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SUECT Transmittal of NRC's Comments on the BWIP QA Plan

™ John Anttonen, BWIP

Attached are single copies of the following NRC documents:

o Letter, Linehan (NRC) to Knight (DOE/OGR), dated
March 9, 1%87.

© 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 at FTS 896~
5089,

ight, Director
» Liceénsing and Quality
urance Division, OCRWM
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Mr. James Knight, Director

Siting, Licensing, and Quality Assurance Division
Office of Geologic Repositories

Office of Civilian Ragicactive Waste Management
U.S. Department of Energy Rw-20

Washington, DC 20545

Dear Mr. Knight:

Your letter of July 17, 1586 to the NRC provided a number of COE QA plans for
NRC staff review. Several of these reviews have been furnished to you in
letters dated August 25 ang November 21, 1986 (NNWS] QA Plan NV0-196-17), ana
January 28, 1967 (OGR QA Plan 0GR-8-3). 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. Nove) or unique-
QA procedures will also be reviewed in detail. In order for the DOE to achieve
a8 fully qualified program prior to the start of site characterization, it will
be necessary that these staff reviews be completed and comments resclved. We
belfeve it would be helpful {f a planning meeting could be held fn the near
future to discuss the status of the DOE QA Plans and NRC reviews of thenm.

As we have noted in the past, it {s {mportant to recognize the limits of the
review of the QA program plans. The extent that the program fs actually used
throughout the high-level waste 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 B of 10 CFR Part 50. However, these programs were not
properly implemented. The QA program plan review provides only a portion of
what fs necessary to develop confidence that work will be done adequately--that
s, to assure that adequate informaticn on the quality of work implementation
is befng developed for management and being met in a demonstrable fashion. A
most {mportant indicator of the successful implementation of these plans wil)

e



bDe the detailed, results-oriented technical reviews that will be performec ¢,
the NRC staff as work progresses.

Questions on the enclosea comments or arrangements for 3 meeting belweer Zor
staffs shoulc be referred to James KenneCy of my staff on 427-3786

Sincerely,

ﬁ'...
John J. Linehan, Actling {™Me?
Repository Projects Eranch
. Division of waste Management
vefice of Nuclear Materia® Safe:.
anc Sa‘eguarcs

Enclosures:
As stated

cc: C. Newton, OGR
L. Olsen, BWlP
J. Neff, SRPO
D. vieth, NNwS]
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< T REOUEST FOR ADIITIONAL TNFORMATION
 BASALT KASTE ISOLATION PROJECT QUALITY ASSURANCE PLAN
L UCLREVISION'Y, APRIL 15, 1586 ..

The EK1 Profect Cuality Assurance Plan was written prior to the fcllowing
NRC Jure 1986 ¢raft generic technical positions (GTPs):
3. Peer'ieviewe'"i.i"' ST T

t. Quatifi:atidn'offexist%ng'ci;a;;;

€. Items and activities subfect to GA requirements.

An evaluztion should Sé'ma&ézigafﬁst‘tﬁé'draft guidance of these G7rs, 2rz
cifferences Seteeen the plan and the craft GTPs shculd be addressed.

Expressions such 2s "are expected to" or "fs expected that” are fcure
thrcughcut the plan. Chance these expressicns to "stall” or Justify -2t
doing so. T R i) TR , :

~Secticn 1.3 and Appendix A of ‘the plan describe QA responsibilities within

- the BWI Division, . Identify who (by position title) §n the Richland

‘Operatfons Office {3 responsible for the overall Bw! program., Clarify the
- meaning of the dashed lines, arrowheads, and ellipses on Figure 1.3 of the

plan. Also fndicate what ESIH stands for on Figure 1.3 and in Section 1.5
of the plan, . (1,1)e. i ot s S T

: C A e e
Discuss how the Integrating Contractor avefds conflict of fnterest in its

s

- ‘reles-of project management and project partfcipant. Clarify whether the

Integrating Contractor, the Architect/Engineer, the Construction Manager,
énd other participants under direct contract to DOE for BWI Project work
report to DOE-KQ,, DOE-RLY: or DOE-BWI-Dfvisfon.. (1.3)" -

ek e e g o N S
Section 1.2.2 of ‘the plan fndicates’ the BWI Dfvision verifies effective

implementation of -the QA program.: Clarify that this fncludes at least an
ennual audit of the'Integrating Contractor. (1.4)

R y- L, o e T T e e St C .
Sectfons 1.4 and 1.5 of the plan discuss QA Interface with DOE-KQ and
. the DOE-RL fnterface with Project participants.

interdivision jnterface]with1n;UGE-Rt»respective\{i siimilarly. discuss

< cend

. . . .

* The nunber {n parenthesfs after an RAI reéfers to the spectfic guicance

in the NRC review plan, ' "
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Clarify whether the Director, BWl Divisior, reporte through the Office cf
Commercial Nuclear Waste (Section 1.3.1) or the Office of Civilian Nuclear
waste (Figure 1-2), Ildentify the onsite and offsite organizationz}
elements which function under QA program controls or justify not doing sc.
Stow the ESLM Division, the Procurement Divisign, and the Personnel
Division on an organization chart. (1.7)

Descride measures which ensure that DOE-RL's BW! Division Quality Systers
Branch Chief 1s involved fn the 2spects of the BW] Profect that affect
safety and/or waste isolaticn ard how the extent of DOE-RL CA controls is
cetermires. (3.8

ldertify a managerent position within CCE-RL, the Integrating Contractzr,
Architect/Engireer, anc¢ Construction Marager orcanizaticns that retairs
cverall authority an¢ respcorsibilicy for the applicable CA procram,
Cescrite the maragerert, CA, 2nd technical experience and knowledce
recuirerents for trese positions. Verify that each of these pesiziz=s
h2s tre following characterfstics:

3. Is a2 the sare or higher of;anization Tevel as the highest line

manager directly responsible for performing activities affectirg cualit,

(such as cesign, engineering. site fnvestications, procurement,
ma:ufagturing. etc.) and s sufficiently fndependent from cost and
schedule.

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

c. Has responsidbility for approval of QR Manual(s), changes thereto,
and interpretations therecf.

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

Describe measures which ensure that persons and organizations performing
QA functfons have dfrect access to management levels which will assure
the ability to: ‘

8. Identify qualfty problems..

b. Initiate, recommend, or provide solutions through designated
channels. !

¢c. Verify implementation of solutions,
Describe how these actions are accomplished. (1.12)



Enclosure
Pace 3

11. Section 1.2.6 of the plan addresses stop work. Clarify the retenticon
time of records of stop work requests. (1.12)

12. Icentify iters and ectivities covered by the OA program. Sectien 2.0 of
the plan indicates that analytical processes 2re used to cetermine
impertance to safety and/or waste dsolation. Clarify whether imporlance
to safety and importance to waste fsolation are defineC as nymerical
performance objectives and standards. Justify why nct if nct. (2.1)

13. Section 3.2 of the plan indicates that Supplement 6 of the 052 CA :iar
gccéresses computer sofiware control. Update Secticn 3.2 tc reflecs tre
fact that Supple—e~t £ c¢ the 05R plan no longer 2ddresses corpuLcer
sofemare. (2.2° :

i&. Secticn 2.4 of tre olan incfcates-a manacerent team assesses
effectiveness ¢4 tre cverall Project C& pregram, Clarify thee e
ranagerent tearm is cermpesed of personnel adbcove or outsicde the CCE.cL It
crganizatien, (2.0 ,

15. Section 3.1 of the plan indicates that design controls include those used
to ensure the correct translation of desfgn fnputs fnto cesigns,
Describe the controls which ensure that applicatle regulatory
requirements and cesign bases are reflected n design, procurement, and
procedural documents. Also, descride measures which ensure that
performance goals 2re specified for repository subsystems and components
to support the establishment of data gathering and analysis needs.
Discuss the timeliness of specifying these requirements, At the latest,
planned performance allocation should be addressed in the SCP consistent
with agreements reached in NRC/DOE meetings of April 17, 1981 and
September 26 and 27, 1985 on this matter. (3.2)

'16, Descridbe measures which ensure that (1) errors and deficlencies in
approved cdesign and design Information documents are documented and (2)
action 1s taken to ensure that 811 errors and deficiencies are
corrected. (3.4) : '

17. Sectfon 3.4 of the plan addresses cesfgn verificatfon, and 1t fncludes in
Section 3.4,4,,"Destgn Verification by Similarity, ™ an addition to the 3
methdds of 10 CFR S0 Appendix B. This method would by acceptadle if 2
fourth condition was added: (4) the design characteristics (attridutes,
features) that are not ddentical are fdentifind and verified in & manner
other than by similarity. Add such & condition or Justify not doing so.
Also, describe measures which ensure that design checking, which incluces
such things as confirmation of the numerical lccur|C{ and computations
and the accuracy of data dnput to computer codes, will be performed,
(Confirmation that the correct computer code has been used {g part of
design verification.) Design varification should be performed by persons
other than those performing design checking, Clar{fy whether personre!
performing design verification can be associated with the responsidle
desfgn organfzation, (3.7)
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19.

20.

21,

22,

23,

24,

25.

26,
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Clarify whether procedures prescribe the extent of document2ifon required
for design veritication. (3.9)

Sectfon 1.6 of the plan addresses design changes. Clarify whether 2
configuration control system {13 in place such that desfgn changes,
frcluding field changes, are analyzed to ensure they are required, are
subject %0 the same design controls as the orfginal design, are
comunicated to all affected groups and individuals, ané are considered
for changes to procedures and training. (3.10)

Section 5.0 of the plan refers to personnel “who meet the independence
criterfa specified in Sectfon 3.4 of this QAP." Clarify what these
criterie 2re, .

Section 5.2 of the plan requires review ¢f technical procedures by (3
persorrel, (Clarify whether DOL-PL requires such review of 2cdmintsirasive
procedures (Catescries 1 and 2 per Section S.1 of the plan), fnstrucsicrs,
aré drawings, Aiso clarify whesher “each participating entity in 2he
Project® es specified in Section 5.0 of the plan s the sare 28 “eazh
Project participant” which s used elsewhere ir the plan, (5.1)

Describe the scope of the DOE-RL document control program and fdentify
the types of documents cortrolled by this program, Sectfon 6.1 of the
plan descrides what the BWI Divisfon requires of a1l Project participants
in the area of document control, Clarify that the B! Diviston requires
the same of DOE-RL. This clarification should be made, as appropriste,
throughout the plan since page v of the plan fndficates that *all project
participants® does not include the BWI Division of DOE-RL. (Section 4.1
and 7.0 are examples where clarification is required.) (6.1)

Describe measures which ensure that‘obsolete or superseded documents are
removed a?g :;pltccd by spplicadle revisfons at work aress in a timely
mnner, . L .

Section 7.3.1 and 10.4 of the plan addrets mandatory hold points for
inspection or witress{ng &nd use ' the term ®where appropriate,® ldentify
the orgnnizntlon(sl that determine when these (and similar) activities
are appropriate~ (7.1 and 10.5): = .

Describe the BWl Divisfon Quality Systems Branch and other DOERL
organfzational responsibilities for qualification of specia) processes,
equipment, #nd personnel, Provide examples of processes during site
characterfzation that will de classified as specia) processes and those
that will mnets (9:2).

Clarify that specia) processes (standard or not standard) are required %0
be fn conformance with applicable codes, standards, QA procedures, and
specifications, The last sentence of Section 9.2 of the plan requires
that particigant's QA Plan describes QA's role in special processes,
Clarify whether the BWI Division requires {nvolvement of QA
organizations. (9.3)
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28. Section 7.5 of the plan indicates that DOE-RL's EW] Division s rescor-
sidle for ensuring that delfvered items and materials comply with
epplicable CA requirements, but Section 10 assigns inspection to Profect
participants. Describe how the BW] division meets the responsibilily
noted from Section 7.5 without performing inspections. Incicate how the
EW] Divistion participates in determining when fnspections are required
and in defining how ard when fnspections are performed. (10.1)

25. Section 10.2 of the plan addresses inspecter qualification and permits
ingpections dy personnel outsicde CA organizations. Clarify that
tnspections are accomplished by individuals or groups who do not have
direce responsitility for performing the work being inspectec. The
inscection function ray de part of the line organization provided tra:
the CA orgarnization performs periodic surveillance to confirm sufficient
irdependence from the individuals who performed the activizy. (10.2)

3G. Section 10.2 2also refers to personnel with “particular™ or "specia!”
expertise, UCescride CA's involverent in ceterrining the erxpertise
require¢ ccrrensurate with the technical cerplexity of the insgecticr
function and the acceptadility of the qualifications of the inspecicr.
Also clarify that the qualifications and certifications of inspectors
(toth in and outside CA) are documented and kept current, Section 10.2
uses the term, “participant's QA inspection function.” Clarify whether
this s the same as the participant’s QA organfzation. (10.2)

31. Describe measures which ensure that, when practicadle, tests of
structures, systems, and components shall be at conditions which simulate
both norwal and anticipated offenormal operations. (11.5)

32, Describe the scope of thé CA program for the control of MATE and fdentify
the types of equipment to be controlled. (12.1)

33. Sectfons 12, 13, and 14 of the plan appear somewhat inconsistent, Sections
12 and 13 make the Integrating Contractor responsidle for the controls,
but 14 doesn’t, Sections 13 and 14 address each Project participant, but
12 doesn't, Section 12 addresses cognizant QA organizational responsibi-
~ Titfes; but 13 and 14 don't; . Sections 12 and 13 specify surveillance and
~ dudit by DOE BW] Diviston QSy but 14 doesn't, Clarify these sections to
elimipate these apparent fnconsistencies, and descridbe how the fnvelved
organizations will meet their assfgned respensitilities, i
34, Describe measures which ensure that nonconforming dtems and samples
sre segregated from those which are acceptadble. (15.1)

35, Sectfon 15.2 of the plan requires that “usecaseis" and “repair® dis.
posftions receive technical review and approval at the aext higher
Tevel of project participation. Describe CA responsibilities
regarding this review and approvals (15.2)
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az.

38.

39.

40.

41,

42.

43,

44,
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'Sect!on 1s. l of the ‘plan requtres’that each nonconformance be

documented, Clarify that nonconformance documentation fdentifies the
ftem, descrides the nonconformance, shows the disposition of the

?cncogformance. and lnciudes signature approval of the disposition.
18,3 - . . ‘ S

Section 15.4 of the plan states that “The Project” wil) monitor and
analyze nonconformance trends on 2 Project-wide basis., ldentify what
organization {s responsidle for these activities. Clarify that the trend
analyses are used to help fdentify root causes of nonconformances.
Icertify the maragement level of DOE responsidble to review 2nd 2ssess
sferificant results of the nonconforrance trend information. (15.4)

Cescribe measures which ensure that the sfgnificance of each
nonconforrance s assessed to determine whether corrective 2ction is
recuired to prevent recurrence. Icentify the organization responsitle
for this assessment. (16.2)

Cescride the scope of the record program. That §s, fdentify by tvpe of
c¢ate what recorcs uill be maintaineo within the records management
syster. (17.1) S o

Describe the responsibilities of the proJect participants’ QA
organizations in the records management system. (17.2)

Sectfon 17.3 of the plan addresses an archival faciiity for long-term
storage of project records. Describe record storage facilities to be used
pricr to the availabtlity of such & facility. (17.4)

Sectfon 18.3 of the o!an addresses udit scheduling. Clarify that audit
scheduling considers the safety 1nportance of the activities being
performed, (18.2 )-,

Section 18.13.2 of the olan addresses fol!ow-on activities by auditing

“organizations, Clarify .that:these:include analysis of audit data by the

QA organization with the results defng reported to res onsible management
for review. assessment. and aporopriate actien: (18. 45

Describe measures vhich ensure that audited organizatfons describe 1n (]
formal report the corrective actionito be taken to address adverse audit
findings and that this report is sobmltteo to responsible management and
the auditing organization. (18 ¢ _

Clarify that technical audits uhich provide a conprehensive 1ndependent
verification and evalvation of procedures and activities affecting
quality sre Included . in the audit program, that audit team membership
includes personnel. (not necessardly from the QA organfzation) having
technical expertise in the areas being auoited. and that audit team
leaders are from the QA crganization, (18.9)
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46. Appendix A of the plan gives exceptions/clarifications to the NRC review

plan,

a.

b..

d.

The following comments result from the staff reviev of Appencix A:

The last sentence of clarification ftem 1 states that CA program
controls are exercised by line functions, Clarify whether "lire
functions" refer to Ewl Division personnel. If so, identify these
1ine functicns with the organfzation shown in Figure 1-2 of the
plan. If not, identify what §s meznt by "line functions." Also
clarify whether the "QA program controls" are the surveillances
performed by Exl Civisfon technical personnel as described in
Sectio? 18 of the plan., If not, clarify what is meant by CA program
controls.

Clarification ftem 2 states that qualified individual(s) or
crganizaticral element(s) wil) be identified within DOE's
orcanizasion, prior to inftizticn of activities, as responsidle

for assurirg that delegated work meets established quality
standards. !dentify such individual(s) or organizational elerent:s:
with this reszonsibility for ongoing delegated work. (1.5

Clarification item 3 indicates that DOE will identify 2 DOE
management position that retains overzll authority and
responsibility for: (1) performing QA functions relative to direct
quality affecting sctivities 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 QA programs. Clarify who (by position
title) has these responsibilities within DOE-RL for the BWI Project.

Clarification item 4 indicates that both DOE and contractor
verification of conformance to established requirements may be
performed by people outside the QA organfzation. When this is the
case, clarify that the QA organfzation performs periodic
surveillance to confirm sufficfent Independence from the fndividuals

. who performed the activity. - "

The last sentence of clarificatfon ftem 7 states: "Geological data
acquisition "testing” fs not considered to belong to the "special

process” category for purposes of process demonstration. Explain

the QA significance of this statement,

Clarification item 9 §s acceptable 1f only “samples” will require
handling, preservation, storage, etc; f.e., {f no structures,
systems, components, or other materials are fnvolved. If this is
not the case, delete this clarification or Justify not doing so.
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Section 16.0 of the plan defines significant problems, and Appencix
A of the plan describes significant conditions adverse to quality.
Rectify these terms and their definitions or justify not doing

.s0. (16.4)
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