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Depsariraent of Enorgy
Yucca Wiourtain Project Office

B 0. Box BSOS t2E 1.2.9.3
Las Veges, NV 82183.8608 QA
00T 041530

Losife .3, Jardine, LINL, Livemmore, CA
Larry R. Hayes, USGG, Les Veghs, v

n.‘.chu:d J. Herbot, LANL, Loz Alamos, NI
Thenar O. Bunter, m..., 6310, Albuquerquis, I

OQURLETY ASSURNNCE (QL) WORKSHOP

Blennt distribule & copy of the encloalre to thoge indivimals gélected to
porticipate in the Q& Workshop which boging on October 10, 1650.

Since lodging accommodations in Las Vecas, Nevada, may be complicated by other
events, it i suggested you make your reservatiort 8s scon 88 possible..
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INCIQEURE A
Por Partisipants iz the

U.6. DEPARTMENT OF ENBRGY ([ 0B) QUALITY ABSURANCE WORESHOP =
' BICOND PEASE « Gictober 10«32, 1I9%0.

DOE held a QA véorkshop en Augurt 7, 1880, in Lakewood, €O which
resulted in the following list of issues:

1, Lack of flexidility in tho applicstion of the QA Progran
2. Corxputer séftware QA pz:'cg:.'m preblens

3. Date handling and definition

4. Interparticipant/project communications

You have been designated to participate in & 2 & 1/2 day workshop
to address the first issue. Items 2 = ¢ Wwill be addressed in
eome other manngyr and ancther time., This workshop includes
participation by 2 representative group of senier sclentists from
each of the netienal laboraterles participating in the Yucca
Mountein Project, the UsSGS, and the DOE. QA managers will
participate the workshop. TPOs have been invited to
participate,

The Ruclear Regulatory Commission (NRC) will gttend the workshop
ard be available to provide clerifications anéd offer both
recommendations &and assistance to TOE.

- The workshep will be beld in Lue Vegas in Baliroowr ¢ &t the

Howexrd Jehngon Plasa Buites Holel, 4255 B. Parmdise Road, Las
Veges, NV, Lagimning on Wednanéiry, Ostobor 10, 1990 at 8100EN
and onding at 12:100PX on Friduy, ¢otoker 123, 1P90. The agenda
will ke devoted to gpecific imrue identification and resolution.
2 preliminary copy of the agenca is attached., The goale fer this
workshop will be: o

1, To identify specific issues associated with any real
life problems experienced by the seientific community
in higlenentinq the A Frogram) Reach & consengus cn
the gues.

2. To propose rescluticns to those imsues that can be
solved at the workshop.

3. To develop recomnendetions for actions by upper '
panagerent and others to resglve any reuaining issues

Legietics Pugp Yef 7 Oetoder &, 1990
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Dor Horton has asked that participants be able to gpeak for thelr
organization in regard to spezific ispues,

Facilitators for the workshop dre Joe Caldwell and Herb Worsham,
You can'oontact them at FI8 544«7240 (702«794-7240)

The hotel currently has roons at the Government rate of $69.00
ircluding tax. The telephone humber is 702~369-4400.

We have high hopes thet we will reach & solution satisfaectory to
all Progran participants. It is essential that the eventusl
regulte of tge grograx stand up to both the decision making
precess to deteruine the applicability of Yucca Mountein for &
waste site; and, if ves, to the licensing process and any
pessible challenges the futuvre.

teglarian Pegn T Cf T October &, 1950
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AGEENDA

4  IETRODUSTION

The workshop participants will introduce themnelves. The
background for the workshop will ke presented. The agenda will
be discussed. Menagement will discuse the ovarall goale for the
project and for this workshop. ‘

& NORRGROR _FROQESE .
The facilitatore and the participants will work out details of:

The long tarm goals for tira progranm as it releates to the
participants . -

The worksheyp goale
Acoeptance criteria for Werkshop results,
The do's and don'ts for the workshop.

Throughout the i:orkshbp the participants will work both in 2
single group and in smaller focus groups. Likerel use will be
nzda of “Llip charte" to capture and display the 2esults.

2  TEE CURRENT _BTATE OF THI BRILNTYIFIQ _OA PROGRIM

The Denver results will be used as the gtarting point to

deternine the ®Current StateY o2 the scilentific O program. The

gﬁrtieipants will be expected to arrive at & consensus that meets
@ acceptance criteris set eariier, '

4  THE DECIRED OTATE OF THE SNIEFTIFIC ON PROGRIX

The participants will agree on the necesmary and desired state of
those issues which need improvenent.,

£ “INSTANT ROLUTIONSN

‘The workshop participants will identify those issves that may be
scttled at s workshop by those geoplo present. These issues
will then be worked on until solved or until it is agreed that
they will not be polved = and a transition plan and recommended
actions have been agreed on Ly oonsensus.

Workshop Apwria fryn S of 7 October 3, 1990
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€  IBANCIZION PLANG

To.e workshoinzarticiannts will work on thosc igsues which cannot
be sclved ™ tantg . The result should be & plen of action to
solve the lgsue. ig plan sheuld enly call for &ctions that are
to be controlled by the worksbop participants or their '
managepent, If outside resources or actions are reguired, the
plan should identify hew the workehop participante are going to
Upnke it happen®.

Z  INIECRAIRR._THRET

The total of the proposed solutlons and transitien plans will
beve an esamination period to sse L{f they mest the acceptance
criteria &s an integrated wvhole. A caroful exaniration will be
m«geztgf any anticipated issuee that will result from the proposed
solutions.

£  ACTION REGONUENDIIIONE

The workshop participants will forzmulate and agree on the
recormendations that will result from the workshop.
Repponsibilities will be assignnd. Pollowup and contrel will be

.epecified. Unresolved items will be stuted and actions toward

eir resolutien should be agreed on.

Action recommendetions should include any need for future
workshops, meetings, or any other followup.

$  MORKGHOR RELPOET

The workshop staff will capture the results of the sessions and
distribute them promptly.

wrishep Ageds Pigod of 7 October 3, 1550
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RESULTE OF JE)i DENVER WORFSEOP

Aungush 7, 2990
The DOE QR workshop that wis held on Au 7. 1996, in akewoed,

€h (Denver) resulted in the following lict ef igsuent
1, Dack of flexibility in the application of the QA Progran
2. Computer goftware QL progran problens
3. Date handling and definitien
4. Interparticipant/project communications

Item one ig to ko covered in o workshep in lLas Vegag, fron
October 10 through October 12, 1990. Epscific pointe relative to
item one are lieted below. It is agparent that there is
duplication and that some ¢f these issuse stel from the same reoot
causes, Thie is simply & list of these igsues. ¥n the workshop
the first astep will ba to agrec o2 the real sot of issues, That
set uay not look like this list. However, to meel the goals ¢f
this workshop it must be inclusive of all of the issues of this
list = or rationalige the exclusien,

wrack of flexibility in tle application of the QA
Progran Quring scientific reneared, aeccgtwi;lity ot
peer roview, application ¢f dunl researsh, rogquired
restrictivo predictionn vithout edasidersticu for
unkhowns, further definition of regquirecments, and
procodures commemsurata vith acceptadla (godd)
sclentific practices.v

LLOT _OF JERVEE
L. Excessive level of detanll.
. 2. Excetsive rigidity

3, Excessive time for review mnd approval of scientific
investigation planning decuments, reports, articles, etc.

4, There are too many orcanizationzl levels of review and
approvel. .

E, Clarification of the YMPC intention for review/acceptance/-
appreval of docunents, if any, is needed.

6. QR controls imposed apiear to be propriate for the early
stege (maturity) ¢of scientlfic/techinical program activities.

Denver Rogutts Paga o ¥ Cctobar 3, 1950
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7. There gre apparently irvitional or unreasonzble reguests for
extensive justification stout decisions made during early
screaning and scoping effcrte.

€. There ghould be several p¢ople or groups of people pursuing
the samne rosearch. .

¢. The Q& program get ocut to define how a golentist showld
work, not to institute eppropriante controls within the
scientitic process. .

10. Records reé;uirementé are dasigmed to capture such & broad
range of documente and «re so detailled in the requirements
that 100 percent implementation is not humanly feasible.

11, Reguirenents de not allevw £flexibility te customige process
for different types of records and record scurces.

12, The EMF system requires redundant docurentation for samples.

13, APs focus on etandardizing "eample documentetion® rather
than receiving sanples ¢f notifieation ¢f sarple collection.

14. Imposition of Project Offive requiremente and procedures on
Participant subcontractors is eoften impractical.

15. The rate of change in project-leve) reguirements and
document hier must be glowed. The role and .
applicability of 2PQs muet be decided uneguivocally,

1€. Disconnect botween AP authors and procedure vsers.
(Authors! unfamiliarity with subject resuvlts in unworkable
proceduras. )

17. Project plens and procedurss are too broadly drafted, have
too much detail, and in many cases contaia conflicting
regquirenents.

18. OA grading systen is micapplied and excessively
conservative.

18, The authority for selecstion and applicatien ¢f qualiezi
contreln should be givern ¢ the majiager of the activities sc
that there ic no “nmicro management' by pecple extermal to
the panagar'y organigatien. .

20, Current suditing practice is compliance based. This
' in in euditing often falle to identify the roct cauces

of problens.

21, Auditors sheuld be trained and directed to shift to
perfornance based auditing t¢0 ensure program {mprovenment.

veavnr Results _ Page 6 oF 7 Octeber §, 1990
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2. Different interpretations of requirements by different
auditora makes compliance denonstration nearly impessibie.

23. Auditor training including worksheps around specific iesuves
ghould be intensified to assure the consistent
interpretation of reguirerents by auvditers.

24. There is not a viable appeal process. There is no current
process to arbitrate legitimate differences between auditors
and participants in the interpretation of rejquirements.

5. A streamline, fast track, to binding interpretation is
suggested.

26, QL auditors often appear as antagonists during audits and
surveillances. ‘

27. There ies a wide variance in interpretation of reguirements
and opereting modes of QA personnel,

28, Professional standards for auditor-auditee interaction
ghould bg euphasizod. _

29. The role of the auditor should be clarified 5o that everyene
urnderstends that he exists to support maragement,

30. The gize of avdit/survelllante teams detrmcts from
usefulness of the activitius

3l. The focue of surveillance detracts fron usefulness of the
activities

Derver Results Pagu 7 of 7 Ooteter 3, 1990
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