit Quality Assurance 
Controls Inspection, dated May 29, 2003.  The purpose of the audit was to observe pre-
application subsurface investigation activities being conducted to obtain geotechnical and 
seismic data necessary to support a COLA.  The audit report concluded that “the work 
was being done in an appropriately controlled manner.”8   

20. In June 2007, the OE observed B&V obtaining core samples and reported to Detroit 
Edison’s Nuclear Development project the status of procedural compliance, including 
issues such as the availability of ASTM standards, compliance with the Hydrogeology 
Data Collection Plan and the Geotechnical Data Collection Plan, chain of custody 
processes, control of measurement and test equipment, and handling of corrective actions 
as a result of B&V Nuclear QA surveillances. 

21. In June 2007, B&V Nuclear QA conducted a pre-work surveillance to evaluate 
GEOVision work activities associated with seismic testing and data collection.  The 
surveillance found that the commercial grade quality and procedural processes for 
seismic testing and data collection at GEOVision were acceptable.  B&V Nuclear QA 
also conducted a pre-work surveillance to evaluate ARM Geophysics work activities 
associated with geotechnical testing of soil and bedrock.  The surveillance found that the 
commercial grade quality and procedural processes for geotechnical testing of soil and 
bedrock at ARM Geophysics were acceptable. 

22. In July 2007, B&V Nuclear QA conducted a surveillance to evaluate Geomatrix work 
activities associated with geological, seismological, geophysical, and geotechnical 
characteristics of the Fermi site. The surveillance found that the contractor’s procedural 
requirements and technical capabilities were adequate to satisfy the requirements of the 
PMM while working under the B&V Appendix B/NQA-1 QA program. 

23. In July 2007, B&V also revised the PMM to specifically add GEOVision and ARM 
Geophysics as two additional B&V subcontractors operating under the B&V Appendix B 
QA program.  The revised PMM reported that B&V Nuclear QA had performed a pre-
work surveillance inspection for each of the sub-surface investigation (geotechnical) 
subcontractors, where necessary to support the implementation of Appendix B.  The pre-
work surveillance established a baseline on whether contractor procedures met the 
requirements of B&V’s Appendix B/NQA-1 QA program.   

24. Specifically, the PMM states as follows: 

                                                 
8  Audit of Combined License Pre-Application Subsurface Investigation Activities at Fermi 

(Project No. 757), Enclosure 1 at 3 (ADAMS Accession No. ML072190660). 
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 Boart Longyear/Prosonic – The results of the surveillance at Boart 
Longyear/Prosonic demonstrated that Boart Longyear/Prosonic maintains 
a program to adequately address the drilling operations (i.e., safety, 
training, calibration, proper licenses, and chemical control). 

 GEOVision – The results of the surveillance of GEOVision demonstrated 
that GEOVision had a quality assurance program written to the 
requirements in 10 C.F.R. 50 Appendix B and ASME NQA-1-1994. 

 PSI – The results of the surveillance at PSI laboratory in Plymouth, 
Michigan demonstrated that PSI has an adequate quality commercial 
quality assurance program written to the guidance in International 
Standard ISO 25, “Requirements for the Competence of Testing and 
Calibration Laboratories.” 

 ARM Geophysics – The results of the surveillance of ARM Geophysics 
indicate adequate capability to perform and meet the requirements of the 
PMM and the B&V service contract for qualification as a Commercial 
Grade supplier of geotechnical field services and that ARM Geophysics 
would be working under the B&V Appendix B/NQA-1 QA program. 

25. The revised PMM also outlined how each of the 18 criteria from Appendix B was to be 
addressed: 

Detroit Edison Fermi COL Project Quality Assurance Plan 

Criterion 1, Organization 

B&V NP-1 series procedures address the B&V 
organization.  PSI Quality Assurance Manual 
(Manual) QA-M-5 addresses the PSI 
organization.  GEOVision Quality Assurance 
Manual addresses the GEOVision organization.  
The PMM addresses the Fermi project 
organization. 

Criterion 2, Quality Assurance 
Program 

Addressed by B&V NP-2 series procedures, PSI 
Manual QA-M-5 and GEOVision’s Quality 
Assurance Manual. 

Criterion 3, Design Control 
Addressed by B&V NP-3 series of procedures, 
PSI Manual QA-M-5 and GEOVision Quality 
Assurance Manual. 

Criterion 4, Procurement 
Documents Control 

Addressed by B&V NP-4 series procedures, PSI 
Manual QA-M-5 and GEOVision Quality 
Assurance Manual. 

Criterion 5, Instruction, Procedures 
and Drawings 

Addressed by B&V NP-5 series procedures, PSI 
Manual QA-M-5 and GEOVision Quality 
Assurance Manual. 
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Criterion 6, Document Control 
Addressed by B&V NP-6 series procedures, and 
subcontractor QA programs. 

Criterion 7, Control of Purchased 
Materials, Equipment and Services 

Addressed by B&V NP-7 series procedures, PSI 
Manual QA-M-5 and GEOVision Quality 
Assurance Manual. 

Criterion 8, Identification and 
Control of Materials, Parts and 
Components 

Addressed by B&V NP-8 series procedures, PSI 
Manual QA-M-5 and GEOVision Quality 
Assurance Manual. 

Criterion 9, Control of Special 
Processes – Components 

Addressed by B&V NP-9 series procedures, PSI 
Manual QA-M-5 and GEOVision Quality 
Assurance Manual. 

Criterion 10, Inspection – 
Components 

Addressed by B&V NP-10 series procedures and 
B&V oversight of work. 

Criterion 11, Test Control  
Addressed by PSI Manual QA-M-5, GEOVision 
Quality Assurance Manual with B&V oversight. 

Criterion 12, Control of Measuring 
and Test Equipment 

Addressed by PSI Manual QA-M-5, GEOVision 
Quality Assurance Manual with B&V oversight. 

Criterion 13, Handling, Storage and 
Shipping 

Addressed by PSI Manual QA-M-5, GEOVision 
Quality Assurance Manual with B&V oversight. 

Criterion 14, Inspection, Test and 
Operating Status  

Addressed by PSI Manual QA-M-5, GEOVision 
Quality Assurance Manual with B&V oversight. 

Criterion 15, Nonconforming 
Materials, Parts and Components  

Addressed by B&V NP-15 series procedures, 
PSI Manual QA-M-5 and GEOVision Quality 
Assurance Manual with B&V Oversight 

Criterion 16, Corrective Action  
Addressed by B&V NP-16 series procedures 
ensure that non conforming conditions are 
adequately addressed, including Part 21. 

Criterion 17, Quality Assurance 
Records  

Addressed by B&V NP-17 series procedures, 
PSI Manual QA-M-5, and GEOVision Quality 
Assurance Manual. 

Criterion 18, Audits  

Addressed by B&V NP-18 series procedures and 
GEOVision performance of internal audits as 
required by the GEOVision Quality Assurance 
Manual. 

26. Also in July 2007, the OE observed B&V borings on the Fermi site, and reported to the 
Detroit Edison Nuclear Development project that on-site work was being performed 
under the B&V 10 C.F.R. Part 50 Appendix B/NQA-1 QA program and that a copy was 
available for reference.  The OE reported that work was being performed in accordance 
with the Hydrogeology Data Collection Plan and the Geotechnical Data Collection Plan, 
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and that copies of these documents were available.  Chain of custody processes were also 
being followed. 

27. In August 2007, the OE observed B&V boring on the Fermi site and reported to the 
Nuclear Development project that on-site work was being performed under the B&V 
Appendix B/NQA-1 QA program and that a copy was available for reference.  The OE 
also reported that work was being performed in accordance with the Hydrogeology Data 
Collection Plan and the Geotechnical Data Collection Plan, and that copies of these 
documents were available, that chain of custody processes were being followed, and that 
corrective actions as a result of B&V Nuclear QA surveillances were being implemented. 

28. Also in August 2007, the OE observed B&V boring, split spoon sampling, and vacuum 
excavation on the Fermi site.  The OE reported to the Nuclear Development project that 
on-site work was being performed under the B&V Appendix B/NQA- 1 QA program and 
that controlled documentation was available for reference.  The OE reported that work 
was being performed in accordance with the Hydrogeology Data Collection Plan, 
Hydrogeology Work Plan, and Geotechnical Data Collection Plan, and that copies of 
these documents were available, that chain of custody processes were being followed, 
and that corrective actions associated with the B&V corrective action program continued 
to be effective. 

29. In September 2007, and during the conduct of geotechnical measurement activities on the 
Fermi site, B&V Nuclear QA conducted a surveillance of testing activities, sample 
control, procedural control of activities, record quality, and measuring and test equipment 
calibration.  This surveillance also included follow-up on the corrective actions 
associated with the issues identified during the B&V Nuclear QA surveillance of 
hydrogeology activities on the Fermi site in May 2007. 

30. Also in September 2007, B&V Nuclear QA conducted a surveillance of PSI to verify 
implementation of the PSI Quality Program, focusing on controls and testing activities.  
During the surveillance, B&V Nuclear QA observed work activities and reviewed 
documents and records.  The surveillance found that technical and contractual 
requirements for geotechnical testing and data collection activities were effectively 
implemented.  PSI Management personnel were interviewed and found to be cognizant of 
geotechnical and quality program expectations. The geotechnical work activities and 
responsibilities for custody of samples were evaluated as having been satisfactorily 
implemented in accordance with the governing specifications at the laboratory facility. 

31. In November 2007, the PMM was revised again to communicate to Detroit Edison and all 
team members that the COL application was to be based upon the ESBWR Certified 
Design and to update the project organization chart.  PMM, Revision 2, also 
communicated the addition of another B&V subcontractor, Northwest Cone Exploration 
(responsible for in situ engineering), that was working under the B&V Appendix 
B/NQA-1 QA program.  The revised PMM also stated that B&V Nuclear QA had 
performed surveillances on the subsurface field activities shortly after the initiation of the 
subsurface field investigation, and again during performance of the sub-surface downhole 
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testing.  B&V Nuclear QA also conducted a surveillance/audit of the laboratory activities 
shortly after the initiation of the laboratory scope of work. 

32. In January 2008, B&V Nuclear QA conducted another audit to evaluate the B&V 
Appendix B/NQA-l QA program against the Appendix B and NQA-1-1994 quality 
requirements. The Nuclear Procurement Issues Committee (“NUPIC”) Audit Checklist 
was used to conduct this audit.  The audit team consisted of an audit team leader and 
three qualified auditors.  The audit found that the B&V Appendix B/NQA-1 QA program 
met the quality requirements of Appendix B and NQA-l-1994 for the areas evaluated. 

33. In September 2008, B&V specifically conducted a surveillance of activities associated 
with the preparation of the Fermi 3 COLA.  The surveillance reviewed records generated 
during the review of input for the COL application.  The surveillance also examined 
B&V’s training records and implementation of the corrective action program for the 
Fermi 3 project. 

34. All information obtained by B&V from Detroit Edison to support development of the 
COL application was also reviewed and accepted consistent with B&V’s Appendix 
B/NQA-1 QA program, as applicable.   

35. NRC Regulatory Guide 1.206, C.I. 17.5.3, identifies attributes of an appropriate 
delegation of QA responsibilities to outside contractors to be considered by applicants: 
(1) description of how the applicant will retain responsibility for, and maintain control 
over, those portions of the QA program delegated to other organizations; (2) 
identification of the responsible organization and the process for verifying that delegated 
QA functions are effectively implemented; (3) identification of major work interfaces for 
activities affecting quality; and (4) description of how clear and effective lines of 
communication between the applicant and its principal contractors are maintained to 
assure coordination and control of the QA program.  All of these attributes were satisfied 
by Detroit Edison. 

36. In November 2007, Detroit Edison began to develop the necessary staffing, including 
experienced QA personnel, to support the receipt, acceptance review, submittal, NRC 
review, and maintenance of the COL application.  Subsequently, Detroit Edison 
established its own QA program — the Nuclear Development (“ND”) QAPD.  Detroit 
Edison drafted the ND QAPD and implementing procedures for those elements of the ND 
QAPD associated with the activities planned to be performed by Detroit Edison at the 
time, including review and oversight of B&V COLA work product.  In February 2008, 
Detroit Edison approved the ND QAPD for use.  Detroit Edison therefore had in place a 
QA program (the ND QAPD) as of February 2008 — seven months prior to submitting 
the application to the NRC.   

37. Detroit Edison staff were trained on approved implementing procedures for review and 
acceptance of the B&V-developed COLA products.  Detroit Edison also implemented a 
procedure to complete the formal review of each chapter of the Fermi 3 application.  The 
individual FSAR chapters or sections were reviewed by the Nuclear Development staff as 
prescribed by Standard Work Instruction (“SWI”) – 03-001-001-0529, “COLA Section 
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and Chapter Review and Acceptance Process.”  These reviews, and follow-up reviews, 
continued through September 2008.   

38. In March 2008, a Nuclear Development QA Manager position was established, and filled, 
with an individual responsible for independently planning and performing activities to 
verify the development and effective implementation of the Detroit Edison ND QAPD 
with respect to those activities that supported the COL application.9  The Nuclear 
Development QA Manager was also responsible for evaluating compliance with 
regulatory requirements and procedures through audits and technical reviews, monitoring 
organization processes to ensure conformance to licensing document requirements, and 
ensuring that vendors providing quality services to Detroit Edison in support of the COL 
application were meeting the requirements of Appendix B.   

39. In May 2008, the Nuclear Development QA Manager, as lead auditor, conducted a 
surveillance of B&V COL development activities using Nuclear Development Procedure 
(NDP)-NP-18.1.  Specific process areas reviewed were: procedure use and adherence, 
QA oversight effectiveness, corrective actions, and staff training.  The surveillance 
concluded that B&V had a good understanding of procedural requirements and was 
committed to providing a quality product to Detroit Edison. 

40. In June 2008, the Nuclear Development QA Manager, as lead auditor, conducted a 
surveillance of the storage and handling of the core drilling and subsurface samples in 
Detroit Edison’s possession, including record reviews and interviews.  The surveillance 
concluded that “[o]verall storage, handling and custody controls for handling of core 
drilling and subsurface samples in Dixie Warehouse, including records and personnel 
practices are adequate with no issues noted.”10 

41. In September 2008, B&V conducted a surveillance of activities associated with the 
preparation of the Fermi 3 COL application.  The surveillance scope included records 
generated during the review of the application input.  The surveillance also examined 
B&V’s training records and implementation of the corrective action program for the 
Fermi 3 COL project.  By early September 2008, Detroit Edison completed the review of 
application work product.  All comments were documented, and resolved by Detroit 
Edison in accordance with applicable procedures. 

42. On September 18, 2008, Detroit Edison submitted the COL application for Fermi 3 to the 
NRC.  With the submittal of the Fermi 3 COL application, the ND QAPD was 
superseded by the Fermi 3 QAPD, which was submitted as part of the COL application in 
FSAR Chapter 17 and Appendix 17AA. 

43. Following submittal of the COL application, Detroit Edison implements its responsibility 
by necessary processes and programs consistent with the Fermi 3 QAPD.  However, 

                                                 
9  The Nuclear Development QA manager was an engineer with over twenty years of 

nuclear experience including four years experience as lead auditor.   

10  See Detroit Edison Surveillance Report 08SR002, dated June 13, 2008.   
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contractually, Detroit Edison continues to require that quality and safety-related services 
associated with the COL application provided by B&V be completed under B&V’s 
Appendix B/NQA-1 QA program. 

44. In July 2009, an audit team from Detroit Edison performed an audit of B&V’s Appendix 
B/NQA-1 QA processes, in accordance with the Fermi 3 QAPD implementing 
procedures.  The B&V QA program was assessed as effectively implementing the 
requirements of 10 C.F.R. Part 50, Appendix B/NQA-1, for Fermi 3 quality-related 
COLA activities.   

III. NRC INSPECTION OF FERMI 3 QUALITY ASSURANCE 

45. Contention 15 was based on, and extrapolated from, the specific deficiencies highlighted 
by the NRC in the NOV of October 5, 2009 (subsequently revised on April 27, 2010).  
Specifically, the Joint Intervenors declarant asserted that Detroit Edison failed to 
complete internal audits of QA programmatic areas implemented for the Fermi 3 COL 
application, and also failed to document trending of corrective actions to identify 
recurring conditions adverse to quality since the beginning of the Fermi Unit 3 project in 
March 2007.  Both of these issues, as cited in the final NOV, were resolved by corrective 
actions.   

46. Appendix B, Criterion XVII, “Audits,” states, in part, that “[a] comprehensive system of 
planned and periodic audits shall be carried out to verify compliance with all aspects of 
the quality assurance program and to determine the effectiveness of the program.”  
Criterion XVII does not state a frequency of internal audits.  Under Detroit Edison’s ND 
QAPD, there was also no requirement for the frequency of internal audits. 

47. With the submission of the COL application in September 2008, the ND QAPD was 
superseded by the Fermi 3 QAPD, which remains in effect.  The Fermi 3 QAPD, Section 
18, “Audits,” Revision 1, states that “[i]nternal audits of organization and facility 
activities, conducted prior to placing the facility in operation, should be performed in 
such a manner as to assure that an audit of all applicable QA program elements is 
completed at least once each year or at least once during the life of the activity, 
whichever is shorter.”  This language is restated in Detroit Edison Procedure Number NP 
18.1, “Audits (Internal),” Revision 1, dated August 7, 2009.  Contrary to these 
procedures, as of August 21, 2009, Detroit Edison QA personnel had not completed any 
internal audits of QA programmatic areas implemented for Fermi 3 COL application 
activities performed to date.  This issue was identified by the NRC as Violation B of the 
revised Severity Level IV NOV.   

48. Detroit Edison responded to this violation in correspondence to the NRC of November 9, 
2009.  As described above, numerous reviews and surveillances had been completed, but 
no internal audits under the newly implemented Fermi 3 QAPD had been conducted.  As 
a corrective action, an internal audit was conducted during the week of October 26, 2009.  
Consistent with the Fermi 3 QAPD, appropriately trained Detroit Edison personnel 
conducted the internal audit of applicable QA program elements for COL application 
activities.   
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49. Procedure NP-18.1 now specifically requires an audit at least once every calendar year.  
Audits also assess the effectiveness of the Nuclear Quality Management organization’s 
implementation of the Fermi 3 QAPD requirements, including verification of 
development, implementation and adherence to processes, procedures and organizational 
structure as required by the QAPD.  An audit was performed from July 26 to August 5, 
2010 and from July 13 to July 27, 2011.  The next audit is scheduled for July 2012. 

50. Appendix B, Criterion XVI, “Corrective Action,” states, in part, that “[m]easures shall be 
established to assure that conditions adverse to quality, such as failures, malfunctions, 
deficiencies, deviations, defective material and equipment, and nonconformances are 
promptly identified and corrected.”  Criterion XVI does not specifically require the 
trending of corrective actions.  Further, ND QAPD, Revision 0 (applicable from February 
2008 through August 2008) implemented Criterion XVI in Section 16, “Corrective 
Action,” and prescribed that procedures “assure that corrective actions are documented 
and initiated following the determination of conditions adverse to quality in accordance 
with this QAPD, regulatory requirements and applicable quality standards.”  A “trend” 
requirement was not included in the ND QAPD.   

51. The Fermi 3 QAPD, Section 16, “Corrective Action,” Revision 1, sets forth the 
requirement that “[r]eports of conditions adverse to quality are analyzed to identify 
trends.”  Detroit Edison procedure NP 16.1, “Corrective Action Program,” Revision 1, 
dated August 4, 2009, stated that the Director of Quality Management “is responsible for 
trending corrective actions to determine if there are adverse trends that require 
management attention.”  Contrary to the newly implemented procedural requirements, as 
of August 21, 2009, Detroit Edison had not documented trending of corrective actions to 
identify recurring conditions adverse to quality since the beginning of the Fermi 3 project 
in March 2007.  The NRC identified this issue as part of Violation B of the Severity 
Level IV NOV.   

52. Detroit Edison also responded to this violation in the correspondence to the NRC dated 
November 9, 2009.  Detroit Edison acknowledged that trending of corrective actions is a 
valuable practice and, as such, has now included trending as part of its quality procedures 
and practices.  As cited in the inspection report accompanying the NOV, Detroit Edison 
performed the corrective action trending required by Detroit Edison Procedure Number 
NP-16.1 on October 31, 2009.  The trend considered all corrective actions from January 
22, 2008 through October 31, 2009.  No trends adverse to quality were identified.   

53. To address the concerns noted in the violation and to assure that all COLA activities 
continue to be conducted at a level of quality necessary to support future safety related 
activities, Detroit Edison issued NP-16.1, “Corrective Action,” Revision 2, dated October 
14, 2009, to prescribe for the Nuclear Development Review Committee an additional 
responsibility for “review of potential Corrective Action Report (CAR) trends.”  The 
Director, Quality Management, also implemented procedural guidance for performing 
and reporting trend results deemed appropriate for the current phase of the COLA 
development in accordance with the Fermi 3 QAPD corrective action program.   
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54. Detroit Edison has subsequently performed additional corrective action trending at 
approximately six-month intervals.  For example, Detroit Edison performed corrective 
action trend analyses in June 2010, November 2010, April 2011, and October 2011.  Each 
trend analysis focused on the corrective actions for the preceding one year period.   

IV. CURRENT QUALITY ASSURANCE PROGRAM 

55. The Fermi 3 QA program description satisfies NRC requirements.  The Nuclear Energy 
Institute (“NEI”) has developed a generic template, NEI-06-14A, “Quality Assurance 
Program Description,” for use by COL applicants to implement the applicable 
requirements and industry standards for QA programs.  The template includes the 
methods and administrative control requirements that meet 10 C.F.R. Part 50, Appendix 
B, and 10 C.F.R. Part 52.  The NEI template is also based on the standards of ASME 
NQA-1-1994.  The NRC endorsed the current version of the generic template in July 
2010, and NEI issued the endorsed version as NEI-06-14A, Revision 7, in August 2010.  
The Fermi 3 QAPD was developed based on the NEI-06-14A template. 

56. In accordance with the NEI template and the NRC guidance, the Fermi 3 FSAR includes 
the Fermi 3 policy for “Quality Assurance During Construction and Operation.”  The 
policy states: 

Detroit Edison Company shall design, procure, construct and operate the 
Enrico Fermi Nuclear Station, Unit 3 (Fermi 3) nuclear plant in a manner 
that will ensure the health and safety of the public and workers.  These 
activities shall be performed in compliance with the requirements of the 
Code of Federal Regulations (CFR), the applicable Nuclear Regulatory 
Commission (NRC) Facility Operating Licenses, and applicable laws and 
regulations of the state and local governments. 

The Fermi 3 ESBWR Quality Assurance Program (QAP) is the Quality 
Assurance Program Description (QAPD) provided in this document and 
the associated implementing documents.  Together they provide for 
control of Fermi 3 activities that affect the quality of safety-related nuclear 
plant structures, systems, and components and include all planned and 
systematic activities necessary to provide adequate confidence that such 
structures, systems, and components will perform satisfactorily in service.  
The QAPD may also be applied to certain equipment and activities that are 
not safety-related, but support safe plant operations, or where other NRC 
guidance establishes program requirements. 

The QAPD is the top-level policy document that establishes the manner in 
which the quality is to be achieved and presents Fermi 3’s overall 
philosophy regarding achievement and assurance of quality.  
Implementing documents assign more detailed responsibilities and 
requirements and define the organizational interfaces involved in 
conducting activities within the scope of the QAP.  Compliance with the 
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QAPD and implementing documents is mandatory for personnel directly 
or indirectly associated with implementation of the Fermi 3 QAP. 

57. The QAPD itself is based on Detroit Edison’s commitment to ASME NQA-1-1994, and 
includes the required elements from the NEI template.11  The specific commitments with 
respect to NRC Regulatory Guides are included in QAPD Part 4.   

58. The NRC Staff has completed its review of Chapter 17 of the FSAR and the Fermi 3 
QAPD, and Detroit Edison is aware of no outstanding RAIs or unresolved issues with 
respect to the program.12  The NRC Staff reviewed Detroit Edison’s QA programs 
applied from project inception until 15 months after submitting the license application, 
including COL application preparation and site-specific design activities.  The NRC Staff 
reviewed the Fermi 3 QAPD and found it acceptable based on reviews of twenty-two 
different subject areas.  The NRC Staff specifically addressed the items raised in the 
NOV, concluding that (a) Detroit Edison’s answers were responsive to the revised NOV, 
(b) the implemented corrective actions are appropriate, and (c) the activities cited in the 
revised NOV are again consistent with the requirements of Appendix B.13   

59. Detroit Edison is currently implementing the Fermi 3 QA program.  For example, Detroit 
Edison has entered hundreds of items into its corrective action program.  Each item is 
documented, assigned to appropriate personnel, addressed, and then closed.  In addition 
to addressing individual corrective actions, the program also assesses the corrective 
action program to identify similarities in problem descriptions, initial actions, and 
resolution along with cause codes to identify possible adverse trends.   

60. As part of its QA program, Detroit Edison also regularly performs audits of surveillances 
— both internally and of its outside contractors.  Any findings are entered into the 
corrective action program and addressed.  Detroit Edison performs audits of the Fermi 3 
Nuclear Quality Management Organization.  The requirements assessed during the audit 
include those associated with organization, training, design control, procurement 
document control, procedures, document control, control of purchases, nonconforming 
items/Part 21, corrective action, records, and previous audit and surveillance findings.  
Detroit Edison also performs targeted audits and surveillances.  The following table 
highlights the bulk of those audit and surveillance activities that were performed during 
COL development and also lists the audits and surveillances performed or scheduled for 
2012: 

                                                 
11  Specific exceptions or clarifications with respect to NQA-1-1994 are addressed in each 

section of the QAPD. 

12  See “NRC Staff – Advanced Final Safety Evaluation Report for Chapter 17, ‘Quality 
Assurance,’” dated September 26, 2011 (ADAMS Accession No. ML112560382). 

13  The NRC Staff documented the acceptance of Detroit Edison’s responses to the revised 
NOV in a letter dated June 4, 2010 (ADAMS Accession No. ML101530596). 
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Fermi 3 Audits and Surveillances conducted by Detroit Edison 

Completed 
in 2008 

April 2008, Supplier Surveillance – B&V COL Chapter Review Process 
June 2008, Surveillance – Geologic Core Sample Storage 

Completed 
in 2009 

July 2009, Supplier Audit – B&V QA Program 
October 2009, Audit – QA Program Implementation, Nuclear Development Org. 
November 2009, Audit – External Review of Quality Management Organization 
November 2009, Surveillance – RAI Response Process 
December 2009, Surveillance – Commitment Management Process 

Completed 
in 2010 

January 2010, Surveillance – Geologic Core Sample Storage  
February 2010, Surveillance – RAI Response Process  
March 2010, Surveillance – Preparation of COLA Revision  
April 2010, Surveillance – Document Control / Records Management  
June 2010, Supplier Audit – Advent Engineering QA Program 
July 2010, Audit – QA Program Implementation, Nuclear Development Org. 
August 2010, Surveillance – Training  
November 2010, Surveillance – Procurement 

Completed 
in 2011 

January 2011, Surveillance – Preparation of COLA Revision  
February 2011, Supplier Audit – GEH QA Program  
February 2011, Audit – External Review of Quality Management Org. 
April 2011, Surveillance – Procedure Use and Adherence  
May 2011, Surveillance – Corrective Action Program (CARs)  
July 2011, Audit – QA Program Implementation, Nuclear Development Org. 
October 2011, Surveillance – Procedure Use and Adherence - Follow-up 
October 2011, Supplier Limited Scope Audit – Soil Structure Interaction 
November 2011, Surveillance – Procurement Control 

Performed 
or 

Scheduled 
for 2012* 

January 2012, Surveillance – Preparation of COLA Revision (complete) 
January 2012, Supplier Audit – B&V QA Program Full Scope (complete) 
February 2012, Audit – External Review of Quality Management Org. (complete) 
February 2012, Surveillance – B&V File Transfer to Detroit Edison process 
(complete) 
April 2012, Surveillance – B&V File Transfer to Detroit Edison 
May 2012, Surveillance – Procurement 
July 2012, Audit – QA Program Implementation, Nuclear Development Org. 
September 2012, Surveillance – Corrective Action Process 
October 2012, Surveillance – Document Control / Records Management 

* As of March 23, 2012.  Actual dates subject to change. 

61. Consistent with Section 6.1.4 of NP 1.1, Nuclear Development management performs a 
semi-annual management assessment of QAPD implementation and effectiveness.  These 
reviews were conducted in January 2010, July 2010, June 2011, and December 2011.  
The assessments include a review of the implementation and status of the Corrective 
Action Program, a review of internal and external assessments (e.g., NRC audits, QA 
audits/surveillances, RAI responses, and other related activities), and benchmarking 
activities.  As a result of these reviews, Nuclear Development management may identify 
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areas that warrant heightened focus or attention and may deploy additional resources to 
those areas.   

V. SPECIFIC ISSUES RAISED BY INTERVENORS 

62. Contention 15A concerns the reliability of the safety-related information in the COLA 
and supporting Final Safety Analysis Report (“FSAR”).  There were no regulatory 
requirements applicable to Detroit Edison during COL development, and therefore there 
was no intent to avoid compliance with any regulation.   

63. During the period of time that B&V was performing site investigations, tests, and other 
safety-related activities to support the development of a COL application, the work was 
performed by B&V at Detroit Edison’s direction, under an approved Appendix B/NQA-1 
QA program.  Detroit Edison had contractually delegated to B&V the work of 
establishing and executing a QA program satisfying the requirements of Appendix B for 
COLA development.  Because B&V had an established Appendix B and NQA-1 
Program, internal oversight of safety-related activities was inherent in the B&V program.  
The information developed during that time is of high-quality and can be relied upon by 
the NRC during its review of the FSAR.  As of February 2008, when Detroit Edison 
approved for use the ND QAPD, Detroit Edison was implementing an effective QA 
program.  Although Detroit Edison was not required to provide specific quality oversight 
measures, the ND QAPD and associated implementation procedures provided additional 
measures of oversight beyond Detroit Edison’s commercial contract oversight.   

64. Detroit Edison has developed and implemented, and is implementing, an effective QA 
program, that meets all relevant requirements and guidance.  The QAPD is based on 
ASME NQA-1-1994, and references appropriate NRC regulatory guides.  Detroit Edison 
has effectively implemented the QAPD since it was adopted in February 2008.   

65. There has not been any pattern of violations of QA requirements associated with the 
Fermi 3 project.  There was one contested NOV, ultimately cited in April 2009, and 
resolved based on corrective actions at the time.  Detroit Edison has demonstrated its 
commitment to QA from the start of the project, in the following ways: 

 Prior to submittal of a COL application, Detroit Edison contracted 
with B&V to perform application-related work under an 
established Appendix B QA program; 

 Detroit Edison established its own QA program for the Fermi 3 
project (the ND QAPD) in February 2008, before the COL 
Application was submitted; 

 Detroit Edison developed the Fermi 3 QAPD, which became 
effective upon submittal of the COL application in September 
2008; 
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 Detroit Edison has based its QAPDs for the project on NQA-1-
1994, NEI guidance, and NRC guidance; and  

 Detroit Edison has implemented the applicable QAPD program 
throughout ongoing COL-related work and its continued 
implementation will be required as a condition of the COL, when 
issued. 

66. As indicated by the history of QA oversight and various QA program metrics, Detroit 
Edison has continued to implement the QAPD to the extent applicable since its adoption.  
Ongoing implementation of the program throughout the design and construction of the 
plant is subject to ongoing NRC oversight.  In fact, the NRC Staff determined that Detroit 
Edison has continued to contractually delegate safety-related activities to B&V in support 
of the Fermi 3 project and that these activities continued to be performed under the B&V 
QA Program.  In addition, the NRC Staff found that Detroit Edison controlled safety-
related activities under the Fermi 3 QAPD.  The NRC verified implementation of the 
Fermi 3 QAPD by inspection.  The NRC Staff also concluded that Detroit Edison has 
provided satisfactory oversight of the contracted activities by implementing the 
applicable oversight components of the Fermi 3 QA Program.   

67. With respect to the concerns raised by the Intervenors’ affiant, the Nuclear Development 
QA Manager was a position that existed only while the ND QAPD was in effect.  The 
ND QAPD was in effect prior to submission of the COLA for Fermi 3.  The same 
position does not exist in the Fermi 3 QAPD, which is incorporated into the COLA as 
Chapter 17 of the Fermi 3 FSAR.  Instead, the duties of the Nuclear Development QA 
Manager were taken over by the New Plant Oversight Manager (Revision 0 of the Fermi 
3 QAPD), which later became the Director, Quality Management (Revision 4 of the 
Fermi 3 QAPD).  For this reason, there is no reference (nor should there be any 
reference) to the Nuclear Development QA Manager in the Fermi 3 QAPD or COLA. 

68. There was not a three-month long gap from April 2009 through June 2009 during which 
no personnel were in charge of Quality Assurance.  The ND QA Manager employment 
dates were between March 2008 and April 2009.  In June 2009, the QA function was 
transitioned from reporting to the Director, Nuclear Development, to the Sr. Vice 
President, Major Enterprise Projects.  This does not indicate a gap in QA oversight, but 
rather indicates a transition in QA reporting relationships.  The Director, Quality 
Management, position was filled prior to the QA Manager position being vacated.  There 
was continuous QA oversight during the relevant period and no “gap” in QA oversight.   

69. There was appropriate independence of the QA organization between March 2008 and 
April 2009.  The independence of the QA Department during this phase of the project 
was discussed in the ND QAPD.  Specifically, independence was discussed in the 
description of the QA Manager (“QAM”) function and in Section 1.4, “Quality 
Assurance Organizational Independence.”  The QAM reports to the “Director/Project 
Manager ND” specifically to ensure that the personnel performing QA oversight 
functions are not subject to line influence.  This also ensures that quality assurance 
personnel are provided direct access to senior management that is independent of the line 
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functions for reporting QA concerns.  The “line organization” is managed under the 
“Director ND Licensing/Engineering.”  In addition, the QAM has a special responsibility: 
“[i]f the QAM disagrees with any actions taken by the Nuclear Development organization 
and is unable to obtain resolution, the QAM shall bring the matter to the attention of the 
Senior Vice President DTE Energy who will determine the final disposition.”  This is 
consistent with the approach in the NEI template, which was approved for use by the 
NRC. The NRC also found the QA program during this period to be acceptable. 

70. Detroit Edison did not take exception from the NRC-approved reporting relationship for 
its QA function, as described in the NEI template.  The Fermi 3 QAPD has been based on 
the guidance in the NEI template, including the organizational structure, both during the 
ND QAPD phase (prior to COLA submittal) and after COL submittal.   

71. The NEI template in place at the time of the ND QAPD development has been revised 
several times since the development of the ND QAPD and the Fermi 3 QAPD.  Changes 
to the template included changes to the organizational description guidance in the 
template.  The Fermi 3 QAPD has also been revised to incorporate new revisions of the 
template and reflect Detroit Edison’s responses to NRC RAIs, which typically followed 
releases of NEI template revisions.  Detroit Edison followed the NEI template for both 
the ND QAPD and the Fermi 3 QAPD.   

72. The current NRC approved NEI template states that “[t]he Quality Assurance Manager 
reports to the Executive Vice President for the operations activities and to the Senior 
Nuclear Development Officer for the new reactor activities and is responsible for 
developing and maintaining the [company abbreviation (“CA”)] QAPDs, evaluating 
compliance to the programs and managing the QA organization resources.”14  As noted 
above, for the ND QAPD the QAM reported to the ND Director and had responsibility to 
report any unresolved concerns to the Senior Vice President DTE Energy.  This is 
consistent with the NEI template.  The current QA Director reporting relationships, as 
described in the Fermi 3 QAPD, Revision 4, are to Senior VP, Major Enterprise Projects, 
and the Chief Nuclear Officer.15  This is also consistent with the NEI template.   

73. The Nuclear Development QA Manager was a position that existed only while the ND 
QAPD was in effect.  The position does not exist in the Fermi 3 QAPD.  For this reason, 
there is no reference (nor should there be any reference) to the Nuclear Development QA 
Manager in the Fermi 3 QAPD.  The ND QAPD and Fermi 3 QAPD reference different 
titles in order to maintain a distinction between the two phases of COL development.  
While the titles have changed, the basic roles and responsibilities are similar throughout.  
Roles and titles in one QAPD have corresponding roles in the other QAPD: 

                                                 
14  NEI-06-14A, Rev. 7, at Section 1.5.2.1, Quality Assurance Manager.  

15  Fermi 3 QAPD, Rev. 4, at 9. 
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QAPD Title Description 

ND QAPD 
ND Quality 
Assurance 
Manager 

ND Quality Assurance Manager is 
“responsible for developing and maintaining 
the DECo Nuclear Development QAPDs, 
evaluating compliance to the programs and 
managing the QA resources.” 

Fermi 3 QAPD, 
Revision 0 

New Plant 
Oversight Manager

The New Plant Oversight Manager “is 
responsible for developing and maintaining 
the Fermi 3 QAPD, evaluating compliance to 
the programs, and managing QA resources.” 

Fermi 3 QAPD, 
Revision 4 

Director, Quality 
Management 

The Director, Quality Management, “is 
responsible for developing and maintaining 
the Fermi 3 QAPD, evaluating compliance 
with the program and managing the QA 
organization resources.” 

VI. SUMMARY OF MATERIAL FACTS 

74. The Fermi 3 QAPD meets applicable regulatory requirements and is functioning in 
accordance with the intent of the NRC’s regulations.  The only “discrepant” conditions 
identified by the Intervenors — two Severity Level IV NOVs issued in April 2010 — do 
not demonstrate either a pervasive breakdown of the QA program or a lack of 
commitment to continue to implement the program as broadly alleged by the Intervenors.  
Both were corrected by Detroit Edison and accepted by the NRC Staff.   

75. The NRC Staff has not found any ongoing breakdown in the Fermi 3 QA program.  The 
There are no QA problems that carry material safety significance with respect to plant 
design, equipment procurement, construction, or operation.  Detroit Edison has, since the 
beginning of the project, been providing active oversight of its contractor’s Appendix B 
program, and has developed the QAPD to carry oversight forward throughout the 
construction and operation of Fermi 3 — consistent with all NRC standards and 
expectations. 

76. No party has identified any aspect of the COL application or FSAR that was flawed as a 
result of insufficient quality assurance during preparation of the application.   

77. The Detroit Edison quality assurance program that has been established meets applicable 
regulatory requirements and the applicable standards and guidance.  Detroit Edison will 
continue to implement an effective QA program during the period of COLA review and 
during construction and operation of Fermi 3.  
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