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,Mr. Robert R. Loux, Executive Director
- Agency for Nuclear Projects =~ =~ - .
- Nuclear Waste Project Office

'~ Capitol Complex

Carson City, Nevada 89710

Dear Mr. Loux:

‘Thank you for your review of our Quality Assurance Plan and for

the comments in your letter of December 4, 1986. We appreciate

‘--your careful review and your interest in our program. We are
. currently evaluating your comments to see what changes we -.can
- make to our QA program to strengthen and improve it.<:

"iAt the Quality Assurance Coordinating Group Meeting, which isi*
~ being held on January 29, 1987 in Las Vegas, we plan to address

verbally the major comments ‘you and the other States have made.
We will also be happy to answer any questions you or your

~-representatives may have and to discuss our response. A written

response for each of the comments in your letter of December 4,
1986 will also be provided to you.,

"We have enclosed, for your information, a copy of the comments we

received from the State of Texas and those from the State of

-Washington. We have not yet received comments from the Nuclear
' Regulatory Commission (NRC), but will supply you with a copy when we

receive them. . The NRC comments are expected shortly.

‘Thanks again for your review and comments._ I look forward to seeing '

you at the QACG meeting.

Sincerely,A

Sl e

'Stephen H. Kale
 Assoclate Director for
- Geologic Repositories
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OFFICE OF THE GOVERNOR
MARK WHITE R STATE CAPITOL
GOVERNOR AUSTIN, TEXAS 78711-2428

November 21, 1986

Mr. Car]l Newton, RW-24
OGR QA Manager

U.S. Department of Energy
Washington, D.C. 20585

—
Dear Carl:

Attached are the State of Texas comments on the OGR QA Plan and {ts
supplements. Thank you for the opportunity to review and comment on this
document. Please give these comments serious consideration in any revision
of the QA Plan.

Sincerely,
ﬂw W G
Susan W. Zimmerman, Geologist
o Nuclear Waste Programs Office
SWZ:dp . ;“

attachments



State of Texas Comments on 0GR QA Plan for

High-Level Waste Repositories

Comment. 1

On page viif, the Revision/Change Board refers to CCBD/BCP numbers B-119 and
B-126. How do these documents relate to OGR/B-3 and DOE/RW-0095?

Page 2, Section 1.4: This section states that NQA-1-1983 definftions apply. It
fs our understanding that NQA-1-1986 will be invoked in the new QA specifica-
tfons, How will this new version of NQA-1-1986 affect the OGR QA plan?

Comment é

Figure 3.1: The organizationa} position of the Office of Civilian Radiocactive
Waste Management (OCRWM) Quality Assurance Manager is not in direct line to the
Director of OCRWM, The fact that‘the QA Manager answers to the Director of Policy
and Outreach (who answers to ‘the Director of OCRWM) does not provide adequate

access to top management, ..

Figure 3.2: The same inadequate organizational structure exists in the Office of
Geologic Repositories (OGR) matrix. The OGR QA Manager answers to the Chief of
Licensing and QA Branch, who reports to the Director of Siting, Licensing, and
Quality Assurance, who reports to the Associate Director of OGR. This structure

does not provide adequate access to top management.

What is the relationship between the OGR QA Manager and the OCRWM QA Manager,

f.e., who 1s in charge of what?

-e
-«



Comment 3

Page 7: OGR Associate Director responsibilities should include ensuring adequate

staffing of QA personnel in all areas of the OCRWM QA program.

Comment 4

On page 12, Section 3.2.6.2(a)(i1) should read “Coordinating the QA programs of
the project offices and providing interface with federal regulatory agencfes

and appropriate agencies of affected States and Tribes.

Comment &

Page 13, Section 3.3: The Project Manager does not have the degree of indepen-
dence necessary to be responsible for the QA program and at the same time be
responsible for the implementation andlgxecution of the projecf. The PM may have

the responsibility for estabiishing the program, however, its implementation must

be carried out with a proper level of independence.

Comment 6

Section 3.5.2 should be expanded to include notice to and participation by
affected States and Tribes.



‘ Comment 7

© Page 17, Section 4.2: Tne deve]opment of different QA programs by the various
;fdivisions and projects couid resuit in substantiai inconsistencies in QA app]ica.
_tion. This couid affect the impiementation or decisions in the future when | __»""i

fi»sinﬂiar activities are being carried out hy different organizations with OCRHM

;>fPage721 fSection 4, 4: This section needs more eiaboration, detail. How wili

management perform these assessments? Niii additionai guidance be 1ssued for the

~obJectives and inpienentation of the assessments?

" Comment 8

- Page 21, Sectfon 4.3. 2._ Who s responsible for Qerifyingfthe:QA'orograms for the

various subcontractors? '

,'?age'Zl; Section 4,5: The affected-Stetes and:indian tribes should be included in
~the 1ist of those recefving information, along with POs, contractors. and OCRHH.

Page 24, Section 5.3.2(b): The affected states ‘and Indian tribes shouid be

included in recipients of this information.



o QIP 2 0, Section 6 2 2. This section states that “The procedures g@x be.

, Approved. Approved with comment, or Disapproved“ Section 6.1.2 states the statusv
. _of ‘the: QA Plan uill be approved, approved with comment, or disapproved. why is

S the wording different?

Section 7 states that records of Headquarters reviews of Projects plans and
| procedures are nonpermanent. “This means they must be retained for only five
years. These records may provide vaiuabie insight for future revisions to plans

;and procedures and shouid be kept for a ionger period of time.,'

“The Quality Assurance manual Evaiuation Checklist does not require the reviewers -

 to be identified.

Comment 10

Q1P 2.1, Section 7. 1°i Records of training activities are considered to be nonper-f.i

-~ .manent (minimum five year retention) This retention period is inadequate.

considering the time scaie of the proJect.

A hendouts end/copies of visuoi aids used in‘trainingvsessions should be

* {ncluded in the records.
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vaIP 18.0: Records of audits are required to be maintained for 2 nﬂnimum of five : TR

" ]years.‘ This is an inadequate time Span. Same omment for QIP 18 1 and 18 2.' .{Vsu
| fuComment 15
iiﬂlP 18‘3~; This procedure states that the Technical Specialist must be a trained

: fauditor. A provision shouid be made to allow technica1 personne1 not quaiified 2s ”:,fVV

| :»1auditors to- assist and observe the audit team., The term “technical observer

. would probabiy satisfy this need. o

ﬁ_ls the term Audit Team Leader synonymous with the term Lead Auditor for this;QA:_j.ff“j“
program? T e

Does the Lead Auditor exanﬁnation. as adnﬂnistered by DOE. fUIfA the N
i requirements of Section 6.1.5 for auditor qualification? -

-

Comment 16

'Suppiement‘i. Section 5.4:  The first sentence lacks a,uerb.



'<~Supplement 3. page 1° The first sentence of the first quote in the ndddle of the'
page reads “;s.important to safety not waste isolation . This should probably

read 'important to safety nor waste isolation._ This entire document should

. ,maintain consistent statement referencing the definition in 10 CFR 60 and other :

- NRC regulations.

V‘QTPage - H A truly conservative approach at the SCP design stage would be to include -

V;;}all site characterization activities on the Q-list..

'lfsPage 6° Retrieval of the waste cannot be- considered to be just the reversal of

| the emplacement procedure. If the waste needs to be retrieved then that could

K h {fmply that the repository is: not functioning properly and there is the possibility. .

“f of contamination.. In this case. which s a very viable scenario. the items and

: activities needed for. retrieval would be far different than the ones needed for -
the emplacement. Therefore. tems and activities necessary for retrieval should

"be on’ the Q-list separately from the itens and activities for waste enplacement.

-

- Comment 18

Supplement 4: The list of records for lifetime storage should be expanded to
include the records commented on previously regarding the five year retention

1imit. .




-8-

Section 5.5 and 5.6: Since no licensed repository has ever been designed or
constructed, it is improper to refer to “typical" records. In addition, the
presented 1ists should not be considered limiting, and a statement to that effect
should be included. The recognition of nonpermanent records “and still available"

points up earlier comments about records retention time.

Comment 19

Supplement 5: Research is often a combined effort by several people. This
supplement 1mp11e§ that only one project notebook would be generated. This would
not be the case where severel groups develop input into a single report. The
Activity Plans developed and approved for each activity will satisfy many of the
requirements of this supplemeqt, and perhaps the Activity Plans should be

referenced 1n the document.

ap N

Comment 20 .

-

Supplement 6: Section 4.1: The term "adverse impact® needs clarification and “a

quaiity problem that possesses generic traits ..." needs better definition.
Section 4.2: Define the "various participants”.

Section 5.2: Does the Project QA Manager of each office have sufficient knowledge
of the overall program to be able to determine quality problems generic to all

offices? The OGR QA Manager should be responsible for 1ssuing generic QAs.
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ﬁgf;Define “fast reiayingv,

‘ i'Section 6. 1., How wi11 deteriorating quality conditions be identified hy the

“irs '°J€Ct perSOnnei? ‘injik

»':h!n condition-(d);_define;the»term;“remarkeble'experience/innovetions';

- : Section 6 2 Z(a) . If other means of communication are used for the “fast

'ﬁrelaying of QAAs. then there shou\d be a: requirement that formal written -
transmitta1 of the OAA should foilow the initiai communication within some

(‘definite time span. such as 3 days. C

_Section 6 2. Z(d) Who assigns the unique tracking/identification number to the
',,OAA end. if it is done at the Project Office levei “how will the different Project ;’
Offices keep track of the numbers ‘used hy the different offices?

. e o
.

Comment 21 -

Supplement 7, page 2, Section 5 2. Peer review panels should require the

inclusion of at 1east one person independent of DOE and its contractors. i

15 there 8 specific length of tine that correlates to -



";LSUDPIement Sslpagéfli:sectionpS: Definefhphfthe'term “economic;coﬂsideratidnsulfs
used p‘in"thi_s secﬁon. R - o oo

’ “-Supplement 8- Assignment of Ouality Leveis hy the different projects could iead

to inconsistencies between projects and affect the decision process._

5‘{ Attachment B indicates that all records that support licensing activities are

”Ouality Level 1.- Records such as quaiification of personnei. audit findings. and,p

L vcorrective actions nﬁght be part of the’ iicensing activities. Therefore. taking o

o the conservative approach, these documents should have a considerabie retention

_period, if not 1ifetime.

Page . 5. Section 5 3. 1 2 The statement that ”Activities covered under Quality
| Level 1 include. coe site characterization.‘ imp]ies that all aspects of site

~‘characterization are covered under this level. Is this true?

- ~ .,
: )

.Page 6, Section 5. 3 2.2: Definition is needed for which field and laboratory ,;
investigations are covered under Ouality Level 2. If these investigations have to

do with site characteriaation. shouidn‘t Ouality Level 1 appiy?

.th are items and activities with potentia] impact on gub]ic and occupationai

: i,heaith and safety only Oulity Level 27



Comment 23

Supplement 9, page 2, Section 5.2: Independent review panels should require at

Teast one reviewer not associated with DOE or it contractors.

Section 7 states that records of Headquarters reviews of Pfojects' plans and
procedures are nonpermanent. This means they must be retained for only five
years. These records may provide valuable insight for future revisions to plans

and procedures and should be kept for & longer period of time.

The Quality Assurance manual Evaluation Checklist does not require the reviewers

to be {dentified.

Comment 24

Supplement 11, Sectfon 1.0: For waste that is to be accepted in the repository,
the waste must have been proéessed under a2 QA program that complies with 10 CFR '
60, Subpart G, not the OGR QA Plan., -

-

Section 5.1.1: The QA Program must comply with 10 CFR 60, Subpart G, not to 10

CFR 60.2 which does not even adderss any requirements.

Sectfon 5.2(a): If the DOE HQ-OGR does not intend to review the technical
procedures for processing the waste, will audits of the program include audits of
the technical procedures and, if the procedures are determined to preclude the

waste from being accepted by the repository, how will this be resolved?



A "1Section 5.4z The NRC must be able to determine that the waste form from the
~7f_defense fac111t1es thl be acceptable by and compat1b1e with the repository., This :51
can only be achieved by active NRC QA oversight of the defense waste faci11t1es,

':fnot by depending on the DOE to overview themselves. Th1s sectton states that the o

" DOE HO-0GR will advise the NRC about the adequacy and 1mp1ementation of the OA
| programs at the defense waste facilities, but it does not mention how often this
e ,will be done.v W111 there be only one report to cover the ent1re 1ength of the _"'

“program? This is unacceptabie.

'slf this report is 1ssued;‘affected15tates and Tribes should be allowed reviewvand}

: comment on the report.

. Comment 25
Supplement 12° Thts supplement does not belong tn the QA Plan. Itvis-more»of a

o poiicy stotement. r‘h R 'h:r-

Section 3.0: Does the one observer allowed mean one observer from each 1nterested :
"affected State and Tribe. or one observer to be picked by DOE 1f more than one :

affected State and Tribe are interested in observing the audit?

. Section 4.0: Deftne"certtfted auditor . To our knowledge. there is no defined

| [reQutrements for certification of auditors, only the requirements for

 certification of Lead Auditors. Have there been changes fn the. QA training. of



':Tribe observers? lf auditors are now’ required to be certified. does DOE plan to |

require their oW auditors to be reutrained in accordance with these unknown

:i.,"‘requirements?

Does the DOE Lead Auditor training course quality as training, qualification andi°‘fj.l?f

) certification of -an auditor?

"2~Section 5.1z - Since this section requires 21 day written notice for- observer
7f'participation in a DOE audit. we would like the requirement that 30 days written
7rfnotice of scheduling of audits be given the affected States and Tribes.

' This section also states that the observer be. trained, qualified, and certified in
'ovaccordance with QlP 18. 3.- We would like ‘the statement changed to state “in o

. -accordance with ces OIP 18.3 or. its equivalent .

- -

&

- of the audit team members. e

Section 8.2 The documents sent to the audit observer should also include a list,

Section 6.2.2: How will possibly conflicting comments of the audit observer be

- resolved and who will be responsible for the resolution?
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| - November20,1986

~ Ben Rﬁsche,‘Di‘rcétOrf:’,‘4 R
~ Office of Civilian Radioactive

. US. Department of Energy B -
1000 Independence Avenue -\ S
- Washington, D.C. 20585 '

Dear Mr. Ru;éhe: o

. The state of Washington appreciates the opportunity to comment on the Office of Civilian
" Radioactive Waste' Management (OCRWM), Office of Geologic Repositories (OGR) = e

*Quality Assurance Plan for High-Level Radioactive Waste Repositories®, - Earlier state of =
Washington comménts on quality assurance issues were included as 8 part of our submit-

_7 - tals on the Site Characterization Report, the General Guidelines for the Recommendation
- of Sites for Nuclear Repositories, the Mission Plan, and the Environmental Assessment. In

cach submittal we expressed concerns about the quality assurance function within the US..

" Department of Encrgy organization. In each submittal we expressed a concern about the

" fack of an adequate quality assurance program. Recent stop work orders at Hanford and
~-Yucca Mountain again illustrated the need for & strong, independent, and accountable
quality assurance programs. o : : o <

It appears the writers of the currently issued version of the OGR Quality Assurance Plan T
were not aware of our carlier comments and comments made during Quality Assurance -
‘Coordinating Group (QAG) meetings. In our opinion, the current version must be revised -

to reflect our positions on scveral significant arcas. — - :

Our comments are divided into general comments on organization, accountability, inde-
pendence, and matrix management, plus detailed comments on specific sections of the
plan. L » e _ , . ) S

Previous state of Washington comments have emphasized the need for organizationally .

- recognizing the importance of quality assurance. As a minimum, the OCRWM Quality
Assurance Manager should report directly to the OCRWM Director, the OGR Quality

. Assurance Manager should report directly to the OGR Associate Director, and the each
field site quality assurance manager should report directly to the field site project man-
ager. - Each quality assurance manager must be fully accountable for appropriate func- -
tions, be independent of project cost end schedule considerations, and report directly to

- one boss. . S oo : : ‘

The OCRWM organization chart indicates the OCRWM QA Manager reporting directly
(solid lin€) to the Office of Policy and Outreach Director, with an uncxplained dotted
line to the OCRWM Director. The OGR organization chart indicates the OGR QA Man-
ager reports directly to the Licensing and QA Branch Chief, who reports to the Siting,

665987
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" November 20, 19867 .~ L
S Page2 oo

Licensing and Qhéiitj_ Assurance Division ,Dircctdx; who reports to the OG_giASsécia't‘e
Director, who reports to the OGR Associate Director. The chart shows unexplained dotted

" Iines from the QA Manager to the OGR Associate Director and the OCRWM QA Manager.

- “This leads one to conclude that the OGR QA Manager has three bosses. This is the classic
. case of matrix management, where the QA Manager does not report to one boss and can- .
- not be accountable for the QA function. The person reporting directly to the OGR Asso- -~
" ciate Director has responsibility for siting and licensing, plus the quality assurance func-
- tion.” This person is, therefore, not independent of projects and costs and schedule.

Figure 3-3 shows the Basalt Site Richland OﬁeraiibnS.Ofﬂcc (BWIP) with program'/projc_cf |

.. ‘responsibilitics and reporting directly to the Office of Geologic Repositories v .
- (headquarters). ‘The Department of Energy Richland Operations Office shows the BWIP

. Project Manager reporting directly to the Richland Operations Manager. This is another. ‘ 

e ‘example of the project manager working for two bosses. In the past, the BWIP Project -

‘Manager-has been on extended "special assignments” for the Operations Office. Onseve

n eral occasions, the QA Manager temporarily sat in for the project manager while the pro- o
- :ject-manageér was on special assignment. ~During this period, the QA Manager was clearly

" esponsible for BWIP costs and schedules. - The Quality Assurance Plan must address this

" “issu¢ in more detail.

' The OGR QA plan does not address the ssués of how many USDOE QA persons should be

S ‘on staff to oversee contractors. At Hanford there has been 8 unacceptable ratio of

- -should specify an appropriate ratio.

USDOE QA persons to contractor QA persoas. 'USDOE is accountable for the quality of . .~
. “work and must provide an adequate number of USDOE quality assusance persons to -
..ensure quality.. Recent Hanford QA problems and the resulting stop work orders at
- Hanford illustrate the problem. The OGR QA plan should discuss this issuc and the plan .

" Specific comments are as follows:

'2.3.1 -© The Mission Plan shouid providc an informational basis sufficient to permit
.. informed decisions, but recent USDOE decisions regarding & second repository
have severely reduced the val_ue of the document. ’ : :

R | ‘ ~ The statement that thc"QA managcmciit functions responsibilitics and authofio :
-~ ties for OGR have been assigned by the Director, OCRWM to the Associate

Director OGR" scems inconsistent with figure 3.1.

4.3.2.d The OGR QA Manager "overview® funding for QA activities and identified
: insufficient resources through the Licensing and QA Branch Chief through the
SLQA Division Director to the Associate Director OGR. This appears to illus-
trate our concern about the fevel of QA personnel within the USDOE organiza-
tion. . . : : oL
4.3.2.e.1 Project office QA plans and procedures should be submitted to the appropriate
.- . states and affected Indian tribes for their review and comment. R

| . 4.3.2.e3 The gppropriate state and affccted Indian tribes should be invited to participate
in project readiness reviews. The invitation should include carly access to data.



»’v".,Bcn Rusche S
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‘ ‘4.3. 2.6 Results or surverllance perl‘ormed should also be reported to thc nppropr;ate |
v statcs and affected. lndnnn tnbes ' '

46 . OGR QA Supplcment #6 should be changed to indtcate that states and al‘fected o
- Indian tribes will be notified st the time significant quality problems ere identi-
" fied'and again when resolved. Significant problem reporting and corrective - o
_action records are a significant part of the recOrd l'or NRC licensmg and as such' T
should become permanent records B , B y .

... 831 ° The project QA plan and/or npplieable QA ndnunistrntwe procedures should
oo describe a process for review and comment by appropriate states nnd al‘fccted
o Indian trrbes . ,_

o :Appentllx A~ Quallty Assurance Manual Evnluatlon-!{andllng, Stouge nnd Shlpplng -

L ~Requirements for control of samples from collection of the sample analysis-
‘should be established and documentation for ccntrol of caeh sample must be
provided ' : S

~Supplementul QA Requlrements Supplement Nm Il |

10 - . Appropriations have been approved to begin prelirmnary destgn work on the
. Hanford Waste Vitrification Plant and criteria are being developed to determine
- which wastes should be vitrified. -Both- activities require an adequate QA pro- -
. -~gram. “The supplement should be nmended nt this time to lnclude Hanl‘ord
. wastes. '

Supplementnl QA Requlrements . Supplement No. 12
_ _ We question whether this supplement is appropriate. Arbitrarily ltmmng non- :
S T - DOE observers to one observer during each audit cycle is contrary to the NWPA -
NS T because the states, tribes and NRC have s statutory role which ellows partxcxpa-
o . tion. USDOE should substitute a process whereby states, tribes and NRC are
- encouraged to cooperate on audits and the audlt team is made up of the most -
~ highly qualified personnel : -

: - Please contact me or Don Provost if you havc questions.' o
Snnccrely,
o Tcrry gusseman, Director
7 ' . Office of Nuclear Waste Management,
THAlt |

- ec - Jim Knignt
-Car] Newton * -
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OCRWM'Quéiity~késur£ﬁéé Kanagéméﬁt'hppraisa1 b£ the S

. Headquarters%office]qfaeeclogic Repositories -

. - Stephen H. Kale .. A ;
. Associate Director - . - .
office of Geologic Repositories -

In”accbrdance_Withﬂthe5quélitygéssurance’mahageﬁentvpolicies  ,3

- and requirements for the civilian radioactive waste management
- progrem,-and on the behalf of the Director, the first quality -

_--‘assurance management appraisal of the Headquarters Office of
‘»Geélegic*Repos_toriesftHQ-oGRvaas»chductedvduring the period = .

' from September 8 to 24, 1986. -

 The appraisaiwwas’dééigneditdvdeterminevtheﬂstaﬁus,»adéQuacy N
';nzand:effectiveness“pffHQ-OGR“quality management systems, - .

 including the direction, control, and overview of project~level .
- -quality assurance activities. - HQ-OGR organizational structure
"fV'and~staff1ng=for,mahaging'for-quality'werefassessed,,alsowlas‘r"
. were actions to enhance proper quality attitudes and improve
- guality management systems. . , R v

i—The:appraisal focused on five:quality assuranée management
concerns: S o ‘

- Organization and staffing
Indoctrination and training
Planning and direction
Problem management
Management overview

‘The attached répért summarizes‘thé‘observations of the
- appraisal team and contains my recommendations for your

consideration. Your response to these recommendations, :
including a brief description with schedules for initiation and .
completion of appropriate actions, would be appreciated within
45 days. Please indicate, also, any additional actions that
are being taken or planned by your office to further strengthen .

the HQ-OGR quality assurance management function.

205



;~At your convenience I would like to discuss plans for future ’
" OCRWM quality assurance ‘management appraisals which would . =
- ‘encompass project-level activities and. wculd be coordinated o
Swith- and supported by your etaff. SRR

o éitt E.~Lang

Manager, Quality Assurance

Office of Civilian Radioactive' o

EERE Waste Management
:;1ittachment |

',.CC. L

- B. Rusche, Rw-:_ .
€. Kay, RW=2. . .
J Knight, RW-24v Lo



o revopr owmEE.
‘;-_QUALITY ASSURANCE MANAGEMENT APPRAISAL OF THE
' OFFICE OF GEOLOGIC REPOSITORIES

"~ NOVEMBER 7, 1986

‘ Exacurxvz SUMMARY , ,
“'The appraisal confirmed that HQ-OGR quality management systems

~..were - in an varying stages of evolution. 1In many areas, HQ-OGR
. managers were consistently implementing, or making satisfactory
o+, progress toward developing, sound management systems as the .
7 foundation for a strong-QA program. Most importantly, quality ‘
.- management systems were derived primarily from freguent
‘fx-iinteractions among HQ~OGR and wvaste repository pro ects managers.

fvan gone areae, such as technical management control and tracking,

-+ .technical assessments,: and problem management, quality management
.. systems appeared to be either inadequate or indeterminate in . = =
- their development and: implementation status, due primarily to the
.7 lack of documentation and promulgation of these systems among HQ- .
.. OGR-divisions. Quality management systems development was
- - oriented primarily toward procedural aspects, without sufficient
- attention to the promotion of the OCRWM concepts of managing for

quality at the HQ-OGR and project levels, to the enhancement of
proper quality attitudes, and to the improvement of quality

'vi_management systems.




il;In accordance with the quality assurance (QA) management POliciesr"
" &and requirements for thé Office of Civilian Radioactive Waste ’

: fﬁManagement (OCRWM) ,” and -on the behalf of the Director, the first

QA management eppraisal of the Headquarters Office of Geologic
- Repositories  (HQ-OGR) was performed during the period from -

. September 8 to 24, 1986.

. The appraical assessed the status, adequacy and. effectiveness of o

. HQ-OGR quality management systems, including HQ-~OGR management -
. n . -direction, control, and. overview of waste repository project .
- . offices, for ongoing and near-ternm activities. - HQ-OGR organiza-
-~ 'tional structure and staffing for managing for quality were
- assessed, also, as were ‘actions to enhance proper quality '
- attitudes - and improve quality management systems.

':?lThe appraisal focused on five quality assurance management

‘iTVQ'concerns:

- Drganization and staffing c
- Indoctrination and training
‘- Planning and direction
- Problem"management
-’Managementioverview‘
‘The following OCRWM and HQ-OGR quality management systemsv
.documents ccnstituted the basis for the appraisal'

= OCRWM Program Management System (PMS) Manual (DOE/RW-OO43)

OCRWM QA Management Policies and Requirements (QAMPR)
f (DOE/RW~0032) )

= HQ=-OGR Systems Engineering Management Plan (SEMP) (OGR/B-7)_'
- Q-OGR QA Plan (DOE/RW-0095 OGR/B-3)

" The appraisal was performed by the OCRWM: Assurance Manager, with ‘

 the assistance of several independent quality assurance
management professionals. The observations of the appraisal team o

and the recommendations of the team 1eader are summarized in the -
, following sections.‘ : ,




 buscusszon

1. ORGANIZATION AND STAFFING

. consistent with OCRWM concepts of managing for quality, as. =~
" ‘defined in the documents referenced above, lead responsibility for . -
~ .. development -and implementation of the HQ-OGR quality managemen

. pystems ' was vested by the Director, OCRWM, in the EQ-OGR o

"jAssociate'Directo::‘division‘directors;rbranch~chiefs and

'-;professianal»stafflwere-responsible;for.QA proqram}implementafion‘
“in thei?‘assigned line functiqns,;> e : . ,

ngnésponsibilityZfbchobfdin&ting‘éndgovéfviewihgfthetHQ¥OGRfand

:"fz-waste repository project offices QA programs was-assigned to the

" . pivieion :(SIQAD)..-This function-was de

H‘*-Director;offtheeHQ-OGR'Siting;'Licensing and gualizﬁ-Assurance?
egated to-the HQ-OGR QA

. Manager, who was located in the Licensing eand QA Branch.  The HQ- -
“:‘1OGRgQAguanagerfwas;¢(1)yindependent*from»the HQ-OGR line '
technical divisions;: (2) had the right of direct access ("dotted

~ 1ine" authority) to the HQ-OGR Associate Director and to the.
“OCRWM QA Manager, and (3) obligated to report on eignificant
quality problems and issues and cause their resolution. - While '

- this functional arrangement was workable, it was perceivable that
- the HQ-OGR QA Manager had been relegated to a position too far

 .  down in HQ-OGR and, as licensing activities increased,  the HQ-OGR.
- QA function could become buried in branch. -A rationale for

" maintaining or changing the location of the HQ-OGR QA Manager, in
response to an Nuclear Regulatory Commission (NRC) issue on QA
organization for site characterization activities, -had not -
been developed by HQ-OGR. - o L

Regarding staffing levels, HQ-OGR management indicated that .
needs for additional staffing for FY1987 had been identified, and
that recruiting of qualified and experienced personnel was in ,
progress. Consistent with long standing DOE management practices,
- HQ-OGR relied on competent contractors for technical and QA -

. assistarce to the HQ-OGR professional staff. R .

Regarding ‘organizational interfaces, HQ-OGR QA interactions with
other DOE program offices, the NRC, first repository states, and
affected Indian tribes had increased significantly during FY1S86.
HQ-OGR was developing positions on a number of QA interface
issues, such as HQ-OGR overview of West Valley and defense waste
QA activities. e e . oo



. RECOMMENDATION

5f15 1. '~lﬂDeve16-{ahd roQidéffoithé Director 6CRWM. ', I 1 ,;??
e :'.”j*vanjaction plan wIth'r&tIonale?ior.estabiishing a strong . .
... shd-Independent HQ-=OGR alit gsgurance;manageme?t . o
. function with adequate staffing gnd at an appropr ate N
~;.*brganI?Etgonal=levelvfor:QOOrd?natIon and overview of
- ongo ngfandvnear-term;gngGRLand-pro}ect-level”acti?Ities-

2. INDOCTRINATION -AND TRAINING

| ﬂ}jnq?bGR‘had'notﬁimpleméntedia cémprehéhsive'QAiindbﬁtrinétidn_andv
- training program: . o B A |
S ff“vf(i)fto'ptémate{anﬁﬁndérstandingfOf-thefOCRWM concepts of
'~ -managing for quality among management and professional staff at
- ;qll evels‘ot.p:ogram,». ' o - A L S

| (2)'tb enhance p:oper quality atﬁ;tudés, and
- (3) to cause improvément in quality'manageﬁent systems.

. .HQ-OGR training consisted of QA Auditor courses only. T
In May 1986 a broader QA indoctrination and training program had

been proposed for HQ-OGR professional staff but was postponed

indefinitely due to other priority activities. ST

" OCRWM concepts of managing for quality were relatively new to HQ-
- OGR management and were significantly different from traditional
 approaches which had been applied to the licensing of nuclear
~ power plants and which were reflected in the NRC QA review plan.
In the traditional approach, QA was generally regarded as the S
responsibility of the QA organization. Contrary to this approach,
* the OCRWM concepts strived to integrate QA into the program and .
systems engineering management plans and procedural controls, and
_to hold line management, rather than the QA organization,
- primarily accountable for QA. Understandably, perhaps, the OCRWM
- managing for quality concepts were only beginning to be o
understood and implemented by HQ-OGR. program managers. HQ-OGR
had not yet established or endorced an indoctrination program
that promoted the OCRWM concepts of managing for quality.



" As a means for increasing quality awareness, HQ-OGR managers were =

'“:,ﬁrgceptivejto_1n¢1ﬁd1ng:measprab1e'stanqards/elementsfforiqualityf“:';gi"ff

“in perfornance appraisal plens for HQ-OGR professional staff. = .
-“Consistent with the QAMPR, HQ-OGR required that all QA auditors -

‘“737 be qualified to standards for education, training and experience
7., along the lines prescribed by ANSI/ASME NQA-1l, and that lead =
~.auditors be qualified and certified. Several HQ-OGR technical . -

" participated in sudits. It wae not ev

personnel- had re;éivediauditorvtraining in lsgltand'hadi” B
dent that HQ-OGR ‘

' professional personnel would be trained in the principles and

. planned activity.

 process of technical astessments prior to undertaking this

- HQ-OGR was informed about but had not taken the lead in e
- coordinating and:overviewing project-level QA indoctrination and

. training activities. 2s a result, HQ-OGR was not in a position to
"i-determine~the‘a§equacy, consistency and completeness of these

) - activities.

. RECOMMENDATION

-ZAL»f;iilEétainshﬂgi66m rehensive*aﬁd:cboraihéted ﬁg-bGR'gian R -
,,,:1@5{for~Indoctrinat'onjand:traEEIhg of HQ-OGR &and project-level '
'~‘rQrofessIcnals-who,perform act vities affectIng quality. N

-~ 2B. _'_‘ASSume'g more'acﬁivé'léaderéhiQ ro1e in

————

. overviewing project-level QA indoctrination and training
- activities. N R o o

2C. = Develop measurable standards/elements for quality

‘ achievement and guality management systems improvement
- in appraisal plans for HO-OGR technical managers and
- professionals. - . . , v

3. PLANNING AND DIRECTION .

According to HQ-OGR managers, HQ-OGR QA management direction was
provided in various ways and at three management levels. At the
top level ‘were the bimonthly project managers' meetings at which
key generic QA management issues were. discussed. The second
level consisted of numerous coordinating groups which met
periodically to discuss a variety of topical issues, such as a’
common approach to the application of graded QA. At the third:



"_ ieve1wéféltaskJ&hdxﬁbfﬁihéigfbhpéﬁandfdbﬁmittegsjﬁhi¢hﬁﬁdfkéﬁfiﬁ?:-

‘ rlgspécific,areasf¢f’assithéntfforﬂHQ#OGR.CsuchLaS“wasteiaﬁéep;ance~

}’ijA;AjThis1tiered'structure1had,the péténtialﬁfor;éffedfiveQQK}}-H;]ff"”"

. 'management direction, provided that QA was & regular, high =~
- priority agenda topic in projectfmanagers"meet:ngs;”thati,‘ , o
- resolution of genericfissu;s.was~ﬂocumented'andjtraceable, and
_Qf-that~QA¥coordination‘occufredﬂconSistently among the second and
- third tiers. - . ' S e

. HO-0GR responsibilities for technical review and approval of

‘”=}projeCt-activities“were defined generally in the SEMP. Specific'-°

i=jmrespcnsibllities«rélative*to HQ-OGR controlled milestone
. activities and documentation were redefined periodically in

" program direction memoranda an in functional design

- requirements documents. Thus, HQ-OGR was developing ,

. -potentially effective mechanisms for technical management

- ‘control and tracking but had not documented and promulgated
' these mechanisms as quality management systems. o .

In July 1986 HQ-OGR had developed a list of guality-related

'?K'tachnical‘management activities and-documents‘forﬁwhich-HQ-OGR‘
-;r:wasvresponsiblevfor;initiatibn,lreview’Or‘apprqva15:and for which
- technical management procedures were to be developed. ' The goal

"~ was-to have the :-procedures issued by September 30 and have HQ-
' .OGR.professionals trained in their use by October 30, 19863 this
. activity had not been fully implemented. = _ - '
At the time of the assessment it was difficult to determine :
- the status and adequacy of the overall HQ-OGR QA program. Perhaps
‘because the technical requirements and activities, which were the
basis for the QA program, were still evolving, there was no o
master plan or listing of tasks to be completed at specific
program milestones which would indicate whether a fully
. -acceptable and auditable HQ-OGR QA program was in place for -
~ ongoing and near-term program activities. Coe

 In July 1986 the HQ-OGR QA Plan was extensively revised and -
reissued, to comply with the QAMPR, address comnments of the NRC
 and waste repository projects, and describe more fully the
responsibilities of line managers for quality; the revised plan
had been provided to the NRC, first repository states and , -
affected Indian tribes for comment. Included in the revised HQ-
OGR QA Plan were supplemental QA requirements for 8 of 11
identified topics: two of the more complex topics having
licensing significance and OCRWM-wide impact were concerned with
the "Q List" methodology and a three-level system for the
‘application of graded QA. Also included in the HQ-OGR QA Plan.
were Quality Implementing Procedures (QIP'S) for 1l of 17 '
identified topics. Consistent with the QAMPR, HQ-OGR was



' procesding with the reviev and approval of project-level QIP's, . .

" Issue dates had not been established for the remaining HQ-OGR

' 7,}6dpplement§ry;feqﬁireﬁéntS”and”QIP!s.w HQéoGthad'not;follbwed‘ﬁb'“

‘“i“vto“determine;thatfthe baselined HQ-OGR and project-level QA c

. documente were being implemented effectively. HQ-OGR hed not

N ~* implemented the graded QA approach on tébhnical,activities.and,-F

. contracts that»werefmanaged directly by HQ-OGR.

" Quarterly QA Coordinating Group (QACG) meetings, chaired by the
. HQ-OGR QA Manager and attended by projects QA managers and their

.ﬁf1:prin¢ipa;,contractcrs,ﬁserved,asjthe principal forum for the
" 'exchange of QA information, for obteining consensus on common

-requirements and‘procedures, and for presenting the status of
‘ project-level QA program implementation. In July 1986 the QACG

' - meeting was expanded to-include invited representatives of the = -
" NRC, flrst repository states and affected Indian tribes, who were

‘provided for an opportunity to present their viewpoints. The

| . effectiveness of the QACG for providing technical direction was =
. .weak because the HQ-OGR QA Manager did not have the authority to

"nmake QA management decisions.,
- RECOMMENDATION

" 3A. . Reestablish dates for timely jissuance of =
~Identified technical management grocedures‘an _
~ for training of personnel ln their use. : '

538. a'“cbmpiete5the docﬁmentation-and'cobrdination o o
"+ of gquality management systems, including review and
tracking of HQ-OGR controlled milestone activities.

determ ning the readiness status of the HQ-OGR and o

project-level QA programs Including a 1listing of tasks
to be completed, and issue dates for remainin R
supplementary requirements and implementing procedures.

c. beveiog a:master plan and'schedule'for ﬂ :

'3D. . Implement graded QA approach on activities and contracts’
‘ managed directly by EQO-OGR. = R

' 3E.  Define the authority of the HOQ-OGR QA Manager relative
‘ -~ to decision making and direction at QACG meetings.
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. nQ-OGR management appreciated the importance of timely and
 accurate reporting of si?nificant quality problems and their
" resolution., -This appreciation was heightened by a series of
‘stop-work orders that had been issued in 1986 by the projects to

»Vf’ﬂ a number of contractors when adequate QA programs had not been
o }yimplenented for programmatically important activities.

f?if;During the assessment, it wes learned ‘that significant quality
problems and-issues were included in HQ-OGR weekly printouts as’

;*Vpart of ‘a computerized action system and were tracked to closure

‘ ﬂi?gby the HQ-OGR: QA Manager. This quality management system had not
...been-documented for general HQ-OGR usage, thus reducing its

effectiveness. "In a similar vein, the HQ-OGR Engineering and'

EgﬁlTechnology Division Director had worked out a logical process

o for the 1ifting of stop-work orders on one project, whereby the
' project was responsible for lifting the stop-work order after:

".". HQ-OGR review and concurrence; this process had not been -

+"* documented and issued as a quality management BYStem for general

° @{‘usage. :

,»5In August 1986 the NRC and. HQ-OGR agreed to. develop a quality
- management system that would track NRC QA issues and their.
‘resolution; subsequently, HQ-OGR requested the NRC to identify

existing or new issues. At the time-of the assessment a system

had not been developed nor had the NRC provided a_list’of-issues;'

. | HQ-OGR had reviewed the NRC Ford Amendment Study (NUREG 1055) of

‘existing and alternative methods for improving quality and the
assurance of quelity in the design and construction of nuclear
- power plants. A primary focus of the study was to determine the

. underlying causes of major guality-related problems in the

construction of some nuclear power plants and the untimely
detection and correction of these problems. The study concluded
"that the root cause for major quality-related problems was the
failure or inability of some utility managements to effectively
implement a quality management system that ensured adeguate
control over all important aspects of the project. The study
recommended a number of improvements in gquality management ~

-~ systems, including self-imposed rising standards of excellence,

improved diagnostic and trending capabilities, and an ordering of

hardware and related QA activities commensurate with their .
importance to safety.v



»;4BQ' _f»Re-evaluate~thesFord Amendment‘Studg énaltaké

| peeommwoaTron

ji?ég;f'v 'fﬁé§é16§;Bﬁd”gféﬁulgﬁfé §Q—6GR,ggélit

. appropriate actions to ensure implementation of
applicable

Ao

5. MANAGEMENT OVERVIEW

- HQ=OGR -had not implemented an aggressive, comprehensive QA
- management overview function.  EQ-OGR overview consisted of

,*iannualﬁquality-sYstemsTcompliance-auditslof,waste-repository'- o
. projects. -While compliance audits were appropriate, they did not

Tfﬁw~provide#£pr‘aftechnical assessment  of the adequacy of praject
5~-_;qua11ty-re1ated‘activities-andrproducts..aNotwithstanding the

+.-good communication among HQ-OGR and waste repository project '

‘ﬂ ff offices,=HQ—0GRroverViewfhad,not'confirmed by fregquent,
. . documented surveillance and followup whether adequate and

effective project quality management systems were being

'fffmimplemented‘and»would be in place prior to'the'submittal-Of.sité
‘“‘cha:qcterizatIOn’plans}and prior to NRC audits. . SR

. .No internal QA audits;cf.ﬁQ-OGR’hadfbeen condﬁcted."An intérnal'

OA audit of HQ-OGR had been rescheduled from February to November
1986, at which time the HQ-OGR supplemental requirements, QIP's,
and technical management.procedures'menticned above were expected

>'*«to:bg‘in place.

' HQ-OGR technical aseessments of selected waste repository project

activities and products were'in an early planning stage. In May

1986 an approach for HQ-OGR technical assessments was developed

.~ but implementation was postponed until the second quarter of
' FY1987. - ST Co L |

A QA managemént'appraisaI\of'ﬁQ-OGR was performéd'by the technicél_ :

support contractor in February 1986. . HQ-OGR management was

. unaware of the results because an appraisal report had not been

issued. At the request of the Director, OCRWM, the HQ-OGR QA plan 
was revised to require HQ-OGR QA management appraisals to be

' performed at least annually and reported to senior OCRWM
‘. management. : S o : o

maﬁalemént .lv-’7'15;'.1}3¥£
. . gystems Tor identifying and trackin ,BI'HE%IEEEEV“ ality == o0
- problems and NRC lssues, and—?EF’ﬁI%tIng~stopfworg23533¥s. o

o pp ‘lessons to be learned for wastefreissitdries; f~j.‘
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'»75; - fx'Plan and im Iement tron - ¢o) rehensive H -OGR .
- QA management overﬁIew activity wh ch will provide for
< the performance of: ‘management appra praisals technical

: hf?rassessments and: ggg__g on & timely bas s commensurate with.,
'um;major program milestone events.- ,
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