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Disposition Of State, Tribe and NRC Comments on the OGR QA Plan
QACG Members (List Attached)

In Accordance with the Request during the QACG Meeting on July 22,
1987, enclosed is the listing of Disposition of State, Tribe, and NRC
U/ Comments on the OGR QA Plan, dated June 24, 1987.

Encl: As stated
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RECORD OF CORRESPONDENCE CONCURRENCE AND DISTRIBUTION
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SUBJECT: Disposition of State, Tribe, and NRC Comments on the OGR QA

Plan

FROM: K.G. Sommer, RW-24

U/ To: QACG Members (List Attached)
PC CODE: KS98 (MARIE ADAMS' IBM)
ORIGINATOR: Karl Sommer 6-1639
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M. E. Langston, RW-40
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United States Government Department of Energy

memorandum

OATE: June 24, 1987
REPLY TO
ATTN OF. RiW=-24

BUBJECT: DISPOSITION OF STATE, TRIBE AND NRC COMMENTS ON THE OGR QA PLAN

[ 4

To: STATE, TRIBE, AND NRC REPRESENTATIVES (LIST ATTACHED)

‘ Attached is a listing of all the comments we have received on the OGR
N~ QA Plan from the States, Tribes, and NRC. 2Also shown is the

' disposition of these comments that is being proposed. The
dispositions noted in the attachment have not yet been submitted to
OGR management for review or approval. Before having a management
review we would like to be sure that we have understood and properly
considered each of the comments received on the OGR QA Plan.

Please review the attached tabulation of comments to be sure that w2
have correctly stated your comments and that we have not overlooked
any. When we present our precposed dispositien to OGR management for
action, we want to be sure that all comments are accurately portrayed.
We also solicit your response to the dispositions we are proposing.
We want OGR management to know of any concerns you have with the wvay
we are proposing to handle your comments.

We look forwaré to hearing from you during the workshop at the QACG

L Meeting in July.

(ol VoFer

Carl Newton, Chairman

Quality Assurance Coordinating Group

Office of Geologic Repositories

Office of Civilian Radioactive
Waste Management



State, Tribal, and NRC Representatives to QACG

Mr. Allan V. Pinkham, Chairman
Nez Perce Tribal Executive cOmmittee_

- Box 350, Main Street

Lapwai, ID 83540

Mr. Elwood Patawa, Chairman
Board of Trustees

Umatilla Confederated Tribes
P. 0. Box 638

Pendleton, OR 97801

Mr. Melvin R. Sampson, Chairman
Yakima Tribal Council

Yakima Indian Nation

P. 0. Box 151

Toppenish, WA 98948

Mr. Terry Husseman

Program Director

Office of High-level Nuclear
Waste Management

Washington State Department
of Ecology, MS PV-ll

Olympia, WA 98504

Mr. Max S. Power

Washington State Institute for
Public Policy '

Science and Technology Project

The Evergreen State College

4111 Seminar Building TA-00

Olympia, WA 98505

Mr. Steve Frishman, Director
Nuclear Waste Program Office
Office of the Governor

201 E. l4th Street, Room 205
Austin, TX 78711



QACG Members

Pierre Saget

BWIP Project Office
DOE Richland
710 Jadwin Ave.
P. 0. Box 550
Richland, WA 89352

Jake Lefman

Battelle

Project Management Division
505 King Avenue

Columbus, OH 43201

E,

A. Patzer

- Battelle

Project Management Division
7000 South Adams Street
Willowbrook, Il 60521

Bud Kehew

Quality Assurance Manager

Repository Technology and
Transportation Division

9800 S. Cass Ave.

Argonne, IL 60439

Jerry Reese

U. S§. Dept. of Energy
SRPO

110 North 25 Mile Avenue
Hereford, TX 79045

Mike Flannigan

Project Manager and Energy Division
U.S. Dept. of Energy

9800 §. Cass Avenue

Argonne, IL 60439

Rodger Johnson

Rockwell Hanford Operations
Energy Systems Group
Rockwell International

P. 0. Box BOO

Richland, WA 99352

John Rinaldi

U.S. Dept. of Energy
2753 8. Highland Dr.
Las Vegas, NV 89109

Stan Klein

The Valley Bank Ctr.
101 Convention Ctr.
Suite 407

Drive

Las Vegas, NV 88109

Jim Blaylock

U.S. Dept. of Energy

Waste Management Project Ofc.
U. 8. Dept. of Energy

2753 8. Eighland Drive

Las Vegas, NV 89109

Clarence Williams

Battelle

Project Management Division
505 King Avenue

Columbus, OH 43201

Gary Faust

Roy F. Weston

955 L'Enfant Plaza
gth Floor

Washington, D.C. 20024
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Ms. Ruth Ann Storey
High-Level Nuclear Waste Office
355 West North Temple
Suite 330
Salt Lake City, Utah 84180-1203

Mr. Robert Loux, Jr.
Director

Nuclear Waste Project Office
Office of the Governor
Capitol Complex

Carson City, NV 89710

Mr. Hall Bohlinger

Assistant Administator Nuclear
Energy Division

P. O. Box 14690

Baton Rouge, LA 70898

Mr. John W. Green, Jr.

Executive Director

Department of Energy &
Transportation

214 Watkins Building

510 George Street

Jackson, MS 39202

Ms. Susan Zimmerman, Geologist
Nuclear Waste Program Office
Office of the Governor

P. O. Box 12428

Austin, TX 78711

Mr. James Reed :

Advisory Committee on Institutional
Government Relations

P. 0. Box 13206

Austin, TX 78711

Ms. Cheryl Runyon

National Conference of State legislatures
1050 17th Street

Suite 2100

Denver, CO BO0265



-

Mr. Carl Johnson

Nevada Nuclear Waste Storage
Investigation

State of Nevada

Capitol Complex

Carson City, NV 89710

Mr. Don Provost

Ofc. of High Level Nuclear Waste
Management

Department of Ecology

Mail stop P.V. =11

5820 Pacific Avenue

Olympia, WA 98504

Mr. Stephen S§. Hart

Council of Energy Resource Tribes
1580 Logan Street, Suite 400 °
Denver, CO 80203

Mr. Hal Aronson
Nuclear Waste Program
Yakima Indian Nation
$041 West Fair Avenue
Littleton, CO 80123

Mr. Robert Mooney

State of Washington

Dept. of Social & Health Services
Office of Radiation Protection
MS 1LE-13

Olympia, WA 98504

Mr. William Burke

Nuclear Waste Project Director
Unmatilla Confederated Tribes
P. O. Box 638

Pendleton, OR 97801

Mr. Ronald T. Ealfmoon

Nez Perce Ruclear Waste Program Manager
Nez Perce Indian Tribe

P. 0. Box 350, Main Street

Lapwai, ID 83540



Dennis Bechtel, Planning Coordinator
Clark County, Nevada

225 Bridger Street

Las Vegas, NV 88155

Robert Palm

Clark County, KNevada
225 Bridger Street
Las Vegas, NV 89155

Russel Jim

Yakima Tribal Council
Yakima Indian Nation
P. 0. Box 151
Toppenish, WQ 98948

.Bim Oliver

355 W. North Temple

#3 Triad Center, Suite 300

Salt Lake City, Utah 84180-1203

James Kennedy

U.S8. Nuclear Regulatory Commission
Division of Waste Management

Mail Stop 55-623

Washington, DC 20555



REVIEW OF

AND AFFECTED STATES

COMMENT 0GR OA hu® (0GR/B-3), AUGUST 1986 (
Comments Proposrd Disposition

NEVADA

1. Section 1, Page 2. MOA-1-1983 should be revised to' 1. To be Incorporated
NOA-1-1986,

2. Section 3, Page B. Figure 3.0 indicstes that the 2. To be Incorporated - Footnotes will be added
OCRM QA Mxnager 13 not a direct-1ing senagement to figure 3.0 clarifying soltd Vine and
Role to the Director of OCAM, It appears that the dotted Vine. Also, responsibility of
QA Manager 1s responsidle to the Director of Poltcy Director of Policy and Outreach will be
and Outresch who sy in fact evalvate the QA provided in text,

Managers job performance,

3. Section 3, Page 9. The organiratiom! structure 3. To be Incorporated - See #2 Above
does not provide the OGR QA Manager adequite access
to top mamagemsnt, This structure provides little
confidence that QA problems will be adequately
considered. ' .

4. Section 3, Page 12. Section 9.2.6.2 (a){11) should 4. To be Incorporated - A new Subsection to be
be revised to add "snd sffected States and Trides.® sadded to Section 3.8 describing Interaction
' between affected States and Tribes.

8. Section 3, Page 13. Section 3.2.6.2 (F) should be 8. WNot to be Incorporated - the new Section
revised to indicate that the quarterly and anmwal QA descrided in #4 adove wil) provide
Status Reports will be documents available to the avatlability of these documents to sffected
Pudlic. States and Tridbes. However, although they

are sveilable to the public also, It is
POE's position that OGR/B-3 is not the
appropriate place to state this.

8. Section 3, Page 15. Section 3.8.2 should be revised 6. To be incorporated - See #4 sbove.

to recognize the Yawfu) requirements of the DOE to
interact with affected States and Trides also. This
interaction should tnclude State/Tridel
participation in all Audits,

QA 9!0 "




review o 1C AYD AFFECTED STATES C

~ COMMENT OGR QA PLAR (OGR/B-3), AUGUST 1986 S
Comments froposed Nisposition
7. Section 4, Page 17. Section 4.2, In the development 7. Not to be Incorporated - Responsibility 1s
of QA Programs, who at DOE-HQ will be responsidle already covered in text, reference Section
for ensuring consistency between the project offices. . 3.2,6.2, Subsection d explains how this i3
accompl izhed.
8. Section 4, Page 21, Section 4.8, Affected States 8. To te Incorporated - Sn conment 4,

and Tribes and the NRC should be included in the
Tist of those sntities recelving Information.

9, Section B, Paae 24, Section §.3.2, Affected States 9. Yo be Incorporated - Ses Comments #4. Note,
and Tribes and the RRC should also be included for this Section explains Project Office
receipt of decuments Prom the project offices. submittals to MO-OGR.

10. Q1P 2.0, Page 2, Section 7.8, Retention period of 8 10. To be Incorporated - We agres, the Retention
yoears s imdesquate, given the Yong term Prame of ) mqod of 8§ years is to be re-evaluated.

the project. Hhat i3 the NRC position on Retention
period for non-technical QA Records?

This comment on the five yetr Retention period 1s
also applicadle to other QIPs which ident{fy Record
Retention fof five years.

11. OIP 16.0. The Corrective Action Report does not 11. To dbe Incorporated - Appendix A, Section B.6
1dentify the Corrective Action Plan and Schedule is to be revised to pravide for phen, 2s
required by Section 6.5 and the snalysis and well a3 how the Corrective Action wil) be
approval for that Plan and Schedule. How are completed. Wote that Section 6.8 does
comments on the Plan and Schedule resolved and by provide for the evaluation of the response
whom? for adequacy and time)iness,

12, QIF 18.3. Ihis Procedure requires that a technical 12. Not to be Incorporated - We agree that this
Specialist also be a tratned avditor. If in the 1s not required by any codes or standards,
Context of an sudit, a Technical Specislist 1s only . . however, it is HWQ-OGR's position that this
utilized to provide technical expertise to the sudit requirement be maintatned. A technical
team, then auditor training 43 not necessary. This specialist who 13 genuinely familiar with
requirement should be deleted, the entire audit process will be that much

more beneficial throughout the performance
of the audit.

oA 91 -2-




REVIEW OF (  AND AFFECTED STATES
(OGR/B-3), AUGUST 1986

d COMMENT 0GR QA

C.

Comments

Proposed Disposition

13,

14.

16,

Supplement 3, Page 6. Section 3.8, Retrieva) wilY
probadly occur because the Repository is not
performing as anticipated and the waste must be
removed before further envirorwental degradation
occurs. Items, enuipment, and activities necessary
for retrieva) may be quite different from

emplacement, and thus should be on a separste Q-Jist.

Supplement 7, Page 2, This office has commented In
the past that peer reviewers mist dbe independent of
both the technical work under review and the
organization performing the work. That comment {s
sti17 applicable to Section 8.0.

Supplement 8, Page 2. Section 5.0 recuires that
each project review and assion qnality levels to
items and activities., %Who at DOE-HQ wil) be
responsible for evaluating the consistency of
assigrments among the projects? Mhat criteria wil)
be used in that evaluation?

Supplement 8, Page 6. Section 5.2.2.2, It is our
understanding that any items or activities relsted
to radiological health snd safety should de Quality
Tevel 1. Items or sctivities with a potential
fmpact on occupational health and safsty, such as
OSHA and MSHA, could be constdered Quality Level 2,

Also, define those fleld and Laboratery

investigations considered under Quality Leve) 2. In

our view, most provide data for VYicensing the
Repository, thus should be considered Quality Level
1.

oA 9

-3~

-

Not be to Incorporated - while we agree that
the itews, stc. for retrisval may be
different from those of ewplacament, it is
MQ-0GR*'s position that the samnm criteria
w11l be used for Q-level classification for
both emplacement and retrieval (if
necessary). What's tsportant s that the

. assigning of Q-levels is accomplished

",

16,

consistently,

Wo. t6 be Incorporsted - It is MQ-OGR's
position that the reviewer be independent of
tho‘:.‘ort beling performed, not necessarily
indfpendent of the erganization. There is

"o requirement for this.

Mot to be Incorporated - WQ-OGR Review and
Approval of Project Office QA Plans and
spectific procedures for assigning Quality
Tevels is the method by which consistency
will be maintatned. Also, HQ Review of the
SCP wi1) ensure Q-1ist consistency.

Not to be Incorporated - By definition
Ouality Level 1 Items and Activities are
those that are directly {mportant to safety
or waste 1solation...As defined tn 10 CFR
€0, This section 1s in reference to those
Quality Leve) 2 items snd and Activities
that are neither fmportant to safety nor
waste isolation, however, are involved with
*protection Against Radiation® as {s
described under 10 CFR 20,




Rtvitu Of

n( " D AFFECTED STATES (
COMMENT 0GR QA PLAN (DGR/B-3), AUGUST 1986

Proposed Disposition "

17. Supplement 9, Page 2 Section 5.2, In our view the
independent reviews stated can only be accomplished
by appropriately qualified technical reviewsrs not
associated with DOE or its contractors.

JEXAS

1. a. on page viiy, the Reviston/change board refers
to CCBO/RCP mmbers B-119 and B-126, Now do

these documents realate to OGR/B-3 and DOE/RW-0098

b. Section 1.4, page 2. WOA-1-1983 Should be
revised to NOA-1-1986, How will this new
version affect the OGR QA Plan

Figure 3.1 The OCRM QA Manager is not In
direct-1ina to the Director OCAM

2. a.

b. Figure 3.2, the Organization Structure does not
pravide the 0GR QA Manager Adequate Access to
Top Management,

NN

7.

fiot be to Incorporated - The title of
Sestion 8,3.2 is "Ovality-Level 2%, We
sgree that some of these activities provide
data for Licensing-those will be considered
Quality Tevel 1, and are not covered here,
This Section deals with those lesser
Activities identified, as per definition, as
Guality Level 2,

Mot to be Incorporated - It is MQ-OGR's ' <
Position that an effective Review can be
sccomplished by Reviewers associated with
DOE. If the data generates controversy
among the Reviewers then provisions can be
made to initiate an independent Peer Review,
2. H-119 and P-126 are OGR interm) contro)
~eambers for the preparation snd approval
»f OGR Baseline Documents, See page vi{
vhich will reference you to DOE/RW-0068,

b. To be Incorporated - MQA-1-1986 will not
have any affect on OGR/B-S,

a. To be Incorporated - Footnotes will be (
added to figures 3.1 and 3.2 cYarifying
3014 1tne and dotted Vine,

b. To be Incorporated - See #2a above.




\ REVIEN OF

" 1) AFFECTED STATES (

COMMENT OGR QA ' (OGR/B-3), AUGUST 1¢ .6

Comments

Propesed Disposition

LB

7.

c. Hhat 1s the Relationship between the 0GR QA
Manager snd the OCI3M Manager, 1.e. who 18 In
charge of what?

Page 7: OGR Associate Director responsidilities
should incliude enturing adecuate staffing of QA
personne) in all arsas of the OCRM QA program

Section 3, Page 12, Section 3.2.6.2 (a) (19) should
be revised to add "and affacted States ad Trides.”

Section 3.3, Page 13, The Project Manager does not
have the degree of independence necessary to de
responsible for the GA Program and at the same time
be responsible for the {mplementation and execution
of the project. The PM may have the responsibility
for gstabhlishing the Program, however, its
imnlementation must be carried out does with a
proper level of independence,

Section 3.5.2, Page 18 should be expanded to Include
notice to and participation by affected States and
Trides

a. Section 4.2, Page 17. In the development of QA
programs, who will be responsible for ensuring
consistency between the project offices?

o9 8-

LD

7.

¢. Yo be Incorporated - The OCRWM QA Manager
13 responsible for the estadlistment and
overview of the pyerall OCRWM QA program
. policies snd requirements, while the 0GR
QA Manager 13 responsible for the OGR and
Related Project Office QA Program
requirements and Activities.

Not to be Incorporated - This responsidility
has been delegated. Reference Section 3.2.3
b.

To be Incorporated - A new Sudsection to be
added to Section 3.8 descriding Interaction
between affected States and Tribes. '

Not to be Incorporsted. The Project Mansger
i1s designated as having the pltimate
resnonsiblility for the fwplementation of the
QA progran. The implementing itself

ho Zser, 13 carried out by the QA
organization which does have a separate
reporting chain and degree of independence.

To be Incorporated - #4 adove,

2. The OGR QA Manager is responsibdle.
Refarence Section 3.2.6.2 Subsection 4
explains how this s sccomplished.




REVIEW OF n( ND AFFECTED STATES (
COMMENT OGR QA PLAN (OGR/B-3), AUGUST 1988 .

Comments

e

Proposed Disposition

€.

‘o. ...

N

Section 4.4, Page 21, This Section needs more
elaboration. How wil) mansgement perform these
sagessments? H111 additional guidance be issuved -
for the objectives and implementation of the
assesswents? :

Page 21, Section 4,3.2 (h): ho s responsidle
for verifying the QA programs for the various -
subcontractors? )

Page 21, Section 4.8: The affected Ststes and
Indian Tribes should be included 1In the 1ist of
those receiving information, along with POs,
contractors, and OCRWM,

Page 24, Section 5.3.2 (b): The affected States
and Indian Tribes should be included as
recipients of this information.

QIP 2.0 states "The procedurss mey be
approved...etc.® Section 6.1.2 states “The QA
Plan w111 be ...etc.” thy 13 the wording
4ifferent?

Q1P 2.0, Section 7: Retention Period of five
years 13 not long enough.

Q1P 2.0, Appendix A: The QA samn) evaluation
checklist does not require the reviewers to be
identified.

QIP 2.7, Section 7.1: Retention pertod of five
years is not long enough.
G-

c.

To be Inccrporated - He agree with your
coament, sdditional guidelines are under
development and wil) be forthcoming.

Utimately HQ is responsidle, however,
this authority has been delegated to the
Project Offices per Section 5.3.1.a.
Verification that the QA programs of
Contractors are sufficient s provided dy
the Review and Approval of their
plans/procedures, audits, surveillances,
ate.

To be Incorporated - See comment #4

To dbe Incorporated - See comment #4

To be Incorporsted - Section 6.2,.2 wil)
* ; revised to "wil) be...".

v
Yo be Incorporated - We agree, the

Rutention pertod of § years is to be
re-evaluated,

To be Incorporated - Appendix A will be
Revised to provide for identification of
the Reviewer,

To be Incorporated - See #9d above.

Y




REVITM OF AND AFFECTED STATES
COMMENT OGR QA ».<N (OGR/B-3), AUGUST 1986 ( .

Comments

&

Proposed Disposition

b. A} handouts and coples of visial atds used In
tratning sesstons should be Included in the
records. ',

11. a. QIP 8.0, Section 4,7.1: This Section has a
typographical error. The word "of*® has been
omitted.

b. Q1P 8.8, Section 2.1 Retention pertod of five
years 12 not long anough,

12. 8. QIP 16.0: Retention pertod of five years i3 not
Tong enouph.,

b. The Corrective Action Report form does not
require a sthedule for the completion of the
Corrective Action, The procedure in Section 6.8
does require a schedule.

13, QIPF 17.0, Section 4.8: As stated this could Yesd to
the destruction of some documents that are not
required at the five yesr period, but could possidly
be needed at some later date,

14, Q1P 18.0, 10.1, 18.2: Retention period of five
years 13 not long enough,

18. 2, 0OIPF 18.3: Procedure states that technical :
specialist must be 2 trained auditor Provision
should be made to allow technical persornel not
qualified as auditors to assist and observe the
sudit team. Term "Technica) observer® would
probably satisfy this.

N . -7~

b.

To be Incorporated - Section 7.1 of QIP
2.0 wi1) be revised to add 7.1.7 that
will add this material. WNote-only
materials that are feasible to be

" retatned as records will be. Such things

11. a.

b,
12, a.

12. b,

% -:!dm. etc. will not.
Yo dbe Incorporated.

-

To be Incorporsted - See #9b above
To be Incorporated. See #9b above.

To be Incorporated. Appendix A, Section
B.6 1s to be Revised to provide for when.
as well as, how the Corrective Action
w111 be completed. .

13 To be Incorporated. See #9% above.

14, To be Incorporated - See #9d above.

18. .

ot te de Incorporated - We agree that
s 13 not required by any codes or
Standards, however, 1t is NQ-OGR's
vosttion that this Requirement be
caintatned. A technical Specialist who
s gemuinely familiar with the entire
Audit Process will be that much more
beneficial throughout the Performance of
the Audit.




REVIEM OF AND AFFECTED STATES
COMMENT OGR QA PLAN (OGR/B-3), AUGUST 1986 ( .

Comments

Proposed Disposition

b.

c.

Is the term audit team leader synonomous with
Lead Auvditor?

Does the Lead Auditor Examination, as
administered hy DOE, fulf1?? the requirsments of
Section 6.1.8 for Auvditer qualification?

16. Supplement 2, Section 8,42 The first sentence Tacks
a verdb.

17. a.

QA 9Y

Supplrment 3, Page 1t The first sentence of the

first quote In the middle of the psge reads

*, .. important to safety pnot waste isolation”,
This should retd ®,..Nor waste isolation® to be
consistent with 10 CFR £0 and other NRC
regulations.

Page 8: A truly conservative approach at the
SCP design stage would be to include al) site

characterization sctivities on the Q Yist.

c.

fiote that the term Lead Auditor is not
referenced 1n this precedure. To answer
your question, however, yes an Audit Team
Leader may be synonomous with Lead
auditor. An Audit Team Lesder would have
to be certified as a Lead Auditor,
however, a certified Lead Auditor may be
participating tn an awdit in a capacity
other than Audit Team Leader.

heie 18 no "Lead Auditor examination®,
Th* current program requires that one
written exam be administered and this
exam Fulfilis the requirements of Section

-6.1.5. Based on additiona)

axperience/educatton/training, as
outlined in the procedure, one can become
certifted as "Audit Team Leader®,

16. To be Incorporated.

17. 2.

Yo be Incorporated,

ot to be Incorporated. Yes, this would
be truly conservative, however, not
practical. As is described in the text,
this decision will be dased on sound
technical Judgment.




REVIEW OF AND AFFECTED STATES
COMMENT OGR QA (OGR/B-3), AUGUST 1986 (

Comments Proposed Disposition

¢. Page &: Retrieval of waste cannot be considered c. Mot to be Incorporated - while we agree
to de Just the reversal of emplacement, that Retrieva) of waste cannot be
Therefore. items and sctivities necesssry for . : considersd to be jJust the reversal of
retrieval thould be on the Q-1ist separately. empliscement, it 1S HQ-0GR's position that

the same criteria v11) be used for
Q-Tevel classification for both
emplacement and retrieval (1f

. necessary). Hhat's important s that the
assigning of Q-levels is accomplished
consistently.

18. 8. Supplement 4t The 11st of records for tifetime 18 a. To be Incorporated - See comment »#9
storage should be expanded to include the 4
records commented on previously regarding the
five year retention Vimit.

b. Section 5.8 and 5.6: since no Ticensed B. Wot to ba Incorporsted - The intent .of

repository has aver been designed or tiils supplement 1s to estadlish overall
constructed, it is isproper to refer to 0GR Policy guidance. The Project Office
"typical® records. In addition, the presented- QA Programs wil) be required, as part of
1ists should 'not be constdered Yimiting, and a the program to identify the specific
statement to that effect should be included, records to be maintained and controlled.
The recognition of nonpermanent records and Eventuslly there will be "typical”
sti1) availadle® point ud esrlier comments adout records.
records retention time,
19. Supplement 8: Research is often a combined effort 19. Not to be Incorporated - Section 6.1V
by several people. This supplement fsplies that requires that documentation of expertiments
only one project notebook would be genersted. This and research be prepared using loghbooks
would not be the case where several groups develop (pVsral) or other suitadle means, It s not
input into a single report, The Activity Plans fwplted that only one notebook would be
developed and approved for esch activity will generated. The intent of this supplement is
satisfy many of the requirement of this supplement, to provide the mintmm requirements for
and perhaps the Activity Plans should dbe referenced oxperiment snd research documentation.
in the document. Detat) wil) be provided by the Project

Office Specific Implementing Procedures.

AN . -9-




REVIEW OF NRC \FFECTED STATES (
COMMENT OGR QA PLAN (OGR/B-3), AUGUST 1988 o
Comments Proposed fHisposition
20. a. Supplement 6, Section 4.1t  The term "adverse 20. a. To be Incorporated - change "have an

c.

d.

e.

X 1)

impact® needs elarification and "A quality
problam that potsesses generic traits,..” needs
better definition,

Section 4,2t Define the “various participants®,

Section 8.2: Does the Project QA Mamager of
each of fice have sufficient knowledge of the
overall program to be adle to determine quality
problems generic to all offices? The 0GR QA
Manager should be responsible for issuing
aeneric QAnS.

Define "fast relaying®. 1Is there a specific
Tength of time that correlates to this term?

Section 6.1: Mow will deteriorating aunlity

conditions be {dentified by the project
persomnel?

* -10-

sdverse tspact on® to "hinder the
progress of®; change "possesses generic
© traits applicadle” to "is common®.

b. ®various participants® - s defined as
#Q-0GR, the Project Offices and the
mmerous sajor contractoers involved in
the Repesitory Program,

C. MQ-0GR feels that the Project Office OA
Manager does have sufficlient knowledge of
the averall program, as & result of the
continuous interaction between the
Projects, .As is explained in this .
Section, the fast relaying of Information
between the Project Offices assures that
the QA Managers will be aware of the
overal) plcture,

4. "Fas< Ralaying® - can be interpreted as
meaning within one working day.

e. Detertorating quality conditions are
identified by Project Personmnel, as
descrided in Section 5.3 of this'
supplement, by regularly reporting to
their tsmediate supervisor. Section 4.8
of OGR/8B-3 also requires that Vines of
commmication between Project Offices and
thetir contractors be maintained for the
purpose of dissemimation of informatton
regarding significant auality problems,
And, also Project Office specific
teplementing Procedures deal with
identifying Quality prodlems,

»
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COMMENT OGR QA.. .AW (OGR/B-3), AUGUST 1986 ( .
Comments Proposed Disposition
f. In condition (d), define the term "remrkabdle f. To be Incorporated - Change "Remarkabdle

h.

experience/innovations®,

Section 6.2.2 (a): 1P "other means of
commnication® are used Por the *fast relaying
of QAfs, then there should be a requirement that
the formal written transmitta) of the QAA should
follom the Initia) commmication within some
definite time span, 4.0., 3 days.

Section 6,2.2 (d): tiho asstgns the uniaue
tracking/identification mmber to the QRA and,
Af 1t i3 done at the Project Office Yteve), how
will the different Project Offices keep track of
the muwbers used by different ofPices?

2). Supplement 7, Section 5.2: Peer review panels
should require the inclusion of at Yeast one person
independent OF DOL and its contractors.

22. a.

oA 9N

Supplement 8, page 1, Section 3: Define how the
term “economic considerstions® 4 wused iIn this
section.

Supptement 8: Assigrment of Quality tevels by
the different projects could lead to
inconsistencies between projects and affect the
decision process.

11~

oxperience/immovation® to *{mproved
development® '

9. To be Incorporated - Add last sentence to
6.2.2 (a) - "If initial coomumications is
sccomplished by any of these means, then
the formal written transmittal of the QAA
shall be initiated within 3 working days®.

h. The intent of this Section iz that each
Project Office maintatin thelr own
separate QAA Tracking Log, providing
uniqueness within each office.

21. Mot to be Incorporated - It s HQ-OGR's
position that the reviewer be independent of
the work being performed, not necessarily
independent of the orpganization. There {s
no requirement for this.

22. a. "Economic considerations® - 1s defined as
“cost”.

b. Cat to be Incorporated - N)-OGR Review
and Approva) of Project Office QA Pians
and Specific Procedures for assigning
Qualtity levels is the method dy which
consistency wil) be maintatned. Also, HQ
Review of the SCP will ensure Q-Vist
consistency.
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e

Comments

i

Proposed Disposition ‘“

C. Attactment B indicates that a1l records that
support Yicensing activities are Quality Leve!
7. Records such as qualification of persomnel, -
sudit findings, and corrective actions might be
part of the licensing activities, Therefore,
taking the conservative approach, these
documents thould have a constdersdle retention
period, it not Vifetisw.

d. Page B, Section 8,9,1,2: The statement that
sActivities covared under Quality Level
iInclude: ... site characterizstion.® implies
that all aspects of site charscterization sre
covered under this Tevel, Is this true?

e. Page 6§, Section 8.3.2,2: Definttion is needed
for which f1eld and 1adoratory investigations
are covered under (rmality Level 2. If these
fnvestigations have to do with site
characterization, shouldn't Quality level
appiy?

f. Hhy are items and sctivities with potential
impact on public and occupational health and
safety only Quality Leve) 2?7

23. Sunplement 9, Section 8.2: Independent review
panels should require at least one reviewer not
associated with DOE or 1ts contractors,

QA 9Y -12-

23,

€. To be Incorporated - See comment #9d.

d. Mo, a1 Activities (important to safety (
or waste isolation) essential to
sdequately characterize the site will be
Quality level V.,

‘@, Wot to be Incorporated - The title of

Sectton 5.3.2 413 "Quality levels 2%, We
sgree that some of these investigations
provide data for licensing-those will be
considered Quality level 1, and are not
covered here, This section deals with
those lesser activities identified, as
per definition, as Quality Level 2.

f. This section is in Reference to those (
Quality level) 2 ftems and activities that
are neither important to safety nor waste
jsolation, however, are involved with
*Protection Against Radiation” as is
described under 10 CFR 20,

WMot to be Incorporated - It is MQ-OGR's
position that an effective Review can be
sccomplished by Reviewers associated with
D0E. 1If the data generates controversy:
among the Reviewers then provisions can be
made to Initiate an independent Peer Review,




REVIEW /" NRC AND AFFECTED STATES

d.

LX)

to sccepted in the repository, the waste munt
have been processdd uvnder a QA program that
comlfes with 10 CFR 60, Subpart G, not the OGR
OA Pian.

Section 8.1.1: The OA program msst cosply with
10 CFR 60, Sudpart G, not to 19 CFR 60.2 which
does not even addriss any requirements,

[
Section 8.2(a): 1P the DOE MQ-OGR does not
intend to review the technica) procedures for
processing the waste, will audits of the program
include audits of the technical procedures and,
if the procedures i3 determined to breclude the
waste from being stcepted by the repository, how
will this be resolved?

Section B.4: Ofrect WNRC QA involvement is
required in regards to defense waste
facilities. DOE overview themselves 1s
unacceptable,

Supplement 12: THis supplement does not belong

in the QA PIzn, It 13 more of a policy
statement,

13-

COMMENT OGR PLAN (OGR/B-3), AUGUST 1986 ( .
Comments ' \ Proposed Cisposition
" 24, a. Supplement 11, Section 1.0: For waste that is 24, a. The waste producers QA program w111

comply with both. They will comly with

"~ JGR 1n the sense that their pregram will

C.

be subject to OGR overview. Their
program will require compliance with 10
CFR 60, subpart G, snd OGR HQ program
will verify this compliance (V.e.,
sudits).

Wot to be Incorporated - This Section
states that "safety and waste isolation®
is defined tn 10 CFR 60.2, not the QA
program,

Yes, audits of the probram will tnclude

+ sudits of the technica) procedures. If

28 a.

the procedures are determined to be
unacceptable and preclude waste from
being accepted, they would be required to
be revised untid) abproved.

The NRC has stated that DOE overview of
taste Producers QA Program may be
suffictent.

Concur. Per agreements reached in the
April 23, 1987 QACG Meeting, DOE wil)
is3ue a draft Policy Guidance Letter on
the subject of observers on DOE awdits.
This Yetter will be distributed for
review and comment.

o

1.
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COMMENT OGR QA PLAN (OGR/B-3), AUGUST 1986

Comments

Proposed Disposition

b,

.

oA N

Section 3.0: Does the one observer allowed mesn
one observer Prom each fnterested affected State
and Tribe, or one observer to be picked by DOE
4f more than one affected State and Tride sre
Interested in observing the audit?

Section 4.0: Define “cartified™ suditor®. To
our knowledge, thers 13 no defined requirements
for certification of auditors, only the
reqiirements Por certification of Lesd
Auditors. Nave there besn changes in the QA
training auditors as required by NQA-? or is
this just a requirement of DOE Por State and
Tribe observers? If suditors are now required
to de certified, does DOt plan to require thelr
own suditors to be re-trained in accordance with
these unknown requirements?

Does the DOE Lead Auditor training course
qualify as training, xnlification and
certification of an auvditor?

Section 5.1: Since this section reqrires 2) day
written notice for observer participstion In s
OO0t avdit, we would Yike the requirement that 30
days written notice of scheduling of sudits bde
given the affected States and Tribes,

-14-

b. See comment #2Sa.

C, Sees comment #285a,

d. See comment #25a.

e. See coment #23a.

tl\

<
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. o

Comments

>

-

Pronazed Disposition

f. This section also states that the observer be
tratned, qualified, and certified in accordance
with QIP 15.3. We would Vike the statement
changed to state "in sccordance with...QIP 18.93

or its equivalent,

Section 6.2! The documents sent to the sudit
ahserver should also include a Yist of the audit
team members.

h. Section £.2.2¢ How will possibly conflicting
comamts of the sudit chserver be resolved and

who wi1? be responzidle for the resolution?

HASHINGTOR

1. Organizationa} structure in regirds to who the QA

Managers report to s not sdequate,

The OA Plan does not address the issue of how many
US DOE QA persons should be on staff to overses
contractors., At Manford, for exsmple, there has
been an unacceptadle ratio of US DOE QA persons to
contractor QA persons.

2.

Section 2.3.1: The Mission Plan should provide an
informational basis sufficient to permit tnforwmed
dectistons, but recent US DOE decistons regerding a
second repository have severely reduced the valve of
the document.

2.

"

f. See comment #2Sa.

9. See comment #2%a.

fh. See comment #25a.

To be Incorporated - Footnotes will be added
to flgures 3.1 and 3.2 clarifying s0l1id Vine
and dotted Vine,

Not to be Incorporated - The OGR QA Plan is
not the document to impose such
requirsments. This subject is strictiy a
fanagement decision which is subject to many
factors.

ot to be Incorporated - There wil) be no
change to the OGR QA Pian concerning this
comment. The purpose of this section is to
reference the Mission Plan as a governing
document, not to evaluate its merit.
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QA PLAN (OGR/B-3), AUGUST 1986 .

COMMENT

Comments

Proposed Disposition

A,

6.

’.

9.

Section 3.1: The statement that the "0A manspement
fonctions responstbitities and suthorities Pfor OGR
have been assigned by the Director, DCRWM to the
Associate Director OGR" seems inconsistent with
figure 3.1. clarify.

Section 4.3.2.4: The DGR QX Mamager “overview*
funding for QA activities and identified
tnsufficient resources through the Licensing and QA
Branch Chief through the SLOA Division Directoer to
the Associate Director OGR. This sppesrs to
Mustrate our concern adout the level of QA
personne) within the USDOE organization. '

Section 4.3.2.0.9: Project Office QA Plans and
procedures should be sutwitted to the appropriate
states snd affected Indian Trides for their review
and comment,

Section 4.3.2.0.3: The appropriate state and
affected Indian Trides should be invited to
participste in project readiness reviews, The
invitation should tnclude early access to data.

Section 4.3.2.F.6: Results of surveillance
performed should also be reperted to the appropriste
states and affected Indian Tribes,

Section 4.6: 0GR QA Supplement #8 should be changed
to Indicate that states and affected Indian Tribes
111 be notified at the time significent anlity
problems are jdentified and again when resolved.
Stgnificent problem reporting and corrective action
records are a significant part of the record for NRC
1icensing and as such should become permanent
records.

oA 9 -16-

4.

7.

To bu Incorporated - Section 3.1 will be
revised to explain the delegation of NGR-0A_
Respoasibilities only by the OCRWM QA
Manager. He will retain 211 other OCRAM QA
Responsidilities,

Sea Comment 21 - This will clarify that OGR

QA Manager does have access to the Associate
Ofrector OGR.

To be Incorporsted - A new subsection to de

' added to Section 3.8 descriding Interaction

betwe-n affected States and Tribes,

Mot to be Incorporated - The OGR QA Plan s
an inappropriate place to address this
subject. This concern however, has been
brought to the attention of appropriate
OGR-HQ management.

To be Incorporated - See cosment #6.

ot to be Incorporated - Affected States and
Trides wil) not be notifted at the time of
significant quality problem identification,
however, appropriate documentation/reports
associated with such problems wil) be made
svailable. This wil) be explained in a new
section to the plian describing Interaction
between DOE and affected States and Tribes.

ry

=
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COMMENT OGR QA\. .AN (OGR/B-3), AUGUST 1948 (

Comments

.

Propossd Disposition

10.

Section 8.3.1: The project QA Plan snd/or
spplicadle QA administrative procedures should
describe a process for review and comment by .

appropriste states and affected Indian Tribes.

n.

Appendix A - Quality Assurance Mamual
Evalustion-Nandling, Storsge snd Shipping
Requirements for control of samples from collectton
of the sample snalysis should be established and
documentation for control of each sample must be
provided, .

Supplemental QA Requirements-Supplement No. 10

Appropriations have been approved to begin preliminary
design work on the Aanford siaste Vitrification Plant and
criteria are betng developed to determine which wastes
should be vitrified. Both activities require an
adequate QA progrsm, The supplement should be amended
at this time ta include Hanford wastes.

Supplemental QA Requirements - Supplemental Wo. 12

e question whether this supplement is appropriste.
Arditrarily Vimiting non-DOE cbservers to one
observer during esch audit cycle 13 contrary to the
MIPA because the states, trides and WRC have a
statutory role which allows participstion. USOOE
should substitute a process wheredy states, trides
and NRC are encoursged to cooperate on auvdits and
the audit team {s made up of the most highly
qualified personnel,

aa 9t

«l?-

10. To be Incorporated - See comment ¥6,

Not to be Incorporated - This stege will be
sddressed iIn specific Isplementing
Procedures and HQ OGR's Review and Approval
c? these procedures will provide
verification,

Wot to be Incorporated - We agree, however,
in our opintfon the Manford taste
vitrification Plant is 1n too early a phase
to be tncluded in Supplement 11 at this time,

Concur . Per agresments reached in the Apri)
23, 1527 QACG Meeting, OOF will issue a
draft Policy Guidance Letter on the subject
of obiervers on DOE audits. This Yetter
will be distriduted for review and conment.

Lo,
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CoMMENT GA PLAN (OGR/B-3), AUGUST 1986 .. .

Pro~osed Dispesition

1.

'R

oA N

The OGR Flan was written Prior to NRC's June 1986 ..°
draft generic technica) Positions (GTPs): '

2.) Qualification of axisting Data (Federa) Register
vol, 89, Wn. 128, po. 24483, July 3, 19886),

b.) Peer Revisw (sume reference s item 8)

€.) Items A& Activitins subject to 10 CFR 68 OA
Requirements (Faderal Register Vol. 81 81, WNo,
183, pg. 20643, August 8, 1986), The Plsn
{including supplements) should bde Revised to
Reflect thesa GTPS and differences noted and
Justiftied,

Include a 1ist of sbireviations used in the plan,

The Septenber 1984 version of the 0GR QA Plan stated
that the Associate Director OGR, has ultimate
responisidility for estadlishing and implementing an
effective QA program for the OGR svbprogram and for
verifying that Pield project offices have
established and are implementing effective QA
programs. The July 1986 version does not clearly
assign these responsidilities. Indicate (by position
title) who now has these responsiditities. (1.1)

Ssction 4.3.2.F of the OGR QA PIan addresses
participation of OGR QA in project office sudits of
"major contrsctors®. Clarify any differences
between “major contractors® used in 4.3.2.¢ and
"contractors” as defined in Section 1.4.) of the
plan. Specify the frequency of OGR audits., (1.4)

. '.....c.

ftot to be Incorporated - It is our
policy that draft GTPs not be referenced,
they are not reqirements that mrst be
complied with, However, when they ave
1ssued and Fina) wa will make any revisions
necessary to help improve the effectiveness
of our QA Program,

2. To be Incorporated.

LR

The OGR Associate Director retains these
Responsibilities - Section 3.2.1.a states
that he provides ayerall QA policy
suidence...to ensure gffective
imolementation of the OGR QA Program by all
projects. Section 3.2.1.c provides that he
*Auprove the QA Plans and procedures of
Project Offices®,

tajor contractors are those contractors
doing significant, Yarge amoumts of work on
2 project and say have the resources to
subcontract (4F necessary) some of that
work, There are also a nuwber of smaller
contractors doing a lesser amovnt of work.
The second part of your comment will be
{ncorporated - will be revised to require
that annual audits be performed on the
Project Offices.




: T WRC AND AFFECTED STATES
Cﬂiﬂ%vﬂ PLAN (OGR/B-3), AUGUST 1986 . ( .

indicates that OGR QA can stop, OF csuse to be
stopped, unsatisfactory work, through established
charmels,. The QA organizstion need not have
sutharity to step work i the individual to whom the
person responsible Por managing the QA program
reports has this authority. Describe how stop-work
requests are initiated and completed. (1.12)

Y1) ) -19-

Comments Propossd Disposition

8. Section 3.3 of the DGR OA Plan Indicates that the /S, To be Incorporated - This is axplained in
maniager of each operstions office has Yine the Project Charters - a Revision will be
management responiidility and accountadidity for i mnde to Reference these,
overall project tmplementstion. Clarify the - ‘
reporting relationship of the sanager of the
operation of fice snd the OGR. (!.7)

6. Clarify whether the OGR QA Memager i3 st the same or 6. To be Incorporated - Footnotes will be sdded
higher organization teve) as the highest 1ine to figure 3-2 clarifying soltd Vine and
mamger directly responsidle for performing dotted Vine,
activities affecting ality and i3 sufficlently
independent from cost and schedule. (1.10a) !

7. Section 3.2 of the 0GR OA plan indicates that each 7. The purpose of Section 3.2 of this Plan is
OGR Division and Branch wil) be responsidle for _ to descride the organizationa)
qnality schievemant and asturance of quality within " responsiditity for Quality Achievement and
thetir areas of responsidility. Clarify that the " Assurance. This is not the sppropriate
assurance of qmlity (or verification of conformance plaze to Include the subject of your
to estsdblished requirements) is sccomplished by comment. Plesse Reference Fig. 1.1 in the
individuals or group who do not have direct QRPR (DOE/IN-0032) which describes Quality
responstbility for performing the work being verification as including reviews, audits,
verified. snd surveillances. Within the OGR QA Plan

: each of these 13 discussed sepsrately, and
1t is here that it is documented that these
are accomplished by persomnel not directly
responsible for the work being verified,
Reference Supplement 2, Sections 5.3 and
5.4, snd Supplement 7, Section 8.2,

8. The Tast ftem in Section 3.4 of the OGR QA plen +. Yo be Incorporated - A QIP for stop work is

forthcoming that wil) explain these matters.
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Comments

Proposed Disposition

0.

Describe provisions for the resolution of disputes
involving auality arising from a difference of

opiniod between OGR QA personne) and other OGR e
persomel. (1.13) '

Section B of Supplement B addresses ratiomle for
attigning Quality Levels, Clarify whether these
rationals inctude system analyses and definition of
mmerical performence objectives and standards,
Justify why not 4Ff not. Identify items and
activities covered by the QA program. The staff
informdtion needs defined in the "0-List® GTP (See
comment 1.c for complete title) should be used as
guidance. 1If items and sctivities tmportant to
safety or waste isoistion as defined in 10 CFR 60.2
will be identifted in the project offices QA plans,
so state, (2.1)

Supplement 1:

a.) Section 1.0 of this supplement Indicates the
supplement applies to personns) performing or
verifying activities that affect quality,
Sections 2.0, 8.1, 8.2, 6.4, 8.4, 5.5, and 8.6
address personnel who perform activities
sffecting qnality, omitting personmnel who verify
sctivities affecting mnlity. Conversely, the
examples given in Section 3.0 are all
verifiers. Clarify that the entire supplement
applies to both doers and verifiers.

oA 91 -20-

9. To be Incorporated - Revision to dbe made to
QtP 16.0 Section 6.8.b sdding the provision
that disputes arising from a diffsrence of
odinion batween OGR QA persomnal and other
0GR persormnel will be elevated to the next
higher level of management,

10. Level ¥ ftems and Activities will De based
on direct sssessment of whether the
parformence objectives will be met st the LA
Design Stage as described in Section 3.2 of
supplement 3, Attachment A; and by
Engineering judgment at the SCP Design Stage
83 specified tn Sectfon 3.1, the reason
mwmerical stendards are not used at SCP
stage s because they are not avallshle to
the extent needed to make such evaluations.
Items and Activities tmportant to safety or
waste ¥solation wil) not be identified in
the Plan, they will be on the Q-Vist and
Quslity Activities List Respectively
(tentative at SCP, complete at LA Stage).

19. 8. To be Incorporated - Supplement to be
Revised to clarify that it applies to
both doers and verifiers,
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Comments

Proposed Disposition

b.) Section 1.0 of this supplement should be revised
to be consistent with the other supplements to

the 0GR QA Plan.

12. Supplament 23

2.) Section 4.1 of Supplament 2 states that overview
encompittes effectivensss assessments, technical
reviews, readiness reviews, audits, and

surveiliance. Section § of the supplement

should be exbinded to pddress esch of these
conponent parts of overviews,

b.) Section £.2 of this supplement should require
that overview proceduress include the criterta
for determining the sceeptadility of the QA

program doctmentation.

review should also be sddressed.

c.} Section £.3 of Supplement 2 requires
surveillance, The qnlificetion requiremmnts of
surveillance persomnel should de specified,

12. Supplement 2:

Timeiness of document

d.) Section £.4 af Supplement 2 addresses exterm)
sudits as part of the overview process.
that bath technical and QA prograsmatic sudits

AN

are perfarmed to:

Clarify

a2l

12. 8,

b,

C.

Ta be Incorporated - The following
sentence will be added to Section 1.0,
*The Requiraments in this supplement ave
to be used tn conjunction with the
requirements smbodied or referenced in
the governing QA plans and procedures.”

To be Incorporated - Section 8.0 to be
expanded to address each of the component
parts of overview,

ot to be Incorperated - As is described
in Section 4.3.2.0,1 of the QA Pian,
Reviews are performed in sccordance with
an estabVished procedurs. The timeliness
of » Review wi)) vary depending on the
program, It s OGR's position to make
every effort to sssure that a timely
Review 13 aceomplished.

Mot to be Incorporated - As is inferred
in Supplement ¥, Section 3.0,
Surveillance personnel wil) be
sufficiently Indoctrinated and Trained in
sccordance with this supplement,
Personne’ qualified for surveillances
will vary based on their specific
tratining as compared to the Surveiliance
beling performed.

To be Incorporated - Supplement to be
Revised to address points 1 and 2 of your
comment .,
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Comments

Proposed Disposition

1) Provide a comprehensive independent
verification and evaluation of procedures
and activities affecting mnlity,

2) Varify and svaluate suppliers QA m.'
procedurss, and sctivities,

e.) Audit tesms should be led by an appropriately
qelified and cortified tesd auditor from the QA
organization,

13. Supplesent 3:

8.) Prior Supplement 33 addressed the control of
sessuring and test equipment. ldentify where
within the OGR QA Plan these controls are now
specified.

b.) Section 5.0 of this supplement requires a
procure Por determining what is placed on each
project's Q-List. Clarify that ssch project’s
Q-List w111 be reviewed by HQ-0GR and submitted
to the WRC,

QA 9

% ¥ 8

Rot to be Incorporated - Audits will be
1¢d by qualified and certified lead
sudits as required by QIPF 18.0 and 18.4
However, it 1s not required that the Lead
Auditeor be from the QA organization, only
that he be independent of the work being
sudited,

ot to be Incorporated - Reference figure
4-) on page 18 of the OA Plan., It is
explained hers that the suthority for
this requirement has dbeen delegated.

Each Project Office Q-19st will be In the
SCP which is required to be reviewed by
DOE. At this time they will also be
provided to NRC for cosment.

N
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Comments

Proposed Disposition

c.) The Pirst paragraph of the summry of Attactment
A of this supplament refers to itess and
activities “tmportant to safety and waste foo
isolstion®. Change the "and” to "snd/or® or '
Justify not doing so, This sema paragraph
quotes Prom 3 prelisimary draft NRC document.
The quotation and paragraph should reflect the
draft GTP and should be rsvised per Comment 1,
ftem . For example, this section iIndicates
that only Q-1.1st 1tems and activities wil) be
subject to NRC Vicensing raview and oversight,
In addition to the Q-Listed {tams and sctivities
importsnt to safety and/or watte isolation,
other tems snd activities w111 be associated
with demonstrating that DOE meets al) of the 10
CFR Part 60 Licensing requirsments. for
exsapla, 10 CFR Part 20 requirements, which are
referenced in 10 CFR Part 60, will need to be
addrested in the License appiication. Although
these sdditiona) items and sctivities are not
covered by the 10 CFR 68 Subpart G QA
requirements (which spply only to items and
activities important to safety and/or important
to waste isolation), assurance measures are
needed to provide confidence that the
fequirements have been met. Certain sssurance
measures, suth as use of written procedures,
documentation of completed work, and monttoring
of radiation levels, are currently prescrided in
the regulations and, although not explicitly
stated as quality sssursnce requirements,
pravide a basis for demonstrating compliance
with the Yicensing requirements. Therefore,
these assurance messures are also subject to WRC
Licensing review and oversight. Modify this
section to clarify this point or Justify not
dotng so.

o9 -23-

t. To ba Incorporated - Changs to be made to
first paragraph, change "and* to
*and/or®, Section will also be modified
to clarify your point.

L.
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Propos'd Disposition

d.) The supplement on the Q-List states that DOE

will utilize an anmua? probadility valve of
m10-8 2t a Vimit for sccident scensrios for
1dentification of the Q-List, As noted in the
staff's Yetter to J. Knight, 00E, dated Merch 2,
1988, it 43 the staff’s position that credidle
Initisting events and sceidents should not be
bound by a specific probability valuve at this
stage of the repository program until DOE and
NRC have ngreed on the rationsle for such a
".‘t.

14, Supplesent 81

2.) Clarify the last sentence In Section 3.0 of this

supplement which states: Date,.. shall be
conducted,..”. Also, Prom the same sentence,
identify the “other applicable requirements
fdentified 4n the OGR QA Pian,” snd/or clerify
what these words mean,

b.) The aignmature of the experimmter and the

signature of a competent technical reviewer do
not appesr to be adequate for Quality Level 1t or
2 data, Clsrify.

15, Supplement 6:

8.) Prior Supplement 63 addressed the control of

AN

computer software. Identify where within the
OGR QA Plan these controls are now specified,

-24-

d. Not to be Incorporsted - At this point it
is MQ-OGR's position that this value Is
conservative and will be used unless
directed otherwise.

14. 8. To'be Incorporated -~ This section to be
revised to incorporste your comment.

Bb. Mot to be Incorporated - These signatures
are quite adequate for the documenting of
data results from experiments and
research. Additioma) requirements to
control the reliadbility of data generated
are contained in Supplement 9,

18. a. Wot to be Incorporated - will be
1dentified in the Project Office specific
procedure, in accordance with NQA-?,
Supplement 3S-1.
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Comments

Proposed Disposition

b.) The title of this supplement, *Quality Prodiem
Reporting:® Sections 2.0 and 5.3; and the QAR
format shown in Attachwment A of the supplement ..
are all limited to quality prodless and qnality:
problem reporting, Section 1.0, 4.2, 8.1, 8.2,
and 6.1 indicate that quality tsprovement s
also included in Subplement 6. Clarify the
suppiement to slisinate this inconsistency.

c.) This surplement needs to be edited to take care
of qastion t1ike the following:

1)  Are the rextirements of the supplement to
be used in conjunction with the
requirements spectified (or esbodied) or
referanced in the governing QA plans and
procedures?

2) Should "informetion® In the first sentence
be "tsprovement?®

3) Should the text always refer to
°sianificant auality prodless® and
"substantial quality program fwprovement?®
(Underines added)

4) Should "consequently® iIn 8,1 be
*subsequently® or, rather, should 4t be
deleted?

S) Section 5.2 refers to the "applicadle
femediate supervisor® and Section 5.3
refers to the “tsmediste supervisor®, Do
these supervisors have sny responsibilities
that should be listed in Section §.0?

oA 9 -28-

)

b. 2larification to be made to eliminate
this tnconsistency and include auality
improvement.

C. 1) To be Incorporated - Section
1.0 70 be revised to sate this.

To be Incorporated - "information” 13 the

correct word, however, sentence will be
revised to to clarify this.

ot to be Incorporated - Yes, the
documentation required per this Supplement
13 not necessary for minor or "one time*
occurrences.

Corment not applicadle - Supplement 6, Draft
3, Nov. 1986, Section 8.1 has deleted the
word consequently.

’

ot to be Incorporated - The supervisors
referenced here do not have any
reszonsidbilities in relation to the
requirements of this supplement.

©
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Conments

. Proposed Disposition

8) then there 13 no need to ixpedite, does the
telephone requirsment of Section £.2 still
apply? '

7) On the OAA form, does the "RECIPIENT
ACTION" require feeddack?

#) " Are no signmtures required on the forwm?

16. Supplement 7:

2.) ™his suppiement, being issued prior to fssuve of

the GTP on peer review, should be revised to
reflect the GTP, (See Cosment 1, item b), For
exssple, the deftnition of peer review in
Section 4.1 of Supplement 7 references the NRC
QA Review Pisn, Appendix A, Section 3.8, It
would be preferable to refsrence WRC's draft GTP
on pesr review, As noted In the definition of
pesr review in the draft GTP, the definitions in
Section 4 of this supplement should point out
that peer reviews confirm (validate) the
sdequacy of work whereas technica) reviews
verify conformmnce to predeterwined
requirements. The emphasis (underlining) on
data that "go beyond the existing state of the
art® should be removed a3 the definition is
revised to reflect the draft GTP. Sectton IV.}
of the draft GTP addresses the applicadility of
peer reviews,

b.) The records required by Section 8.4 of the

o9

supplement should include objective evidence of
the independence of the reviewers. Sectton
IV.3.b of the draft GTP discusses reviewer
tndependence.

«26-

6) Per this supplement, "fast relaying® of QAA
Informtion 13 required. If there Vs no
need to expedite then It is not a QAA
condition,

7) "Re:ipient Action™ on the QAA form does not
require feeddack. :

8) To be Incorporated - Form to be revised to
provide for signature of preparer.

16 a. Mot to be Incorporsted - See comment #1,

b. To be Incorporated - form to be provided,

signed by the Reviewer stating that he is .

independent of performing the work that
the Review was covering.
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Comments

Proposed Disposition

17. Supplement 8:

2.) Section 6.1, of Supplement 8 indicates that, -,
once A qality level is selected, further :
gsrading shall be sccomplished by technical and
qrality system personne) working as teams.
Ciarify who (by position title) 1s responsible
for Selecting quality levels, As noted, Section
8.1.1 refers to "qunlity systew” personnel.
Clarify thet these are "gnlity assurance
system™ pertonne) as they are referred to in
Section l-l.!.

b.) The st of OCR QA Flan Supplements on page 2 of
Attactment A needs to be updated to reflect the
Tatest supplement titles.

18, Supplement 9:

a.) This subplement being {ssued prior to the GTPs
on peer review and qualification of existing
data, should be revised to reflect these GIPs.
(See Comment ), ftems a and b),

b.) Section 3.0 of Supplement 9 sddresses the scope
of the supplement. Its scope should be extended
to data collected prior to WRC acceptance of the
QA program description under which the data were
collected and NRC verification of acceptable
tsplementation of the program.

c.) Section 8.2.1 of the supplement should include
the qualifications of the original investigator
a2s part of the documentation made sveilable to
the reviewers.

LAY -27-

". ..

To be Incorporated - Section 5.1.1 to be
revised to indicate "quality assurance
system® persomnel. However, 1t will not
be clarified here as to wha is
responsible for selecting mmlity
savels, This is covered in specific

B implement ing procedures.

o

!

". ..

To be Incorporated

Mot to be Incorporated - See Comment #1.

Wot to bde Incorporated - Anv/all
Corrective Action required to resolve NRC
comments or findings on the OGR QA
Program will have to address, in part,
the ispact on al) work performed to date.

To be Incorporated - Section 5.2.1 to be
revised to include qualifications of the
original investigator as part of the
documentation made availadle to the
Reviewers,
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Comments Proposed Disposition

d.) The 1ist of documentation in Section 8.2.%1 of d. Mot to be Incorporated - the Yist of
this supplement should include the 1ist in documentation in Section 5.2.1 (non
Section 5.3.1, “ ' Journal) s not applicadle to Journal

" ’ date 83 defined in Section d.c.

e.) The written reports required by S~-**: - " * » " @. To be Incorporsted - Revision to de mede
and £.3.2 of the supplament s . to include the qnlifications of
qualifications of the reviewers and objective ) Reviewsrs. Objective evidence will
evidence of their independence. consist of a form, Signed dy the

Reviewer, stating that he is independent
of performing the work that the Review s
covering.

f.) Although most definitions of QA Indicate that QC {. To dbe Incorporated - Revision to be made
13 a subset of QA, Section 5.2.2(d) would be " to provide for your cosment,
sore clear if it requires a description of the )
*quality control/quality assursnce methods®
rather than a deteription of Just the "OA
methods®. Instead of a description of such
mathods that “may have been used,” §.2.2(4)
should require a description of such methods
that "were used®, (bdjective svidence of the use
of such quality controV/quality assurance should
be availadle.

=

9.) A better description should be provided of the #. Not to be Incorporated - This w11 be
quiification requiremmts of the reviewers in cavered in Project Specific Procedures as
Ssction 5.4 of the supplement. The supplement s required by Section 8.1,
should indicate any allowable and/or any
prohidbited reporting retationships of these
independence i3 given in Section 3 of the GTP on

* peer review, (See Comment 1, item b),

oA 91 -28-
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_ Proposed 3‘}0081“?! Cre

1

QAN

9. Supplement 11:

The Yimited oversight role of the RRC for _
defense wastes detcrided in this supplemnt s 2 ..
concern expresssd previousty by the staff (see

the Decamber 11, 1986 minutes from meeting with
DOE on the Dsfense Waste Processing Facility,
DWPF), Further DOE/NRC discussions are

necessary to develop an acceptadle approszch for
WRC oversight.

-29-

.

g

sl '
19. Concur, At the conclusion of DOE/NRC

discussions on this satter Supplement 11
. will be asmended accordingly.




