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suAc? Transmittal of RC's Comments on the BIP QA Plan

TO John Anttonen, BWIP

Attached are single copies of the following NRC documents:

o Letter, Linehan (NRC)
March 9, 1987.

to Knight (DOE/OGR), dated

o Enclosure 1, NRC request for additional information on
BWIP QA Plan (Revision 1, dated April 15, 1986).

We would appreciate BWIP reviewing the listing of NRC comments and
advising HQ/OGR the disposition to be taken by BWIP, to resolve, and
include as appropriate, in the latest revision of the QA Plan. Your
submittal should include a checklist showing where in the documents
you have addressed each comment.

If you have any questions, please contact Carl Newton
5059.

at FTS 96-

P. )Ri*ht, Director
I, Lice nsing and Quality
Lrance Division, OCRWM
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

~1~TflTT 1AwVVASHNGTON. 0 C 2065S

MAR 9 1987

Mr. James Knight, Director
Siting. Licensing, and Quality Assurance Division
Office of Geologic Repositories
Office of Civilian Radioactive aste Management
U.S. Department of Energy R-20
Washington. DC 20545

Dear Mr. Knight.

Your letter of July 17, 1986 to the NRC provided a number of COE QA plans for

NRC staff review. Several of tese reviews have been furnished to you in
letters dateJ August 25 and Novemsev 21, 1986 (NNWSI QA Plan NVO-196-17) aa
January 28. 1987 (OGR A Plan OGR-B-3). The purpose of this letter is to
transmit staff review comments on the remaining plans. which are in the
following attachments:

Attachment 1 Basalt waste Isolation Division
QA Plan, Revision 1 Apr'l 15. 1986

Attachment 2 Basalt Quality Assurance
Requirements Document (BQARD),
Revision 0, January 1986

Attachment 3 Salt Repository Project Office
QA Plan, Revision 0, November 26, 1985

As part of our overall review of the QA program prior to site characterization,
we have commented or will be commenting on the QA plans for OGR, the project
offices, Rockwell, Battelle, and several NNWSI participants. Novel or unique-
QA procedures will also be reviewed n detail. In order for the DOE to achieve
a fully qualified program prior to the start of site characterization, it will
be necessary that these staff reviews be completed and comments resolved. We
believe it would be helpful if a planning meeting could be held in the near
future to discuss the status of the DOE QA Plans and NRC reviews of them.

As we have noted in the past, it s important to recognize the limits of the
review of the QA program plans. The extent that the program is actually used
throughout the high-level waiste repository program as a management tool as
opposed to being put in place merely to satisfy the NRC requirement cannot be
measured through a QA program plan review. In the several cases where serious
construction quality problems occurred at nuclear power plants, QA program
plans had been reviewed and found acceptable by the NRC as meeting the
requirements of Appendix of 10 CFR Part 50. However, these programs were not
properly implemented. The QA program plan review provides only a portion of
what is necessary to develop confidence that work will be done adequately--that
is, to assure that adequate nformation on the quality of work implementation
is being developed for management and being met n a demonstrable fashion A
most important ndicator of the successful mplementation of these plans will



-

be the etailed. results-oriented technical eviews that will be perfore c,
the NRC staff as work progresses.

Questions on the enclosed comments or arrangement% for a meeting etweer 6rv

staffs should be referred to James Kennedy of my staff on 427-4786

Sincerely.

John J Linehan. Acti' Ce?
Repository Projects rancn
Division of Waste Mnapeent
OffiC o Nucleir Materid! Safet.

and SeguarCs

Enclosures:
As stated

cc: C. Newton, OGR
L. Olson, eP
J. Neff. SRPO
0. Vieth. NNWSI
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-REQEST FOR AITIONAL INFOOMATION
BASALT VASTE ISOLATION PROJECT QUALITY ASSURANCE PLAN

REVISION 1, APRIL 15. 1586

1. The EWI Project Cuality Assurance Plan was written prior to the fcllowin;
NRC June 1986 drAft eneric technical positions (GTPs):.

a. Peer review.

b. t*ualification of existing data.

c. Items and activlties su'ect to GA reQuirements.

An evaluation should be made agaicst the daft guidance of these Gs, ar!
differences Ste*tetf the plan and the draft GTPs shculd be addressed.

2. Expressions such as arc excected to"'or '1s expected that" are 'cu..rc
thrcughcut the pan. Chance these expressions to "stall" or ustily -.^t
oIing so.

3. Section 1.3 and Apptndix A of the plan describe QA responsibilities within
the EWI Division., Identify who (by position title) n the Rchiand
Operations Office is responsibleafor the overall SW? program. Clarify the
Feani ng of the'dashed lines,- arrowheads and, ellIpses on Figure 1.3 of the
plan. Also indicate whit ESMHstands'Lfor on Figure 1.3and in Section 1.5
of the plan. (1.1)': '

4. Discuss how the Integr4atng Contractor avoids conflict of interest in its
roles-of project anagement and'project'participant. Clarify whether the
Integrating Contractor,:the'.Architect/Engineer, the Construction Manager,
and other participantsunerdirect ontract to DOE for Sw Project work
report-to DOE)Q, DOE-RL,'orDOE- wI Division. (1.3)

5. Sect10n 1.2.2 of the-oplan ndicates the LVI Division verifies effective
implementation of the QA program., Clarify that this includes at least an
annual audit of the Integrating Contractor. (1.4)

* t e, . 4* ...... 

6. Sections 1.4 and .5-of the'plan discuss QA Interface with DOE-HQ and
Interdivision nterface within DOERL resptctivetly. Similarly, discuss
the OE-RL 1nterface'with Project participants. (1.6)

* The number n parenthesis after an RAt refers to the specific guidance
In the NRC review plan.

C .. h . .
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7. Clarify whether the Director, DWI Divisior, reports through the Office cf
Commrrcial uclear Waste (Section 1.3.1) or the Office of Civilian Nuclear
Waste (Figure 1-2). Identify the onsite and offsite organizational
elenents which function under A progra controls or justify not doing sc.
Show the ES&1i Division, the Procurement Division, and te Personnel
Division on n organization chart. (1.7)

8. Describe measurts which ensure that DOE-RL's BWI Division Quality Systers
Branch Chief is nvolved n the aspects of the SW! Project that affect
safety ard/or waste isolatien ar.d how the extent of DOE-FL CA contro's is
Ceter-5ined. t 'El

9. Identify a manaeSrent osition within CCE-RL, the Irte-rating Contract:r.
Architect/Engireer, and Construction 'arager oreanizaticns that retairs
overall authority ad rspcrsibility for the apilicable CA prcgram.
Cescribe the frar!;eter.t, CA, nd techrical experience and knowledge
recurtrets for tese ositiors. 'Verify that each of these pcsiti:-s
has te follo*1ri characteristics:

a. Is at the sire or higher orgar.lzation level as the high.est line
manager directly responsible for performing activities affectirc cualit,
(such as design, en;ineering, site investigations, procurement,
manufacturing, etc.) and s sufficiently independent from cost and
schedule.

b. Has effective communication channels with other senior management
positions.

c. Pas responsibility for approval of QA Manual(s), changes thereto,
and interpretations thereof.

d. Has no other duties or responsibilities unrelated to A that would
prevent full attention to QA utters. (1.10)

10. Describe easures which ensure that persons and organizations performing
QA functions have direct access to anagement levels which will assure
the ability to:

a. Identify quality problems..

b. Initiatt, reccownd, or provide solutions through designated
channels.

c. Verify implementation of solutions.

Describe how these actions are accomplished. (1.12)
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11. Section 1.2.6 of te plan addresses stop work. Clarify the retenticn
time of records of stop work requests. (1.12)

12. Identify items and activities covered by the CA program. Section 2. of
the plan indicates that analytical processes are used to determine
importance to safety and/or waste isolation. Clarify whether rportance
to safety and Importance to waste isolation art defined as nurerical
performance objectives and standards, Justify why not if nct. (2.1)

13. Section 3.2 of the plan indicates that Supplement 6 of the GQ C ;ar
addresses ccrruter software tcontrol. Update Section 3.2 to reflec te
fact hat Surple-e-t f c' the OGR plan no longer addresses cor;6:er
software. (2.:

14. Section 2.4 of tte lan indicates-a manage'ent tear. assesses
ef'tctiveness c' t0e overall Project CA rcgram. Clarify that te
ranagement tea. s cmpcsed of personnel abcve or outside the .-
crganization. S

1S. Section 3.1 of the plan indicates that design controls include thcse usec
to ensure the correct translation of design inputs into designs.
Describe the controls which ensure that aPplicable regulatory
requirements and design bases are reflected n design, procurement, and
procedural documents. Also, describe measures which ensure that
performance goals are secified for repository subsystems and components
to support the establishment of data gathering and analysis needs.
Discuss the teliness of sPecifying these requirements. At the latest,
planned performance allocation should be ddressed In the SCP consistent
with agreements reached in RC/DQE eetings of April 17, 1981 and
September 26 and 27, 1985 on this matter. (3.2)

16. £Cescribe easures which ensure that () errors and deficiencies in
approved design and design information documents re documented and (2)
action s taken to ensure that all errors and deficiencies are
corrected. (3.4)

17. Section 3.4 of the plan addresses design verification, and it includes in
Section 3.4.4,. Design Verification by Similarity, a a addition to the 3
methdds of 10 CfR 50 Appendix 8, This Method would by acceptable if a
fourth condition was ded: (4) the design characteristics (attribute%,
features) that re not dentical are identiflied and verified in a anner
other than by similarity. Add Such condition or ustify not doing so.
Also, describe eatures which ensure that design checking, which includes
such things s confirmation of the numerical accuracy and omputations
and the accuracy of data input to Computer Codes, will be performed
(Confirmation that the correct computer codt has been used is part of
design verification.) Design verification hould be performed by persons
other thin those performing design checking. Clarify whether personnel
performing design verification can be associated with the rtsponsible
design organization. (3,7)
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18. Clirify whether procedures prescribe the extent of documentation required
for dtsign erification. (3.9)

19. Section 3.6 of the plan addresses design changes. Clarify whether a
configuration control system s in place such that desfgn changes,
including field changes, are analyzed to ensure they are required, are
subject to the same design controls as the original design, are
com unicated to all affected groups and ndividuals, and are considered
for changes to procedures and training. (3.10)

20. Section 5.0 of the plan refers to personnel who eet the independence
criter'i secified in Section 3.4 of this QAP.4 Clarify what these
criteria ere.

21. Section 5.2 o' te plan recuires review f technical procedures by C3
persorrel. Clarify whethtr DOL-RL requires such review of arinis:rat'*
procedures (Catetcrfes 1 and 2 per Section 5.1 of the plan), instrjc'c's.
and drawings. ^Aso clarify whether each participating entity in he
ProJecto es specified in Section 5.0 of the plan s the sre as el:,
Project participant" which is used elsewhere i1 the plan. (5.1)

22. Describe the scopf of the DOE-RL document control program and dentify
the types of documents controlled by this progra.. Section 6.1 of the
plan describes what the WI Division requires of all Project participants
in the area of document control. Clarify that the WI Division requires
the se f DC-L. Thfs clarification should be made, as appropriate,
throughout the plan since page of the plan ndicates that 'all project
particIpants" does not nclude the SWI Division of DOE.RL. (Section 4.1
and 7.0 are examples where clarification s required.) (6.1)

23. Descrfbe measures which ensure that obsolete or superseded documents are
removed and replaced by applicable revisions at work areas n a timely
manner. (6.4)

24. Section .3.1 and 10.4 of thetplan address mandatory hold points for
inspection or witnessing and usethe term where appropriate," Identify
the organization(s that determine when thse, (and similar) activities
are appropriate. (7.1 and 10,5)-

25. Describe tS 0iis1on * alit Systems Branch and other DOESRL
organizational responsibilities for qualification of special processes,
equipment, nd persannel Provide examples of processes during site
characteritation that will be Clastified as sptcial processes and those
that will net. 9.2) -

26. Clarify that special processes (standard or not tandard) are required to
be n conformance with applicable codes, standards, Q procedurts, and
specifications. The lst sentence ot SeCtion 9.2 of the plan requires
that prticipant's Q Plan describes 's role n special processes.
Clarify whether the WI Division requires involvement of QA
organizations. (9.3)
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28. Section 7.5 of the plan indicates that DOEPL's W! Division is res;or-
sible for ensurfng that delivered items and aterials comply with
applicable CA requirements, but Section 10 assigns inspection to Prorect
participants. Describe how the 6W! division eets the responsibility
noted from Section 7.5 without performing nspections. Indicate how the
ELW Division participates in determining wen inspections are required
and in defining how ard when inspections are performed. (10.1)

29. Section 10.2 of the plan addresses inspector ualification and perrits
inspections by personnel outSide A organizations. Clarify that
inspections are accomplished by individuals or groups who do not have
direct responsibility for performing the work being inspected. The
inspection function ray be part of the line organization provided tra:
the CA organization performs periodic surveillance to confirm sufficier:
independence from the individuals ho performed the activity. (10.2'

30. Section 0.2 also refers to personnel with particular" or special"
expertise. Describe CA's involverent in deterrining te epertise
required ccrensurate with the technical ccrplexity of the ins;ecscr
function and the acceptability of the qualifications of the inspect:r.
Also clarify that the ualifications and certifications of inspectors
(both in and outside A) are documented and kept current. Section 10.2
uses the term, participant's A inspection function.* Clarify whether
this is the same asthe participant's A organization. (10.2)

31. Describe easures which ensure that, when practicable, tests of
structures, systems, and components shall be at conditions which simulate
both norral and nticipated offenormal operations. (11.5)

32. Describe the scope of the CA program for the control of &TE and identify
the types of equipment to be controlled. (12.1)

33. Sections 12, 13iand 14 of the plan appear somewhat nconsistent. Sections
12 and 13 make the-Integrating Contractor responsible for the controls,
but 14 doesn't. Sections13 and 14 address each Project participant, but
12 doesn't. Section 12 addresses cognlznt QA organizational responsibi-
litles, but 13 and 14 don't. Sections 12 and 13 specify surveillance and
audit by DOE LW! Diisicn S. but 14 doesn't. Clarify these sections to
elimpawte thest apparent Inconsistencies, end describt how the involved
organizations willmeet the1r ssIgnet rnspo ibiities.

34. Describe easures which ensure that nonconforming items and smples
are segregated from those which are acceptable. (15.1)

35. Sectfon 1.2 of the plan requires that useasis' and repair* dis.
positions receive technical review nd approval at the next higher
level of project participation, Dscribe CA responsibilities
regarding this review and approval, (15.2)
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36. Section 15.1 of the plan requ res tat each nonccnformance be
docurented. Clarify that nonconformance docunentation identifies the
item, describes the nonconformance, shows the disposition of the
noncohforrance, and includes signature approval of the disposition.
(15.3).

37. Section 15.4 of the plan states that 'The Project' will monitor and
analyze nonconformance trends on a Project-wide basis. Identify what
organization is responsible for these activities. Clarify that the trend
analyses are used to help identify root causes of nonconformances.
Identify the maragement level of DOE responsible to review and assess
significant results of the nnconformance trend information. (15.4)

38. rescribe measures which ensure that the significance of each
nonconforance is assessed to deteryine whether corrective action is
recuired to prevent recurrence. identify the organization respons1b'e
for this assessren:. (6.2)

39. eescribe the sco;e of the record program. That is, identify by type of
date what records will be maintained within the records anagement
syster. (17.1)

40. Describe the responsibilities of the project participants' QA
organizations in the records management system. (17.2)

41. Section 17.3 of the plan addressesean archival facility for long-term
storage of project records. Describe record storage facilities to be used
prior to the availability of such a facility. (17.4)

42. Section 18.3 of the plan ddresses audit scheduling. Clarify that audit
scheduling considers the safety fmportance of the activities being
performed. (18.2)

43. Section 18.13.2tof the plan ddressesIollowon activities by auditing
organizations. Clarfythatithesel1nclude analysis of audit data by the
QA organization with the results ing reported to responsible anagement
for review, ssessmentand appropriate action. (18.4)

44. Descrbe measures which ensure that audited organizations describe in a
formal report the corretiveactionto be taken to address adverse audi.t
findings and that this report is submittedto responsible management ind
the auditing organization. (18.7)

45. Clarify tat tchniicalauditi which provide a comprehensive independent
verification and evaluition of procedures and activities affecting
quality re ncluded in the audit program, that audit team embership
includes personnel: (not necessarily,-from the QA organization) having
technical expertisein thetareaSbting audited, and that audit team
leaders are from the QA organization. (1.9)
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46. Appendix A of the plan gives exceptions/clarificatlons to the NRC review
plan. The following comments result from the staff review of Appendix A:

a. The last sentence of clarification item states that CA program
controls are exercised by ine functions. Clarify whether "line
functions" refer to W! Division personnel. If so, identify these
line functicns with the organization shown in Figure 1-2 of the
plan. If not, identify what is meant by "line functions." Also
clarifv whether the "QA program controls" are the surveillances
performed by SWI Civision technical personnel as described in
Section 18 of the plan. If not, clarify what is meant by C program
controls.

b. Clarification item 2 states that qualified individual(s) or
cranizaticral element~s) will be identified within DOE's
organization, prior to initiaticn of activities, as responsible
for assurirc that delegated work meets established quality
stardards. !dentify such ndividual(s) or organizational elerents'
with this resrcsibility for ongoing delegated work. (1.5)

c. Clarification item 3 indicates that DOE will identify a DOE
management position that retains overall authority and
responsibility for: (1) performing A functions relative to direct
quality affecting activities within DOE, (2) verifying effectiveness
of quality-related controls applicable to quality affecting work
performed by DOE personnel, and (3) verifying proper performance of
QA functions within contractor OA programs. Clarify who (by position
title) has these responsibilities within DOE-RL for the SWI Project.

d. Clarification item 4 indicates that both DOE and contractor
verification of conformance to established requirements ray be
performed by people outside the QA organization. When this is the
case, clarify that the QA organization performs periodic
surveillance to confirm sufficient independence from the individuals
who performed the activity.

e. The last sentence of clarification item 7 states: Geological data
acquisition testing* is not considered to belong to the special
process" ctegory for purposes of process demonstration. Explain
the QA significance of this statement.

f. Clarification item 9 s acceptable if only samples" will require
hand1fng, preservation, storage, etc; i.e., if no structures,
systems, components, or other materials are involved. If this is
not the case, delete this clarification or Justify not doing so.
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g. Section 16.0 of the plan defines significant problems, and Appendix
A of the plan describes significant conditions adverse to quality.
Rectify these terms and their definitions or Justify not doing

.so. (16.4)
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