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. MEMORANDUM FOR: Ken R. Hooks, Section Leader ,
o . ,Qua%ng Assurance Section A 89001701
Repository Licensing and Quality

Assurance Project Directorate
Division of High-Level Waste Management

FROM: John T. Buckley
Quality Assurance Section
Repository Licensing and Quality
Assurance Project Directorate
Division of High-Level Waste Management

SUBJECT: RECEIPT OF RESPONSES TO INFORMATION REQUEST ON
MANAGEMENT & OPERATING CONTRACTOR QUALITY ASSURANCE PROGRAM
DESCRIPTION

On April 22, 1992, the U.S. Department of Energy (DOE) transmitted (by letter
from Desell to Holonich) the document titled "NWMS M&0 Quality Assurance
Program Description" (QAPD) to the U.S. Nuclear Regulatory Commission (NRC)
for information. I performed an initial review of the QAPD and then
requested, by phone, that DOE transmit the associated Nuclear Waste Management
System Management and Operating Contractor (M&0) Quality Assurance (QA)
Requirements Matrix. On May 26, 1992, DOE transmitted the Requirements Matrix
(1etter from Desell to Holonich).

P. Brooks and I reviewed the QAPD against the requirements stated in the
Office of Civilian Radioactive Waste Management Quality Assurance Requirements
Document and the NRC’s "Criteria for QA Program Description Reviews." Our
review indicated that additional information was required from DOE before the
review could be completed. I spoke with B. Clark by phone and requested
additional information in 32 areas. The State of Nevada was notified of the
call but chose not to participate. I provided the State of Nevada with a
detailed list of the information which was requested.

On August 27, 1992, DOE transmitted to the NRC staff, by fax, the requested
additional information (see attachment). I transmitted the same information,
by fax, to the State of Nevada. I will prepare a response to DOE after
completing a review of this information.

(s(

John T. Buckley

Quality Assurance Section

Repository Licensing and Quality
Assurance Project Directorate

Division of High-Level Waste Management

Attachment: As stated

DISTRIBUTION

CNWRA NMSS R/F HLPD R/F LSS
LPDR ACNW PDR CENTRAL FILE
BJYoungblood, HLWM JLinehan, HLWM RBallard, HLGE MFederline, HLHP
JHolonich, HLPD On-Site Reps JBuckley,HLPD KHooks, HLPD
PBrooks, HLPD JSpraul, HLPD WBelke, HLPD 1 q

Fal L )ae
OFC: HLPiELLES tHLPD - ,¢; :HLPD :HLPD :HLPD : W 17
NAME: JBu 1ey/dh:|<Hook§Egi : : : : ’

Date: 10/-7/92 :10/¢7}/92
s:\JBM&O OFFICIAL RECORD COPY




WS 21 9 128 R 1 U 930 9944 VUL van — v evevw
oLt

*

o ! 1

INFORMAL RESPONSES TO INFORMAL NRC COMMENTS ON THE OCRWM MEO
QUALITY AESSURANCE PROGRAM DESCRIPTION (REVISION 2)

Page 1 of 12 ?

Ref. Requirement/Draft Response

j;?i e responsibility for the establishment and execution o
e oV 1l QA pr am _is retained and exercised b that
o ization or dividual responsible for submitting the

license application.

This criterion applies to the licensee and is addressed in
the OCRWM QARD - it would not be appropriate to include this
requirement in lower tier QA program documents.

1.6, (last sentence "The extent of management reggon51b111ty and
- authority(From) £ : ield office

Tele essed.

should be
This criterion is addressed in the OCRWM Q& Program, it
would not be appropriate for the M&0 to assign
responsibilities to OCRWM. Also see second part of response
to 1.90 °

1.8 Mgualified individual (s) or organizstional element(s) are
identified within DOE’s organization as responsible for the
cquality of the delegated work before initiation of
activities. ™

This criterion is addressed in the OCRWM QA Program, it
would not be appropriate for the M&O’s QA Program to address
this requirement with respect to DOE’s responsibility for
their work, however section 1.3 states that responsibility
for work delegated by the M&O, will be retained by the M&O.

Direction of the QA Program is provided by Contractual
documents which require that the M&O develop and implement a
Q2 Program which is in compliance with the OCRWM QARD. In
addition, DOE reviews the M&O QAPD (contractually) and has
the right, and responsibility, to preform Q2 overview of the
M&0 to ensure that the program is being properly
implemented. These controls are described in the OCRWM QA

Programn.

In addition, the M&0O will be directed to include, in their
subsecquent revision of the QAPD, an organigation chart, or a
text description, of their interface with OCRWM,
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| Ref. Reguirement/braft Response }

ll

@ (c) "Management position ... retains overall author and
esponsibility for the 0OA - is sition, ...

bhas the following characteristics:

Bes responsibility for approval of OB Manual(s),
changes thereto, and interpretations thereof."

Rev. 2 assigns approval authority to the Line Manager
(as does the current QAR). Rev. 3 of the QAPD will
require that the QAPD be approved by both the GM and Q2
Manager.

In addition, paragraph 1.1.2 (f) of the QAPD requires
the QA Manager to provide interpretation of QA progran

requirements.
2.1 "A _Oa program is established and documented which complies

with the OA controls of 10 CFR Part 60, Subpart G; with 10
CFR Part 50, Appendix B; and with this review plan.®

e .
P

thé QAPD comits to meetlng the requlrements of the OCRWM

QARD, which, a

\Eﬁéctfically generated to meet the above mentioned CFR
requirements. In addition, the OCRWM QARD has been reviewed
in accordance with the review plan, and has been found
acceptable by the NRC.

2.5 "activities affectin ality ‘are to be accomplished unde
suitable controlled cond'tion. Controlled condition o™

“7'This criterion is addressed via commitment to tbm;:>
reqnlrements of the OCRWM QARDJ/which‘Ebmmlts to NQA-1 Basic

crent 2 (above reguiremént is an almost word for word
quote from NQA-l).

In addition, this requirement should be addressed at the
implementation level (such as M&TE procedures, qualification
procedures, special process procedures, etc).
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INFORMAL RESPONSES TO INFORMAL NRC COMMENTS ON THE OCRWM M&O
QUALITY ASSURANCE PROGRAM DESCRIPTION (REVISION 2)

Page 3 of 12

attain the required quality, and the need for verification

o) ali inspection and tests.

As in 2.5, except that the QAPD rev 2 takes exception to
inspection and test requirements since, at the time rev 2
was written, it was determined that these activities were

not within the scope of the M&O’s work. This was addressed

in the QaPD.

2.7 "Provisions are established which demonstrate throuah a
matrix system or other means that each criterion of Avpendix

B is properly documented and covered by implementing
procedures and/or instructions.®

Covered in Sections 2.1.3 and 2.1.4, which require a Qa
Requirements matrix that considers both Q2 Procedures and
Implenmenting Line Procedures. Intent of SRP is met.

2.124 "Indoctrination, training and alification br s are

established for personnel performing activities sffectin

ali to assure that suitable proficien is achieved and

maintained and that:

s ersonnel responsible for performin ality-related

activities are instructed as to the ose, scope, and

implementation of the quality-related manuals,

instructions d rocedures.

e T
///EE intent of this requirement is met (althoughﬁ;ég:>

stated in the ‘exact words) through a commitment t

Section 2 of _which—4in—tGrn references NQA=1

Upplément 2S-4. Section 3 of the Supplement states:
“pPersonnel shall be indoctrinated in the following

subjects as they relate to a partlcular function: (a) -

general criteria, including applicable codes,
standards, and company procedures; (b) applicable
quality assurance program elements and (c) job
responsibilities and authority.®
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In addition, the M&O QAPD, Section 2.5.2, third
paragraph, requires all personnel to receive
indoctrination training on the QAPD as well as codes,
standards and procedures for the employee’s particular
job assignment. If an individual will be performing a
quality related activity, that individual will receive.
training to that procedure prior to performing work.

b. Personnel verifying activities affecting quality are
. cualified in the principles, technicues, and
requirements of the activity being performed. -

For audit personnel certification, this requirement is

covered by a commitment to Section 2 of the OCRWM QARD,
~which in turns commits to NQA-1l supplement 2S-3.

Section 3.2 of the supplement addresses this criterion.

In addition, Section 2 of the QAPD requires
qualification and training for all personnel preforming

v work to the QA Program, this includes personnel
performing surveillances.

The QAPD indicates that inspection and test personnel
will not be required and therefore there is no need to
address this requirement for these personnel.

For formal treining and qualification progrems,
documentation includes the obijective, content of e

proaram, attendees, snd date of attendance.

The M&0 commits to the.requirements of the-éiﬁn in &
Section 2.0. .This requirement is addressed in QARD
Section 2.8 (4th paragraph).

P

a. ropriate management monitors the rformance of

T individuals involved in activities affecting cuality
and determines the need for retraining an/or

eplacement. A st o ua isal and

evaluation can satisfy this criterion.

This requirement is met through commitment to the
OCRWHM OAR which addresses this requirement in Section
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| Ref. Requirement/Draft Response

3.1

2.8, paragraph 6. Although the specific words are not
used - and the monitoring will not be through a system
of annual appraisal and evaluation. The 2 paragraphs
address how proficiency is maintained, and the need for
supervisors to assess the need for additional training
for there employees as the need arises.

"The definitions of design, desion information, and design
activities used the desian control program are defined as
provided jin this section. The term design refers to
specification. drawings, desian criteria, and component
performance requirements for the naturzl and engineered
components of the repository system. It incudes design
inputs and outputs at each stage of desian development ..."

This requirement is met through reference to the OCRWM QARD
Glossary (as stated in the introduction to the QAPD)

"The design control prodaram includes desian and design
activaties as described in Section 3.1. It provides for the

correct translation of zpplicable requlatorv requirements

and desi bases into desi curement, and procedura
documents.

These words are not used specifically, however the
requirement above is the fundamental intent of applying
design control, and as such, section 3 is essentially an
effort to ensure that the above actions are accomplished.

Measures are established to assure that those applicable
requlatory recuirements, design bases, and desian features
developed through the site characterization phase activities

- for those structures, systems, copponents.,a& nd software to

which this appendix applies are correctly translated jinto

ecifications win lans ocedures d
instructions,
Although the exact words are not used, Section 3.3 "Design
Inputs" addresses the first part of this criterion. The

response to 3.2 addresses the second part. Section 3.4 of
the QAPD requires the use of implementing procedures as well

-

LRI
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SRP ’
l’ Requirement/Draft Response l

.

as design documents to control the design process. These
requirements, as consolidated meet SRP 3.3.

Desicn control measures are established and applied to:

(2) the desian of en eered jtems o) t to fetv or
waste isolation

Section 2 identifies that the QA Program (which includes
design control) is applicable to items important to safety
and waste isolation.

(b) the description of the geologic setting and plans for
data _collection and analysis activities that will
generate information pertinent to the repository design
and that will be relied on in licensing

The M&O is not involved in Data eollection so the second
part of this requirement does not apply, however a
clarification of the meaning of *the description of the
geologic settingm as it applies to design, would be
appreciated.

(c) Computer Codes

Design control, Section 3, does not apply to software;
however, comparable requirements are contained in the M&O’s
‘Computer Software Quality Assurance Plan.

Last Sentence: These design control measures apply to the

esi ts, outputs and lementation of

the Site Characterization Plan into
scientific investigation plans and study
plans. -

The M&0 is not responsible for developing study plans.
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SRP
Ref. Requirement/Draft Response \
3.11 Procedures are established to sssure that plens for data -

~collection and analyses are completed before performing the
data collection and analysis actijvities.

The M&0 is not responsible for Data Collection.

(:::) Desi ch es, includin ield chanages, are subject to_the
same desian controls that were applicable to the original

desion. Such a confi tion control sten is in ace at
the earljest practicable time. These changes are analyzed
to assure that change is required. Associated changes to
procedures and training should be considered and
communicated to a1l affected groups or individuals.

Keed to add & reguirecment in rev 3: ®analyze design changes
to assure that change is required.®

3.19 Procedures are established describing methods of reviewing
and cualifyving data which was gathered without a fully
implemented 10 CFR Part 60 QA Program. For guidance refer
to NUREG-1298, "Generic Technical Position on OQualification

* of Existing Data for High-Tevel Nuclear Waste Repositories."™
{Sec Ref. 8).

This requirement is met through reference to QARD Section 2
(which includes portions of ICN 4.1). ICN 4.1 addresses
-qualification of Data and Nureg 1298.

Note: "fhe QAPD Does not specifically state that
procedures are in place - however this is inherent
in the program (see section 5 of the QAPD)

3.20 The desi inputs are ecified and approved on timel

basis and to the level of detail necessary to permit the
design activity to be carrjed out in a correct manner and to

rovide a consistent bas or i des decisions
accomplish desi verification measures, and evaluatin

desian changes. _ _
This requirement is met through a commitment to QARD Section .
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Requirement/Draft Response

3, which references Supplement 3S-1. Section 2 of the
Supplement, "Design Input® addresses this regquirement.

Procedures are established to_assure that spplicable

requlatory recuirements, desian bas and other
requirements are referenced or stated in procurement
documents; there are adequate acceptance and rejection

criteria, where appropriate:; and at procurement documents
have been prepared, reviewed, and approved to confirm that
these requirements have been correctly carried out.

This requirement is met through a QAPD commitment to QARD
Section 4, which references NQA~l Supplement 4S-1. The
uupp]ement addresse this requirement. .

In add;t&ea,—xmmLsechd_Eggggraph of 4.0 of the QAPD denotes
that implementing procedures are used to meet the
regquirenents of this section, this section addresses the
need for procurement document generation, review and
approval as well as the need to consider both technical and
quality requirements.

_ Note: The establishment of procedures for quality

affecting work is inherent in the program (see
section 5 of the QAPD)

“Organizational responsibilities are described for: (1)
procurement planning; (2) the preparation, review, approval,

and control of procurement dogggegtsz (3) supplier
selection; (4) bid evaluations d (5 eview a
concurrence of supplier QA programs before jnitiation of
activities afgected by the proaram. The involvement of the

oa o;gan;zation is described.®

[

1: Procurement planning r g\\ons;bilities are covered 1n“7
dmplementing procedures.) It would be inappropriaste to
include thésé responsibilities in the QAPD since they
will be dependent on the specific procurement.

@oag
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(3) supplier selection; (4) bid evaluations

Covered in section 7.2.2 of the QAPD

(S) review and concurrence of supplier 02 programs before
initiation of activities affected by the program.

Covered in Section 7.1 of the 0aAPD.

Last Sentence: Involvement of the QA organization is
described. .

The involvement of the QA organization is described in
various parts of the QAPD, including: Section 1
(responsibilities), 7.1, 7.2.2, 7.2.3, 4.1.2, and 4.1.4.

5.2 "Organizational responsibilities are described for assuring
that quality-related activities are: (1) specified in
instructions, procedures, and drawings: and (2) sccomplished
through implementation of these documents."

This level of detail would be inappropriate for the QAPD.
Section 5 of the QAPD requires the development and use of
procedures. The procedures themselves will include
requirements and responsibilities for organizations.

Procedures are established and described to assure that
. - obsolete or superseded documents are removed and replaced by
applicable revisiopns at work areas in a tiwely manner.

“In a timely manner" will be added to 6.1.2e¢ of the QAPD.

7.1 Measures are established and described to assure that
purchased items and services, including software, whether

chased rect or ugh contractors and

subcontractors, conform(to procurement documents.

Met through reference to QARD Section 7, which commits to
Section 8 of NQA-1l Supplement 7S-1. Section 4.1.2 ensures
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7.2

that the requirement is applied to contractors and
subcontractors.

In addition, the QaPD, Section 7.2.5, &-d, and especially ¢,
address the SRP requirements.

"Organizational responsibilities are described for the
control of purchased items, services and software.®

Responsibilities for control o 1 ces,
and software are covered inimplementing procedures It
would be inappropriate to incG €sp ities in

the QAPD since they will be dependent on the specific
procurement. .

Procedures governing procurement of items or services
provide for: a: evaluation and selection of suppliers: (b)

obiechive evidence of alit ished by suppliers: (d

inspections and audits of suppliers’ activities, jtems,
services and softwere; and (d) receiving inspections.

a - Met in 7.2.2

b - Met in 7.2.5

c -~ Met in 7.2.3 and section 18 - supplier audits (The
QAPD takes exception to inspection since it states only
services will be procured)

.d = 2s noted above, the QAPD states only services will be

procured, therefore receiving inspection is not
applicable. '

e organizatio rovidin tens, materials, ecuipment

services, or software furnishes the following records to the
purchaser: :

Ro11
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a Documentation that jdentifies the procurement and the
specific procurement requirements met (e.g., codes, .
standards, and ecifications).

b Documentation identifying any procurement requirements
that have not been met.

c A description of those nonconformances from_ the
procurement reocuirements dispositioned "accept as is"
- or "repair."

a. -fhis requirement is met by ‘commitment to Section 7 f‘\

the QARD, which references NQA-1 Supplement 75-1. .- -—

\Bﬁcthmr1rfﬁTEE€_Supplement addresses this requirement
for C of C’s. It is not intended for this regquirement
to apply to all procurements (e.g., this requirement
would be cumbersome and would provide little or no
benefit for a direct support contract). Since
“rocurement document requirements are essentially
identified on a case by case basis, the QAPD allows the
flexibility for such a requirement to be invoked if it
is deermed appropriate for a specific procurement.

—

e —— —————— e & s e e

b and ¢ ,This requlrement is met by commitment to Section 7
‘Q2‘Eg:c$§§2L_¥Eish_22ferences.NQAql-Supplement_78—
1. ion ¢ of the Supplement addresses this
requirement.

7.5 Documents attesting to the acceptability of procured items
shall be sufficient to identify the specific reaquirements,
such as codes, standards, or specifications, met by the
purchased item, and retajined in the records storage

facilities fo etrievabil B necess

Requirement is specific to items -~ QAPD does not address
items

7.7 Suppliers’ certificates of conformance for ftems services
and _software are periodicallv evaluated by audits,
independent inspections, or tests to assure that they are
valid and the results documented. .
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This requirement is met by commitment to Section 7 of the ‘i:D

QARD, which references NQA-1 Supplement 7S-1. Section 8 of
-—addresses—this—requirenent.

In addition, QAPD Section 7.2.5 (d) requires evaluation of
contractor certificate of conformance to ensure validity and
documentation of results. Evaluations may take the form of
audit surveillance or review.

16.1 Procedures are established indicating that an effective

corrective action program has been established to assure
that conditions adverse to quality, such as failures,
malfunctions, deficiencies, deviations, nonconforming and
defective jtems, samples, procedures, and records sare
promptly identified and corrected. The OA organization
reviews and documents concurrence with the procedures.

QAPD Section 5.2 requires that the QA Manager review and
approve all QA Procedures, this would include procedures for
corrective action.

17.3 Inspection and test records contain the following,...

Inspection and test control requirements do not apply to the
M&O’s scope of work at this time.

17.7 "Suitable facilities for the storage and security of records
are described and used to vreclude deterijioration, damage,

loss and misuse of records.®

Section 17.6 of the QAPD requires the facility to be

described in procedur This is more appropriate than
viding an actual description at the QAPD level.

A trackin sten for audit dings is established to hel
assure at all findings are appropriate addressed
rioritized and trended.

The discussien of tracking system needs to be expanded to
address nprioritizationm




