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D:E held a CI workshop n Auq1tft 7 2950, i Lakewood, Co which
raulted in the follwing list of Iasues:

.. LILc a fibility L to application of the CA Prograt

2. Computer oftware QA pw'ovSaLI problems

3. Date handling and definlt.on

4. Intrtarticipant/projeet co~mwuicatiozs

You have been designated to participate in a 2 & 1/2 day workshop
to address the first issue. Itoms 2 4 will be addressed in
* other tAnner and another tze. This workshop includes
participation by a repreentatve group of senior sctentists from
ealch of the national laboraores partioipating n the Yucca
Mountain ro je1 ,Cp the UBGS, and ei. DE. QA maer will
paxticipate l the workshop. TPOs have been iWitd to
paexticipate.

The uclear Regulatory Comission (RC) will attend the workshop
an4 be available to provider cleirifioations and ofer both
rocommendatina and assistance to DOE.

The workshop will be hld in L.l 'egas in Ballirooma at.the
Sovgrd Colmsoa 'l2zsa uites Not;el 4E5 E. tM.Giss Road, Las
Vaas, NV$, bgaq,2=jg 2 VaftfteLty, O0tob:r O, 1990 a OOm
and, audingr at 11t0PMX on Prdi, 0Otober 22, 199C. The agenda
wfll be devoted to specitic ivrue identification and resolution.
A preliminary copy of the ahdis atthched. The roald for this
workshop will be:

1. To identify specific issues associated with any real
life problems expeinAced by te scientific eo~munity
in implementing te A rograa Reach a consensus on
the issuep.

2. To propose resolutlot4s to those issues that cn be
solved at te vora;hq.

3. To develop rconeidttions for actions by upper
metnagement and other to esolve any reziaining issues

LIC2atcs Pt ti I f 7 WtOW b4, 4I
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DIn Horton hes asked that partLipants be able to peak
orgmization in regard to spe::tce isites.

Facilitators; tor te worksop ro a* Caldwell and Herb
You ean contact the= at FS 54417240 (702a7*4-7240)

for their

Worsham.

Vie hotel auriantly has rozins tit the Gcverent rate of $69.00
including tax. The telephont number is 702-369-4400.

we: have high hopes that we rill rach a solution satisfactory to
al1 Program participants. t Ss ssential that the eventual
results of the program stand u to, both the decision making
proess to dotemine the pplic.Lbility of Yuca !ountamn for a
waste site; ad, if s, to th lnstwng process and ay
possible hallenge in th fture.
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The workshop prticipants i:l2 lntroduce thWelruives. The
backcground for te workshop vill e presented. The agenda will
be dscussed. anagement d:Ll discusm. the ovrall goals for the
project and for this workshop.

The foiiitators and the participants w.ll work out details of:

The long tz goals for tU,4 program as it r4lates to the
participantl

The workshop goalu

Acoeptnce criteria for Workshop results.

The do's and don'te for te orkshop.

Throughout the uorkshop the participant; will work: both in a
single group nd in smaller focus groupi. Libera. use 11 be
=nde of "lip charts" to apture and display the results.

The Denver results will be ud as the tartizg pcint to
determin t "Current State o the scintifiC QL., program. The
patiipants will be exacted to arrive at a eonsus that meets
tme acceptance criteria set e^Aer.

£~ DZIZR bYF~ OF TIELSIL,==

Tme participants will agree on hE neeaary and deired state of
those; isues which need ircvemant.

£ !ZiEWZAIO2§f
The workshop participants will Wdentify those ssues that nay be
settled at this workshop by thee people present. Tse issues
will then be worked on until solved or until t i agreed that
they will not be solved - d a transition plan and rco fiended
actions ha basn agreed on by :ortsemsau.

Ptim 5 f 7 Gotgor. 1, im
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The worIshop partioipants will work on those issues, which cannot
be solved tiLntLY". he rea.alt: sould be a plean of action to
GoLve the isue. This plal hould only call for ctions that are
to b controlled by the work';hop participants or teir
m&naget. If outside reoamels r actions are rquied, the
plan should identify how the woikshop participtnt; are going to
"iLkem it happen'.

The total of the proposed solutlons end tranuitien plans wil
have an eamination period t sie if tey ast t! acceptance
criteria as an integrated whole, A careful exaination vifl be
uiae of any anticipated iues t:hat vrl;L rvult f the propoEsed
soclutions.

The workshop participants will formultte and agne on the
rOmendautions that vill refult from the vorUhcip.
RPponsiblities will be assignod. Followup ead cwztrol wil be
specified. Unresolved items %ii2 be strated and actions toward
their resolution should be a£treed an.

Action rPmindatLionw should include any need for future
worksbops, eetings, or any Otber folloaip.

The workshop staff wil capture the results of the sessions and
distribut tem prxptly.

Uo00*311p Al7* page 4 ot r andw 3, IM
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The DOE QA woricahop that n hld on August 7, 1990, in tauiood,
C (ruer) rcaulicd Ln th* tolorru IL at o Ls-ens

. Laocl Of flexbiit i the appl&ationz of the a rogr=

2* Computer Software K pog-raZ problmsM

3. Data handling and dtiition

4. nterparticipant/project cOmmuiaeltions

Item one Lu to be covered in vorkshop in Las Vegsn, from
October 10 throagh October 12J 1.990. peific pOilt5 relative to
item one are lted below. t is apparent that "ere is
duplication ad that ome f tiese ISSUBEt ste frfm the same root
auses. This is simply a list of those issues. :rn the workshop

th, first step v.l be to agret a the real sat o issues, tat
set nay not look like this it.. However, to meet the goals of
thiis workbop it must be incLut ive of all of the issUes of this
lst - or rationalfte the exclusicn.

"Lack of £flaibiity la Ue application of t QA
Progran duiag sientific rosearahb acc tlity of
poor rovLoiw application ef dual rse b rquxired
restrictivo dLettiona rlthout coui rotiu2 for
ukovsi, further d tiott ozi of requrezitst and
proodourew c=6a2uAto d.th acceptblea (ot)
s~t"itii praotioes. 

1. Exetve level of' deta1.

2. EXoassive rigidity

as Exoessive time for revi(w hnd approval of Wc-.entific
investigation planning docunlta, reports azticles, eta.

4, There are too any orqarLiZft~tinul levels of review and
approval.

5. Clarification of the YO L.ntemtioni for rview/acceptance/-
approval of docuents, if any i needed.

GI QA controls imposed appear to be ippropriate for the early
stage (aturity) of soletLfii./tei.ca.l program activities.

"r kwteu PAI t I 0! : OWctr S IM
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7. There are apparently Lm tVional or unreasona1le requests for
extensive justification &kut decisions tade during early
screening w1 sooping fc:rto.

E. There shwald be several people or roups f 1eople pursuing
-the. sa rearch.

9. The Q& program set out to define hw soLentist hould
work, not to Lnstitute ppopriate controls srithin the
scientifio prooers.

20. Records requirements ar de3signd to capture such a broad
range of douents and eire so deta:led ir te requirements
that .00 percent iuplSZmntftio:n Ls not hukn].y feasiBle.

21. Requicenents do not allow flexibility to cuatonie process
for different types of rec,rds and record ources.

.2 The VW' system ruireu i Xduniant dcUrentation or sauples.

3. AP focus on tandardixing "Bsaple documetation" rather
than reoelvinq sampler of notification of sarple collection.

14. Imposition of Project Offi ue requirements and. procedures on
Paticipant subcontracts i often impractical.

15. The rate af chane r poje ct-level requirements and
documeit hier must be slowed. The role and
appliCbil of APQ muEt be decided unequivocaly.

It. Disoonneat between AP atwLtIrt and procedure v.vers.
(Authors' unfamiularity with subject results in unworkable
procedures.)

17. Project plans and procedlurss are too broadly drafted, have
too much detaeil, and in mnfy eae; contaia conflicting
requirenents.

S. Qk 9ding, system is mzapplied and excessively
conservtiv .

19. The authority for selection atid application cf quality
oontrols ahould be ivrtL t:) the maneger of te activities so
that there in no "micro ranagement" by people. extenal to
the anager's organiation..

20. Current auditing rctie Es compliance based.. This
emphasis in uditing eoften fail to identify the root causes
of problems.

21. Auditors shiould be trained atd directed to shft to
perfornance based auditins to ensure program improvement.

Dwr Attuts F~ 6 r *r octuox-t , 1M
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2:p. Different interpretations of repirements by different
auditors akes compliano dezonstxiation nearly ipossible.

2 1. Auditor training, includingj workshops roud specific Bues
should bet intensified to nrssur t cnsistent
interpretation of resireaients by auditors.

24. There is not a viable appeal process. There is no current
prooes-. to arbitrate logi:iate differences between auditors
and participants in the iterpretation of equirernentc.

25. A streazlinw, fast track, to binding interpretation is
suggest;ed.

2 t. Q a ditors often appear ass antagonists uring audits ad
surveLllfeas.

27, Thare is a wide vaiance. in interpretation of requirements
ard operating odes of OA personnel.

211. Profossional standards or auditor-auditee interaction
should be ephatizod.

2S). The role o the auditor should be clarified so that everyone
underteands that he eista t suppor t agaente

30. The 5s±2 of audit/surveil3anzae teats detracts from
usefulness of the ictivitie

31. The focus of surveaillane detracts from usefulness of the
Ott1it.ie a

Vfr AMLts ra 7Of Gotbeer S IM
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