
SUMMARY OF' 
U.S. NUCLEAR REGULATORY COMMI_-sIONIU.S-. bEPARTMENT OF ENERGY 

.QUARTERLY QUALITY ASSURANCE MEETING 
Jandary 22, 2003 

Introduction: 

The U.S. Nuclear Regulatory Commission (NRC) and- U.S. Department of Energy (DOE) held a 
public Quarterly Quality Assurance ý(QA)-Meeting regarding the Yucca Mountain Project (YMP) 
on January 22,,2003. The meeting Was held at the NRC office ,in Rockville, Maryland, and via 
video conference to the DOE office in Lass Vegas, Nevada,, and the Cb6nter for Nucleai" Waste 
Regulatori ýAnalyses in San 'Antdnio, Texas. Partici4antsincluded representatives from-the 
NRC, DOE, BechteI SAI C- Co.-LLC (BSC), the State of Nevi'd, 'and Clark County. 'Copies of 
the agenda and a list of attendees are attached as Enclosurers I and 2, respectively.  

Joseph Ziegler (DOE) convened the QA meeting with opening'remarks. Mr. Ziegler re
introduced Denny Brown as the -new Director of Office of Quality Assurance.  

Mr. Brown stated that he will include the Policy Statement developed by Dr. Margaret Chu 
(DOE) in Revision 13 of the Quality As surance Requirerfermt Description'(QARD). Also, DOE 
management has a renewed emphasis on QA and realizes that a high level'of quality-in the 
aspects of DOE's efforts, in cluding data and software, is needed for a potential license 
application. Mr. Brown said that DOE is striving to simplify their QA procedures and processes.  
Mr. Brown emphasized that DOE and BSC management and staff must be held accountable to 
implement the QA program by following established procedures.  

Thomas Matula (NRC) asked Mr. Brown how DOE will hold BSC accountable for quality
affecting activities that they perform. Mr. Brown replied by saying BSC will be held accountable 
through performance measures and fees associated with the contract.  

Attached to this summary are the Agenda, Attendance List, Presentations, and Action Items.  

Presentations: 

Mr. Brown presented the DOE Office of Civilian Radioactive Waste Management (OCRWM) QA 
Approach. Mr.-Brown presented introductory information regarding Dr. Chu's renewed 
emphasis on increased quality, the importance of quality in developinig the License Application 
(LA), and the necessity for individual, management, and senior management accountability 
regarding procedure implementation. Mr.:Brown then discussed DOE OCRWM's path forward 
which includes simplifying processes and p rocedures, holding process and procedure 
implementers accountable, using benchmarking as a method to improve performance, 
establishing additional DOE Quality Engineerin-g functions, increasing DOE's QAstaff 
involvement in pirocesses, and cboncentratifng on areas of focus for LA. Mi. Brown-also 
discussed the areas of major focus for LA including confirming software qualification, verifying 
model validation integrity, and assuring data quality. Mr. Brown concluded by stating that QA is 
critical to LA, and every individual is accountable for implementation of procedures.  

Mr. Brown presentedcthe organizational structure and current levels of staffing for OCRWM, 
Navarro Quality Services, and BSC QA organizations. Larry Campbell (NRC) asked if DOE 
Office of Environmental Management (EM-5) has stopped performing audits for DOE. Mr.



Brown stated that DOE OQA will now perform audits previously perforrnmed by EM-5. Mr. Matula 
asked what the fe[5ortkig fblaiti6i hip is be-twe-en OQA and Navarro Quality Services. Mr.  
Brown stated that OQA assigns tasks to Na6',ro and Nava rro -reP6rts•directly to OQA.- Don 
Krisha (BSC) presented the BSC QA organizational structure and stated that there are currently 
67 people which will increase to applroimately80people.

Mr. Krisha presented DOE aid BS.'..n.t...rthy Wictices:Aiich include dbVeloping specific 
roles, responrsibilities, authority, and iaccountability for BSC QA 6rganizati6n, completing the 
performance-based softwaresurveillance s part of CAR-BSC-01-C0-002 regarding software 
issues, increasing management attention and improving information exchange betWee- ith6e 
DOE line organizations and OQA.: ' Addition-al noteworthy pra6tices that Were discussed 
involved developing an annual refresher QA orientati6"n"compute'r-basedtraining used to update urrent employee's training and improve current new hire idoctnntion,' and improved the s6lf
ass essm- ent process by developing a handbook to assist personnel in per6f6ring 'self
assessments.- Mr. Matula asked how BSC will hold its staff a'c6countable for imrpnlementing the 
QA program and how are self-assessments perforimed. -Mr. Krisha said thatea6ch employee 
*has accountability measures as a part of their performance evaluation'packaje, and that self
assessments are scheduled to be performed on processes using specified guidance. Robert 
Latta (NRC) asked how self assessments are measured and hiow effective the self 
assessments are in identifying problems. Mr. Krisha 'said that the BSCQuality Systems 
Organization reviews the self assessment reports to determine if they are compjeted properly.  
Nancy Williams (BSC) stated that BSC measures the number of deficierncies-which are self 
identified.  

Mr. Brown presented the status of the QARD. The QARD will be reviewed and revised as 
necessary to ensure that applicable requirements are identified, documented, and traceable to 
regulatory requirements. Revision 13 to the QARD, currently in the review process, addresses 
comments from an independent review of the QARD and the OCRWM re-organization.  
Revision 14 to the QARD will be a more comprehensive revision and will include 10 CFR Part 
63 requirements. Mr. Brown stated that draft versions of Revisions 13 and 14 of the QARD will 
be shared with the NRC before being issued in final form and that a public meeting may be 
needed to discuss Revision 14. Mr. Ziegler asked if the NRC could provide eamp!es or 
references of good QA programs which separate regulatory requirements. Mr. Campbell said 
that NRC can provide several references for DOE to con.sider.  

Mr. Latta asked if the independent review of the QARD was related to the statement in the 
Management Improvement Initiatives (MII) indicating that the QARD was confusing and difficult 
to implement. Mr. Brown said that the initial assumption that the QARD was confusing and 
difficult to implement was not supported by the independent review of the QARD. The changes 
that resulted from the independent review were relatively minor. Mr; Brown also stated that the 
project would be issuing a letter report documenting the results of the independent review of the 
QARD.  

Mr. Brown presented information regarding the ongoing procedure transition efforts. DOE and 
BSC will have separate and discrete procedure sets to control their respective activities, as 
appropriate. Mr. Brown described the procedure transition goals for DOE, the transition 
process, the procedure hi.erarchy, processing of procedures,-and transition priorities. Mr.  
Brown also stated that BSC has defined a new procedure hierarchy that correlates to their 
organizational structure.
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Mr. Latta stated that the Ml coucluded that pro-ceduies were ieffective-and he asked if the 
proced~ur'es sch•-duled for i~esi- had beeformallyevaluated to dete~rmine the ne 
changes. Mr. Brown stated that he was n6t awaare that the-MIJ deW this.bon'clusion'and would 
research it. Mr. Matula fo0llwed up obyasking'how DOE controls the procndure'review process.  
Mr. Brown noted ithat DOE d6fot-ro6s the procedure reviewprýocdss through, uN6illances, audits, 
and self assessmnents. James" King'(BSC) added th-a the first dsteps in re'ising procedures was 
to assign ownershipi for each'pie-ddr-re' haveithe 6-w-n is reviewthem•,--an the--ib -k recommendations fo& changes. "This is an ongoirng process. Rblativ6 t6 this- ssue, Mr. Latta 
questioned thie status of a recent Audit Observation lrquiry'concerniigtthe perfoimance of 
procedural reviews by OQA to "ensure compliance with the requirements of the QARD. Mr.  
Brown indicate'd that he Was unawware of th6 status of this issue bdt that he would look into the 
matter.  

Mr. Brown and Jean Younker (BSC) presented information regarding data'management.  
Mr. Brown stated that 1,475 data sets are'needed for LA products of Which'o00 are qualified, 
425 require verification, and 150 irequireqUalification. Ms. Younker'provided information 
regarding 0peih Deficiency Reports (DRs) and stated that BSC will perform surveillances and 
audits of data management in FY03. OQA plans to perform an in-depth performance-based 
audit of data management p rocesses in FY03.  

Mr. Latta asked Mr. Brown to describ6 the procedure revision p'rocess related to the recent 
review of ProcedureAP-Silli.2Q, Rev.1, ION 0, ýQbahification of Unqualified Data and the 
Documentation of'Rationale for Accepted Data." He also asked why this quality-affecting 
activity (1) failed to identify a potential area of noncompliance with the requirements of the 
QARD related to the use of unqualified data, and (2) why this item of potential non-compliance 
has remained unanswered for over three months. Mr. Brown replied that Revision 13 of the 
QARD will address part of the issue. Mr. Brown also state that Procedure'AP-SIII.2Q will be 
thoroughly reviewed during the upcoming audit to make sure that unqualified data, 
characterized as "Not Established Fact," complies with the requirements in Supplement III of 
the QARD.  

Mr. Robert Keele (BSC) presented information regarding Software QA. Mr Keele stated that 
more than 600 computer codes have been qualified and base-lined for us e in scientific and 
engineering studies over the last five years. Mr. Keele also stated that experience in the 
development of major technical products and the findings of QA oversight activities mandate 
improvement in the process to develop, qualify, and manage software to meet expectations for 
LA. BSC is submitting cocdes used in LA work-to a- new Independent Verification and Validation 
(IV&V) process. Mr. Latta inquired about legacy codes (developed prior to May 17,'2002) 
verification and the results of a recent software surveillance which concluded that the current 
IV&V process is not effective in ensuring the repeatability of software. Mr. Keele stated that 
legacy codes used in License Application supporting technical products will be re-tested using 
the newly developed IV&V process. Mr. Latta asked if the new process was in:placeand if the 
legacy codes would be re-tested 'prior tou'se. M' r. Keele indicated that the' h6w procedure 
governing the IV&V function for quality-affe'cting legacy software'ws under developmnt and 
that there was no plan to submit the legacy codes to IV&V prior to use. Mr. Keele went on to 
say that Corrective Action Report (CAR) BSC-01-C-002 identifies a number of instances of 
noncompliance with procedure requirements involving code development and that the CAR 
response contains 25 root-cause-related actions,'which have been included'as Ml! actions.  
Nine corrective actions are completed and verified, four are completed and verification is 
requested, and 12 remain to be completed. Mr. Matula asked when the remaining 12 corrective
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-actions will be completed. Mr. Keele •tated th-atthhey-ill be comrplete-d-by April 14,2004. Also, OQA will perform a performance-based audit bf s oftw•a QA'in-thesring of 2003.  

Mr. Keele also presented information regarding the IV&V Review team, "Software Experts 
(QA-0204-01)." A copy of the information discussed is included in the attabhed presentation 
material.

Mr. Krisha presented information regarding QA for models. Mr. Krisha stated that more than 80 
models were developed, documented, and used on the'project prior to the formal initiation of 
license applicatiori activities.- OQA and BSC QA have planned additiornal pbrfor mance"-based 
audits which will include e'valuation of th6eeffectiveness bf the 'new processes for model " 
Sdevelopm'ent, vjalidation, and use. 

Mr. Krisha presented inforrfmation regarding Records Management and described the status of 
the three open DRs dealing with records• management. iMr. Matula in'quired'about the:status of 
degraded electronic rebords identified in CAR BSd-02-C-129 and if -afy of the records were 
lost. James Clark (BSC) stated -that they will complete the data migration process by 
September 1, 2003. Priority will be given to quality-related data and will be completed by spring 
2003. At that time, BSC will know what records are missing.- Mr. Matula requested a summary 
and time line of the corrective action'proce'ss for this matter. Mr., Brown agreed to provide the 
information by the'next quarterly QA meet ing.  

Mr. Brown presented information' regarding "the Corrective Action Program. This is identified in 
the MII as an action to develop a single Corrective Action Program. Mr. Matula asked if 
Technical Evaluation Reports (TERs) and Deficiency Identification and Referrals (DIRs) are 
included in DOE's trend reports. Mr. Brown stated that they have been added and will be 
reflected in the next trend report. Mr. Latta asked if the single Corrective Action Program would 
incorporate other existing issue identification programs (i.e., TERs, DIRs). Russ Fray (BSC) 
stated that-as currently envisioned the single Corrective'Action Program would include the 
existing issue id6ntification systems currently in the Condition and Issue Identification and 
Resolution System.  

Mr. Krisha presented information regarding training. Mr. Krisha stated that new personnel are 
trained within 30 days of starting on the job, annual refresher training is performed, and Initial 
Prior (IP) training takes place before any quality-affecting work is started. Mr. Latta asked ýwhat is being done to address lingering training and qualification issues related to CAR BSC-02-C
01, which is over 400 days- old. Mr. Krisha stated that each maniager is responsible for assuring 
that their staff is trained before they are assigned work and that BSC is pursuing the resolution 
on CAR-BSC-02-C-01, and the associated DRs. Mr. Brown indicated that DOE management 
was currently reviewing this issue.  

Mr. Ziegler (DOE) presented information regarding DOE's position oh use of non-qualified data 
for closure -of some Key Teichii6al Issue (KTI) agreements. Janet SchluLeter -(NRC) stated that 
the DOE white paper dated December 24, 2002, is'nbt clear in some areas. Specifically, the 
paper states "If any of the pre-LA results cannot be determined-to be consistent with analyses 
conducted under full QA controls for the LA, a revised approach to resolution will be developed 
for each impacted KTI agreement item." Mr. Ziegler responded by saying'that DOE does'not 
expect that this will happen, but that there is a possibility that results may change based on 
analysis performed with fully qualified information. Mr. Ziegler stated that the sensitivity
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analysis performed usinrg a6partially qua!ified Total System-Performance Analysis-fUSPA) model 
to determine Bin 3 models (i.e,, models where DOE will provide risk information as an 
alternative basis for closure of the KTI agreement)'wouIld be confirmed later-with the fully
qualified TSPA used f6-rLA. M-r Matiula- em•)ha.ized-tfiat'ierýtegdlat-idns-'tatethat only 
qdalified data will beuised for irporitant-to-safety items for LA. -Mr., Matula verified that OQA 
wasjiny6lved in'thebdeVl6pmeht'of t'h'e DOE Obsition aidh t the position ingets the QARD 

regqirem6nts for use qf qialif ied lata for LA. Ms! Schlu6ter-theri~stateld that NRC _wi- review 
DOEs p~stio futhr &d esporid with the resuilts of treview. 

'Closing Remarks: 

Ms- Schlueter provided closing remarks which included an acknowledgment of the efforts'of all meeting paiticiparts'and Mr. Br6wnin workinig-toward improing the QA pr'gram.  

Ms..Schluete" stated that NRRC is c-ncerned With thi'timfe is takes DOE to close CARs and the 
lack of success in implemehtinb effective corre•tive" a'ictio, to •. r iode problemrirec'urrence.  
Ms. Schlueter efi6urc.ged DOE to develop enhanced peiormance indicatoirs and outcome 
meqiicý regarding MII key eleimenhts.." 

Mr. Brown stated that the meeting was productive and that he wishes to clontinue the working
level QA meetings.to address and resolve issues.

J-a1net R. Schlueter, Chief 
High-Level Waste Branch 
Division of Waste Management 
Office of Nuclear Material 
Safety ahnd Safeguards 

U.S. Nuclear Regulatory Commission

R. Dennis Brown, Director' 
Office of Quality Assurance 
Office of Civilian Radioactive 
Waste Management 

U.S. Department of Energy 

" A • ate 
J, ephD.Zie ,A Aing ector 
(Yffice of L~icen Ap lication 

and Strategy 
Office of Repository Development 
U.S. Department of Energy
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