5. L6 Deslen of Disposal System and Actions Taken o Fasure Compliancer with Design
Specificationg

5.1.6.1 WTPP Facility

Page S-11, lines 6-11: Mispeaer! spvdem Bems ond procesies were dexigied woldg soumd
ergineering pracuices, sewentfic principles, and applicable imdurin: and government standards.
Svweem design deveriptions, concepiual design reports, performance réquirements, and
regtdatony reguiberments are ingluded in mew designs. Desions are mitiared wsing o
clagsificalion system that etsures thal the proper level of desipn and (0 reguirements ix
empieyed o meet deyipm prd texting reguirements.

The EEG and the EPA have bath eommented that many assertive statements in peevicus
drafts of Chapter 5 wers nol substantiateld. These am examplzs of such satements. The
requirement is that the applicanon should dermonsirate that the design was estahlished and
exccuted ander a A program that adhered to the requicements of the NOQA standards, oot
to mnecely restacs those roqaircments.  Chapiler 5 contains many other such unsubstantigted
sratements {sce, for cxample, most of section 3.1), so many thal the EEG will desist from
poindiny themn cod--but the practice adds no substanbive valug to the apphicalion.

Mote that the initial sontence alone covers past development of designs. NQA-1 Basic
Requiremacnt 3, Decign Control, begns:

The tesign shall be defined, contrelled, and venfied. Applicuble design
inputs shall be appropriately specified on a timely hasis and correctiy
translated into desipn documents. Design inberfaces shall be dentitied
and centrolled. Testun adequacy shall be venfied by persons other than
those wha designed the letn,

The final scntences of the Chapter § statement is in the present tense, What QA docunenls shaw
that the WTPP Facility was initially designed accarding to the NOA standanls? The documents
shouid be properly referenced,

Page 5-11, lines 13-11: AMOA- T Supplement 35- 1 reguires that design veriffoation be
perfermecd Dvsipm verdftoation was acoomplisked by o combiration of Supplement 38-1
miethots,

Apriin, (s 15 an asscrlive slalement which 13 unsupported by evidence. A reference to the

(eeoiment whiach shows thar Supplement 35-1 methods were usald to verify the WIET
facility design shoeld be referenced.

= 1.6.2 Orieizal B itary Desi
Fage 5-11, lines 26-31: After Becltsd tured spsiems aver fo the DOFE, om ectensive aad

cormre e Al ve prengrue of stard-up tesiing was feizineed e the DOE, Dhe prooram fested
SVSFEINE OMd COMPORERTT AFRINSE HAe reguiremenin specified in desigu docemengs, Thiz festing
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maeets e roquivements of Suaplamend 35-1 for deripm verification.

The design docwments and start-up testing documents showld be referenced. The $194
requirement is to dernonstrave that the activitics descnbed in these staterments were
performued, not 1o desenbe them,

Papge 5-11, lines 13-38; Broothquen Mationa! Laboratory performed independent calculations
Of importans design porameters,,, Fhic fask was docurtented in g report comeissioned by the
Cfice af Frvircnmentud Safery and Health (£G-30p tided, "Wuste fsofation Pilod Pluar Sufeiy
Eveinalien Renort™ dated August 1989, including vwo subsogquent addenda, the last of which
closed il action rems, conclufing e Broakhoven affoe

The report {referred to herealter as the 1989 SER) is not listed in either the "Relerances” of
"Bibliography™ sections at the end of the chapter, though a memorandum which apparently
degcribes the report is. The document 15 dated Julv 27, 1984, not August, The docamcne
and addends (Supplements) shoull haves besn proeperly relerenced o the bibliography.

The purpose of the repott was to independently document the ecompleteness and adegnacy
of Lhe Final Safely Analysis Report (FSAR) on WIPP that was gorrenl at that hme
{December 1988 version). The 1989 SER was only lor the naw-dizearded "test phasc?
which had a S-ycar lifespan rather than the 0,000 year requirements in §194, and notes
that the 1989 FSAR did not include remote-bandled waste (FRH-TRL in its consideratinns.
The 1982 SER docs, however, slals thal the review addresses the adequacy of design for
the hifetime of grotod stroctores and site charaeten ration.

The 1289 SER also contains the following statesent (p. 11-3 and 11-4):

A Chuality Assurance 1ssue, . was e fallure to adequately transfer knowlcdpe
ol facilily design bases (Ref 13 o either DOE or the opereting cunbrusslor,
LOE and oporatng conmactor staff engineens) were not fully knowledgeabls
of the details nf the WTPF destens, the derigm calenlatons, specifications and
drawings {as-built, ship, etc.). U is therelore unlikely that izsnes pertaining to
the design bases, desipn calculations, structures, etc,, and refated qualicy
control can be adequatcly addrosacd,

This iz related to a concem expressed in an EH-310 Boquest for Additional Infermation,
which stated that

The FERAR siules thatl eonstruction managemenl documenits. are
avatlable at the WIPF Facility. Based on out efforts 1o callert
nformation from the sibe, this 15 & gross misstatement of the facs,
Docurnents are not generally availahle nor arg they oroanized in any
tashuon which lends itsclf 1o review and/or audik.. Aory attempt to assess
at-hudl pongdilione are clearly fruslraled by such 4 situation. [SER
Appendix B, Raspense o DOREH Request for Addilional Infarmanim:
Chapter 3, May 3, 1989, p, 22; the L{OEs response was to simply none
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that these were program manageanenl documents, not construction
rocords)

Supplement 1 o the 1989 SER {"Suppleroent 1 1o Safety Evaluation Reparl lor Weste
lsolation Plart™ dated 01/16/40, p, II-3) notes that the WIPT commitled to campleting the
"as-built” drawings for eritical systems 1 the facality on a schedule provided. A
thetnerandurn: from M, R, Brown, Manager of Westinghouse Engineering & Repository
1cchnology Support, 1o Eichard J. Fighik, WIPE Project Oftice, dated May 5. 1989 (g
Attachment IV, ilustrales the exlent of the process necessary for developing the “as-kuoile®
drawings:  Attachment 110 the memorandumm is a lat o prontixed “as-bailis” o be
reconstituted, which, among other ttems. includes the elecirical systern far both the surface
and anderground, the cnyicoumental monitoning Systemm. the radiation monitoring system,
the undergrouml veatifuion syslem, the conlinemen: fueililies, the shaft hoisl systems,
communicatian systems, fiee protection systems, waste handling equipment, the centml
ronitoring system, secunty systoms., water systems, underground testing and testing
cquipment, and “General Cival and Standard Svarams” (which would seem to be the non-
specialized boms such as the mile suppatt buildings),

1o shart, the original ChA records for dosign ware aot collected, stored, ar main@ined as
required by NQA-1 Supplement 35-1.7, snd had to be redene. Chapter 5 shoold eefec! the
truc hiztory of 04 for the facilily design.

Page 5-12, line 4: See Soction 5.3.1.8 for the locavion of applicedle 04 recards [ for BID
design].

Section 5.3.18 (p. 3-37Y contains QA records loeation informalion (there 15 mo section
3.31.%).

Page 5-12, lnes 24-M: The repositany secltng 5estem derign..report fAppendic Seall wos
extorsively reviewetd.andies ond suevoiflenees were perfprmed on each of the primary
corrracrars.. The DOE performed oversiohi aerivities. of e SNL O program wi i relaies ta
the SV, Sealing Systemy Frograms...,

Feferences to the specific audvs and surveillances shonld have been included.

S1.7 Coflection of Data aod Tnlformation o Suppent Compliance Application (s}

Page 5-1d, ling 17T HTD Aciviter: NMone.

Tkila and information eollected by WITY 15 nsed throughout the CCA. Several chaplers in
the CCA reletence the Site Envitoamenial Eeports Tur 1990 apd 1992-1995, for example.
Many of the appendiecs to the CCA are tetally based on WID or WID subzontractor data
Theses include the Annual Site Environmental Report { Appendix SER); Appendix REFB,
Simelsricat Surmnary of the Padiotogscal Baselins Program lor lhe WIFP, March. 1%92; the
Engincered Altermatives Cost/Bonefit Study (Appendix ERS): Appendiz TMP, the
Environenenta] Moitoriog Pregram (ahich wasn't menlionesd a5 part of Enviconmental

EF] Bevim ef O74 Ch. 2. 04, p 21 ol I7



Sonitoring, section 5.1.2); Appendix GTMP, the geatechmeal sunvcillanee program: and
Appendix CWMP, the groundwaler momtonng program.

Orgamizatons othet than the DOE, SNL and WID are referenced in the CCA; for inslance,
Anpendix HY DRO iz written fom US Geological Survey reports. The ntroduetion oo the
Appendices (in the computericed version of the CCA) stales thal:

Sipm frcamt parlions ol the hvdrelogical data m Chapter 2.0 are Jdenved
from ths report

Chaptet 2 is Site Characterization, 2 major cotmponent of the CCA; and hydeological
conaiderations arc of mwor importance to compliance. This, ted, 18 data and information
used to support compliange, and demonstmton of exiabhshmont and execuobon of & 4
program that adheras to the NOQA standards for the LIS0S data woold seem to be a
reqquirerment of §194.220ap2)vi1)--though processing through the QED process allowed by
£194,22(b) wrould scoma be be 3 viable alternative,

A1.% Other Systems, Strociures, Components, sod Activities o the Containment of ¥y aste
in_the Dispasal Syvstem

Page 5-14, Lines 3d-26: Af taiz time, the TWOE has not ideneiffod any orher sysfems, Sncinges,
COMPORENLS, oF achvilies importent o the waste isalation in the disposal sprtem thar require
contrady io e coplied as described in the CAQ QAPD.

The presecess utilized for controlling dnllmg aclivites m the WIPP vieinoly 15 an Important
activity for containment of waste with which the DOE has had problams in the past {see the
“Pazsive lnstihutional Controls” sechion of EEG s March 14, 1997 letter to the EI'A, in the
WIPF docket for a pertiment examyple), (A oversight of this process could cnhance the
WTPP diapoxzal sysiern.

5.2 Program History

Page 5-15, Lines 1-19: A (14 program war exdabliched in loge 1O77 that war based an (0 CFR
Ford 50, Appeadix B Sy labe (975, DOE policy vefiremendts e expanded the QA progaom to
iNcorporate the reguirements of . (ANSDAASME N43.2, end kod extonded the aprlicabilily. o all
it soience gotivities Aomiviing infarmarion or the porsihificy of vadionnelide vefenre intm the
diospfiare. fn fate 1079, Fhe BNEE OA prooram war revised ro meet the DOEAIBuguergue
Clperieions Manual (Chaprer BIPP)L wiich waz equivlent 12 the reguirements gf ANSEAASME
NOA- =797 Cheer the next (2 vers, the WIOP (A protram was sewsed o veflect the
CRTrEes e gpper o (O propram docistents MOA-F-J97 fo MO T TRES

The ptinciple dociments for the QA programis) descrhed, ol the decuments showing the

changes, should be referenecd, The DOEAL COperations Manual should be ineluded in the

References Diklicgraphy al the end of the chapter.

The 19839 SER {(FSAK review by DOE Fleadguarters BH-2; referencad above in comments
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on p. 3-11, Lnes 33-18) found in late 1938 (p. 11-2):

(1% & lack of sufficient independence for the QA orpanization, (2} a lack
of adhererice to the intcnt of the ANSEASME N(A-1 Supplerncnts, {3)
a lock of an adequate desigm eonteal pragram, (4} an imcon=izient
appraach [or the evajuation af "Timportant to Salety” iteins and services,
50 4 lack of training, qualification and certitication of audit, inspection,
and test persannel end (6} no training and indectrination programs.

The first attcnopls Lo address Lhese were also wosfolby inalequale, imdicating thal basic
know [cdge of KOA-T was ol kighly developed. The MRS SER comments em WIFPS first
tespohss (Mrarm the 1989 SER, p. FE-3)

The requirements of ANEFASME NQA-1 were quoted but no
deseriprion of how they woubd e implemented was provided. Although
{bere was ymprovemenl 10 most areas, e Qualiy Assuraonce Prowrar
sl lacked: {E) identification ol the respansitle Ouality Assurance
aulhority and its place in the WIPP Crganization Sttueture, (2) interface
requiremient bebween the three major partizipants [DOE, SML, W1DL, (3)
responsible anthonty and commitment for a Traiming and Indoctnination
Frogram, (4) specific commitments for revigw and approval of
procurement docwments, (5) a cequiretnent for receipt imspection aond the
option of using scurce inspection to accopr procurcd iems or services,
() Llhe specifigs For waste materiad receip! inspection al the sine, (7]
responsibilities or the processing and storaps of radicactive materials,
(%) test procedurs requirentents, (9) handling and slotage coguircments
for radioactive waste matcriels, (10} ospemaibililies for nongonformance
contral, amd (| [ ) quelification and cectilication of audil persannel.

Criven thar these 1tems reflect langeape fom many SNOHA-1 roquircments it secms likely that
the applicahon of WOA-1 was not 4 sigmiAcant part of the WIPP G A program befare the
EH-30 evaluation tyok place. 10 CFR 50 Appendix B3, cited as the basis lor the 1977 origin
of WIPP QA contains similar requirements.

A June 1, 1989 memarandum fram James P. Knight, Directar ol the DOEs (fhce of
Sofety Appraisals, to Richard W, Searostocki, on the subject "EH Oversight of the Waste
Taolation Pilot Plaot Project { WTPF)” (see App. V), adds other failures in the WTPP (A
proEram o address WA requireinents (p 2

A hindamental management issae also remmins gl tis home; the
adequacy of the DOE Quality A ssurance [QA) progtam Lor the WIPE
progoect. As prescatly strctured, neitbier she dedicated QA staff, one
person designated g the 004 hdenager, nor tbe low reporling leve] of Lhe
4 propram meet the ANSIPASME, N0 requirements espousead by
IMIE nrders.
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The “onc persen designated as the QA Manager” waa the entire WIPE Project Office QA
staff at the ime {Westinghouse apparently hagd 1Be “dedicated QA stafl mentioned).
Tnilirect evidence also poiots 16 a lack of CRA during e period wp te 1935, The “as-build”
design problems addressed shove (sce cornment to page 5-11, ling 33-38) were spparently
never addressad by the WIPP QA arganizations. Jack B, Tillman, DOE’s WTPP Project
Manager m 19385, testified dunng the June 12, 1989 hearings of the U5, House ol
Representatives Environment, Energy, and Watweal Besources Subsommitige ol the
Committes an Govermmont Cperations that:

The as-biills have been koown as a deficieney since the Coms of
Engineers lelt the stte., .

{Page 171 af the prited heanngs: T8, Government Printing Office, T%ML) However,
thetc i3 1o evidenee that responsible QA orpanizations pursued temediation of that
deficiency in the years aller the Corps of Enganeers lefl. Any podiling activity seelang
phjective avidence that NQA-1 Basic Requirement 3 hid bean met, in virtually any srea al
WTPP site during this time, would have rediscovenad the deficiency, Chairman Synar of
the smibcomitittee larer indicated his view of the [A program (p. 333 al the pzinted
Learings):

—-withoul an alequate quality assurance prograrm, Mr. Tillman, I think 1,
is very unlikely that vou are going to be able 1o ensure that the
CXperiments are going W he run properly, thal the appropniace data is
caliegted, and that 11 is applicd proper]y.

Ly 1988, it appears that revicwers did not find a WIPP QA program wihich mer the
requirements of the NOQA standanls. Chapler 5 should reflect 4 mare accurads hastory of
WTPP Q4.

53 Adequacy

"Adequeacy” is later defined (. 5-39) as the Aowdewn of requirements containad n upper-ticr
documents into implementing procedurcs. The subsections under this heading scam 1o be
ammanged in accordance with the Basic Requirements of WQA-1, with MOA-2 Pad 2.7 and those
psrLiveres 003 el wlnedy covered added al the end. This feeral and intent should have
been made exphicit in the text,

‘Fhongh amanged acconding to the NQA standards, the subsections do not describe b all ail the
toquirenients described in the Basic Requircnycnts and Supplemicnts are met, The matrices
menbioned on page 51, which ink NOA requitements ta the poncipal A dosuments for the
mdjor WIPP organtzations, wauld seem 1o have been tiore =MTective (and concise) in

demonstrating thar the WIPE (A program documents contain the requiremeonts of the NOQA
slandargs.

In several subseetions mmplementing documents for §NE. are deseribed ag "MNong”, even thongh
these are requiretnents af the MO A standards whick are applicahle ta SN opgrations, These
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appea: to reflect a lack of research in writing Chapter 5, rather than an absence of adequacy it
thz SN QA program.

Page 5-16, lines 12-18: From day F293 to Morch [924, DOE Headguareers..  EM-342)
asressed the guidife af the WIPE dige ecquivition procecy for perfurmance gssesement,,, The feger
conciuded thet the INIE needed 1o reevaluate ell experivnental progres data weed Yz suppor
perfiemaree aFfesien!.

The EM-342 docoments desenbinge lhe asseasmnenl and s conclusiona should be
referenced.

Fage 5-16, Unes 20-42:1 The adeguecy of the current DOE 04 pragram s ensured by passing
donn peguirements.. with the dircepive that applicofle requiremenis then be passed down o
lawer ter organizations.. Adeguacy of (M progrer reguiremenis wee mitaffy vonfied f e
LYOE theongth the reveew of lower-vler O program dorimons prior (o thetr

Emplenenration.. Formal docament review forms are weed., .

34 dogurneents that demonstrale this s being dene showld he referenced (ihe CAQ QA PD
in Appendix QADPD, Section |.1.2.1 covers the majority of these requirements).

Page 311, Lines 1-8: The DOE kor also prepoved mamices tracing the applicable NOA
requirertents peferenced fn Soonon 5.7 to the CAQ OAPD, WD and SNL likewise are reguived
o prepore and imoinipin matrices.. the mamices are derignoled fxic! éo demonsirate that the
IWIE, SNE, wrd WD (A progroems are adegeate and oddress ol aqppliceble requivements.

Ineluding the matrces could have heet a major slep in demonstmbne sdberenee to 8 A
program that implements the requirements of tha NQA scandards, as reguired by 40 CFR,
194 22{a)1). These matrices would alse provide substantiation for many of the axsertive
statcrments that cormently lack subztantiation (sec comment addressing page 5.1 1, hnes 6-
11

Pape 53-21, Goes L=1%: FhRe NOE, SN, and W0 perform assessments that incfude the peview
af implewmenting documenit for adeguoo..

Thi source document(s) for this requirement should e properly referenced.
53.3.1 Grading
Fage 5-15, Hne 19-21: WID fmplemenring Documenr? WP I-0A4 3308 Crraded Apnroerh

The Bz rantrolled copy of the WD QA procedures shows that Lhia docunient was
reinoved from the WD Quality Assrrance Manual on Seplermber 27, 1994, a month before
the CCA was issucd, The controlled copy chanpe notice does not indicats any replacernent
documene. At the TPA avdid of WD in Februany, 1997, WE13.03 Revision 0, Cualicy and
Repulatory Asswance Department Assessment Progrm, sffeciive Auposl 26, 1999, was
wlentified az the curmenl implemeniation of the WD grading process {&ection T.3.1,
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“Activity Grading Process"},

5.3.3.2 QA Program Documents (p. 5-15)

Thas sectiomn does not inclode SNL QA propratn documents. The CAG expectation {p. {8)
1% Lhat DOE principle contractor top tier QA documents wiould be included 1 the CCA ngl
reerely Listed.

L3453 Qualification and Training

Page 5-26, line 1: Peorsonnel perfarming work are graliticd and capable of perfarming their
(s sreed tiks,

Porsonnel arc required 40 be qualified and capable—that dozs tol mean personnc] will
always be so. Tt hasn't been in the pasi. for example, an 8XL surveillanes io November,
1995 discovered that only 2 of 30 personnel in the FEPs program had Autfilled the training
reqUirements,

Similer overstatements, wherein a A program requirernent is described as i[absaluce
compliance with the requircment 15 & certainty, are made throughout Sechon 5.3
subzections. These are logical fallacies for which countering examples can nearly alvays
be frund (see cumment o the lpllowang saebon, 5.3.3.4, Rer anolher example). Such
stalements are usually so self-evidently everdene that mast are only a minor distracion,
and will not be individnally pointed ont.

Many of these slatemments alze should provide a specific referenes ta the gection(sr of W1PTE
4 document{s} thal establishes the reguirement. These w11l alsa nat be individeally
pointed out--but assertions shouwld abaavs be backed by objective evidenee or a path to the
objecttve cvidence.

5334 Mansrement ASSessrents

Page 526, lines 2B8-30: Mancegrment personncl., [orform aisesshecnls af the portions af ihe
program for witclt they are regponsibfe io assist i ensuing cffeciive meplenenfatian of d
PR rE LY.

The CAC Manager had yet to performn an assessment of CALD at the time the CCA was
published (one 15 schedoled for February 24-28, 19973 The WNOA-B reguirement ( Basic
Raguitemant 2, last paragraph) 15 thal manaeament . shail regularly askess the adeguaoy
of the pregram for which they are responsible...”. 3ML's last WIPP [roject Management
Asscasment (previaus o the Oetober [¥6G publicaiion of the CCA) was Junc 12, 1993,
Comeclive Acton Reports on inmttagement assesstanls Have baen midates] a, holh € AC
and SML.

Pages 317 0 5-32, Sections 5.3.4 Design Control..5.3.5 Frocuréement Document
Control...5.3.6 [nstructions, Procedures and Drawings.. 5.3.7 Docowent Conlral,5.3.8
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control of Purchased Jtems and Serviees, 5,3.9 ldentification and Control of Tiems...5.3,10
Control of Procesges,. Mo stgnificant additional comments, thoogh these secticns do net
necczsanily adldress all the ROQA- | cequiremetits for the arcz specified. For instance, section
534, Dasign Control, does not show how desipn inputs are idendeficd, documented, reviewed.
and approved, as requured by NOA-1 Supplement 35-1 2. Editomal note: pape 520, line 31,
WP 13-0A10003" should be "WF 13-004 103",

53.11 Inspection

Page 5-32, lines 6-22: faspeciions determine acocptance o Fefection of @ process, praduct, or
sepvice, frapection docpmrenimtion for DOF periicipoeats includes the folfowing: approved
implementing provedures.. DOE fmplementing Docierends ! None SNL fmplemerany
Documents;, Nong

The CAOQ GAPD, Eev. 1 tequirss that inspections be performed in accordance with
gpproved implementing procedores (Section 2.4.F). Thas sectien waples thead 38T Joes nod
have the procedure required by the CAO QAPD tor conducting inspections. It further
inplics that there are no doesments conrroiling S5L = ingpectiom achivilies At all,

5,312 Test Control

Page 5-32 lime 32 to Page 533 line 16: .. Test fnofuded as part aof sofenfific investgztions a8
candkcied in qocordance with the QA methods desertbed In Secifon 3.3 21 5NL fmplementing

Doruments: None

Apparently all SML teste are conmidercd 1o be seenlibe myvestigalions, covered by the
procedures lisied in Section 5.3.21. This should have been made explicil in the lext, as (he
semge of the lexr in this section is that SML has oo implemcating documents foe conteal of
testing,

Pape 522 line 20: Fi0 Implemending Qortiments: WE 03-002 Preparation, fRelzeyve, and
Carmeglfation of Sari-up Test Procedures

While this 15 not pathiculady a CCA concem, the doeumemt haz tiol begn changed since
August 21, 1992, and ihe last periodic review noted in EEGs conmollad copy was August
12, 1993, Page 4.5 of the document requires comtral snd staryp QA recards o be
processed in accordance with WP 13-4, 2 procedure remaved from service before
Septemiber 27, 1996

S.3.14 Haodllng, Storage, syl Shipping

Page 5-3d, lintes Z1-37: flems. . ore handfed. stored, and shippeed wsing upproved and
ducarriemied methods NG fmplementing Documents; MNone

WA -1 Supplement 135-1.2 raguires that these processes ire to be " canducted in
accordance wifh established work and inspection mmstnuctions.. .ot other petinent decuments
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or procedlures specified far use in condusting the activity." This section implies that SNL
has no such documents or procedures,

%.3.15 [nzpection, Test, and Operating SLaiog

Page 5-35, lines 5-T: The specyfie stwlns indicaiors, their wve, and the autharily to apply or
rerrovg them are delinealed in applicable Od plans or implemeniing procedures. SNE
fmplementtagy Dncumeanis: Mone

The immplicalion is that SML bas o mtemal documents ceyuinng complianes with NOQA-E
Bazic Requinstnent 14, Thspection, Test, and Cperating Stafs.

5.3.14 Contral of Monconforming Leems

PFaze 5-35, Line 30 to page 36, line 13; .. When apprograie, furifer work o the item is halftad
by semior management until the approprioie actions have been laken ond verified, The
nonconformanes corirel process 1 documaried in applieale (04 plans or implementing
procedheres, WD Implementing Documeny: WP I-007, Hotd Tag Lsemce

T thiz acetion, neilher SNL o DOC caplementicg documents are specified. SNL docs
have at least one procedure thar would seem ta apply to the discussion in ihis section { AP
Z=3, "Issuing and Lifting Sdop Work Ocders™); WD, too, hes & "Stop Worlk" procedure that
wiolik alsn seem Lo apply OFF 1 3-008).

The CAQ QAPD, Pev, 1, Bection 1.3.2.3.[) roquires that disposition of noncontoming
1tems. and the responsibadity and wethonly for evsluation snd disposition, be defined in Ord
dacuements {plans or peocedures). The NOA-L requirement {Supplement |5-51.4.13 is;

Monconforming charactonstics shall be tevicwed and recommended
thispositivng nf noncom fotming iterns shall be proposie | aml gpproves]
accordane? with docamented procedures.

Procedurcs covering the discussien of nonconforming itema should have been Hated.
5.3.17 Corrective Actions

Page 5-36, lnes 21-23: A segmeficand concdition adverse o gualaty i defieed af o concdition thiat,
if motf cowrectal. cowld Rave @ Feriows offect on complichoe with 40 CFR Paris [8) and 194

A slatement that compliance with the EPA disposal ragelations is the only defining lwclor
Tor a sipgmilicant condition adwvorse to quality is exccoptionally disconcetting. This definitiot
12 simply unacceptible--A WTPP O program uolicing soch a defmilion would likely be
ungcceplable.  Formnately, the CAD QAPD, Rev 1, offers an infinitely baider definitigpn
whicl iz in uss by WIPE QA (Scction 1 321, p 1-14):

Sipnificant conditions adverse to quality are conditions chat if not coreeeted,
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could have a serious effert on safety, operabulity, waste 1solation, compliance,
or the reliability of the Q4 program.

The difference betwoon chapter 3 and the QAFD definitions of what constituies o
significant condition adverse to quality 12 evidenee both of poor wriring and inadequare
revicw of chapter 5.

Page 5-37, lines 8-9; Miror softwore problems gre docuimented v soffware problom reports or
aMier resofudion secharesms ar dizcenxyed in Section 5329

[No specific mention 15 made of software problem reports or other resolution mechanisms in
Scetion 330N the oloses! sfalement is {p, 3-41, [ines 25-26):

Far released versions, software problams are docwmented, evalualed,
and, if approprists, comected.

This zeems [ar shorl wl the “Uiscossion” indieatsd.

Page 537, lines Y-10: I soffwate probdem 15 defermined ter be o condition aahverse tao qualiny,
it 15 docnmentad gnd resodved qf deroribed N IR section.

The di ference betweoen a minor saftware prahlem, which may or may nol be corrected, sk
a condition adverse to guality 1o software, for which the comective action peovess inosl be
fotlowed, is ool explained. The term *conditiom adverse 1o qualiby” is not defined, though
"signifiean| conditinng adverse 0 quakily” 15,

53.18 )4 Records

Page 5-37, ling 36, to Page 5-38, line 6 e recoprds management procesy incfndes pravisions
Serclussifring Od recends oy either fifelime, nonpermanent, ov postelusure. .

Classificalion of the many unigie recards generaled by the WITPP hag vel bo be
accomplished, as the DOE must subinit siprections o NARA (hational Arehives and
Pecords Administration) on classification of WLPP racords and await NARA s guidance.
The NARA poattiony could tehe some years o obtain. The provisions are in place, but
cay of the A records hiave not been classifiied yel. Thas sbeold Jeve beco explaioed in
the CCA,

Fape 533, lines 17-22: These fOA] records are maincained by the proper organizotion for
appravee dispaiiion. DO Q4 records arve retained @i the doviment senvines starage facilin in
Carlrbod, New Mexice, SNL O recards are petained in e SNL WIPP Centrad Fifes located in
Albuguergue, New Mavico, and Carishad, BT QA records ave reteined in the WG WP Files
tocared tn Coelybnd. {renernior pile (04 records ave velained te NOW-T oroge focilities at each
ST,

Exsential recards are still at several sudcantracher sidss elher than thaze menliongd. For
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instance, records reluted o microbial dewroadation of the waste were al Brookhaven
Malivnal Laharatories in catly February, 1997, fowr months after the COA was published.

5.3.19 Audits and Surveillances

Page 5-319, lines 15-16: The management aid conired of eudits amd surveiifances qre
documented in (34 plans or vaplementing procedures.

The “implementing dogumenls” sectivons fur this secuon lisl procedures, but no QA plans
are cited.

5.3.20 Compuier Softwars (hA

Page 540, lines 10-12: Plaxns ere prepared af the starr of the softeare Fife ovele to doctiteent the
a'fgﬁn-'.:.rrf.' feeviy et un’:ljﬁ‘q'.‘!:'w:.v o £ yaffuware fu meed dn infepded we,

This description { howewer it may be interpreted} falls short of describing the necezsany
“requircmients phase' documentation specificd by MAST Part 2.7 sections 3.1 and 6.2,
Theze seetions requite that n the requirements phasc that software funetionality,

per [otmanes, desigh constraints, allrmbutes and extlemal interfaces shall be specificd
documented, and reviewed, that the soffware response to anticiparel classes of input olals
shall be defined. Section 3.1 also reyuires that venfication and vahdation plans are to be
wnlen., The CACQOQAPT Reviaion ! (in Appendix QAPTI lws contmn what sooms to ba
an adequate description of the process, and could have sasily been relerenced.

Page 540, lines 15-17: Any software crreers and jaliures are repovied i the sponsoring
organization for aualpris and then forwarded to the supplier, if applicahle.

WOA-2Z Part 2.7 Section 10.1 states that neot only will the supplier repont saftware armors or
failures i (hg purchaser, hul " .the purehassr shall report snflware cmmets to the supplicr”
Mo mention of deterrtination of epplicabitity by the purchaser is (o be found m NOA-2 Part
2.7--the reporting of software errors and fatlures to the supplier must always be perforrmed.

Fage S-41, lines 25-267 For refeased versions, softwiere probless are documended, evalunred,
a@nrd, If appropriale, correcied

When would correction of sothware profblems not he appropriate? NOQA-2 Parl 2.7 Seclion
8 docs. howover, have sivular language;

Corraciive action by the rsponsible orpanizetion shall wssure (hal: (=}
problems aee identificd, cvalwatod, documented, and, if required,
correcied

Software prohlems thal o nol require comrection should not be considered problaras.

Page 5-41, lines 39-42: LD Swplementing Documenis. WP 16177, WIPP Computer Safwars
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Llealioy Assurance

The pamrment m Page 5.1, lines 20-23 was that thos docwment was replaced by WP16-
IT3LL7, Revision O, same lille, on 26/%06, a motd before publication of the CCA.

8.3.21 Scientific Investipalions

Page 542 ling 4-6: Process varfublay affecting scientific tnvestigations are megsural and
conriratied af desorthed e Section 3.3.13.

The section relemnead i3 "Conteol of Measunog and Test Equipment”, Frogess vanzbies
other than equipment can affece scientific investigations.

Page 542, lines A1-32: Scienfific imestipations are pecformed aoeording o réguirements
docprented i soienfific aotefouky or lechnical mplemenioiion dacmmanis or bath,

The statement reverses the onder tound in Section 5.2 A of the CAOQ QAFE Rev | (p. 5-20;

acicnb fic nvestivationa shall be performed 10 accordange with
reyuiremnents docwnented in test plans, procedures, amd scienn fc
natehooks.

Tesl plans and pracedures oo through 1 senes of required revicws, A comment resolution
process, and appravals hefore promulgation; it is hard to imagine thal requiremnents listed in
scientific norebooks would undergo anywherce neac the zarme scouting.

The prablem of using sciemtific notehooks a2 3 requirements document has cropped wp al
ANL in the pasl, when seienlilic ipveshialions weTe 10 process {sometimes contpletoed)
before test plans ar pracedures povertng the operaticn bad limshed the review and
cormcrf process. When CrA asscesmients nncoversd the deficiency the responsge has been
thal daily commumicanions documented by cniries in setenbi fic notcbooks were thowght to
be sufiicient. IT commels have yed o be resolved and approvals haven't begn granted, how
can the daily comnmmnisaions regorded o the notcboolks reflect the yet-to-bedetarmmned
e LT STIES T

1f the result of the CAQ QAPD slatcment quoted shove is to aflow scientific notebooks to
be wsed as desenibed at WL, the CAQ GAFPT may hava failed 1 MilR] Bamc Requiromeont
2 of NQA-1. This requirement stares in part that the documented quality assurance

ITCET 28T,

...5hall prowide for the planning and accomplishrcat of actvities
a[ecling gualily yoder suilehly cuntrglled cordilions. Canlrelled
conditicns includs the use of appropriate equipment, suitable
environmentil conditions for accomplishing the actinity, and Assurance
lbat proregquisites for the, given activity have boen salisfied. [cruphasis
added]
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Scientific notebooks are a record of thoughts, processes, data, and results from witlin a
seientific investigation- Planning decurnents esteblishing reguirsments for the
investipaion should be completed hefore the work beuing, Use of scicotific notehooks
should not he & circunvention af the responsibility © plan, review, aul wothories
tequirement documents for scientific investigations.

Since &ML 15 responsible for the bulk of spienbifc investigations for WIPE mattcrs, it is
worth noting thal SKT. QA Procedure (QAP) 20-2, Preparing, Reviewing, znd Approving
Seiemtific Motebonks, requires as the first step in the peocess (Section 4.1, Step 1, p, 5} that
the primcipal iavestigator

Ensure thal planning & doeymnentad i an approvad Test Plan gcconding
e AP 20-1 oor an appreved TOP [Technical Operating Procedars]..,

AP 20-1, Prepaning Beviewing, and Approving Test Plans, dictates that requircimetns are
ter b addressed n lest plans {Appendix A, p. [ 1}

Pape 5=43, Lines 1-2: Lincerrainn foies are assigned 1o the data prioe oo el e

Thncertainly hmits shouwld he deprved Brom stabislical ink=rpretation af the data, rather than
mwagned [his may be simply poor word choice).

Fage 5-43, Line J4: WD finplementing Documents: None

WID parforms scientific investigations {funder any rational definition of the ferm WTN's
environmental meonitoring program qualifies), and vndoubtedhy has implementing
documents in the form of ptans and procedurcs which should have been listed hete.

53,201 Data Quality CI rist

Fage 5-43, Line 33-40; 40 CF K § [94.221ct states that to the cxtent pracricatle, data used o
suppar! compliamee will he aeversed aecording to thefr eocuracy, precivion, FEPrEsEaiETeness,
cowmeleteness, dmed eomparaliin.

Thizaa miainlc:rpr:‘luliﬁn of 40 CFR 194 22(e)]. The requicement ia a8 follows:

Any complianes spplicalion shall previds, Lo the exlent praclicghle,
intormation which describes how all data used to support the compliance
application have been asscseerd for their qualite charactenstics,
meluding.. [the PARCT chararenstios (precision, acouracy,
represenlativeness, compleleness, and compacability)]

The requitement does cot stale that the dada mpst be axsessed the PARCC charactenstics,
only Quat the CCA include a description of how the assceament was perfonned. T is ulso
mmioartanl e eote thal the reguitsment does oot liml the THOE to only considerng the
PARCE characteristics.-the DCE could also take the apportunity to desen be how olher

BB Fewitow FCEA Ch 5, QA p 520l 17



gualily characten=shics af the daty were assessed.

Page 5-43, line 39 to page 5-44, Hne 2:  The DOIE believes that these date guality
choracieristicy ure applicable 1o lasks involving the guentiffcation thraugl sampilag and
anafveis of speelfic constiinenis of un environmenial medium, The DOE also beligves thel thesy
Feguirements qrg intended e addvess dotivitier such e@x the detevmdmalion of (e prereito o
absence of paflurans a0 waste sireams. Weste charecierization and enviconmental monitoring
arg wrameler of the hvpae of eethaties af the WIPP in which doto quu!'irr}' oharcieristion appiyp,
in these coser the pevformoace medsiresenl i the Soncenindiiod -L-'_,Ir'e'.llilt’ EORSTTRuer of fefergst,

The DOE aprecs that waste charsclensation and eovironmental maniknog activities could
b sesesscd using the PARCE charasteristios, hol nus description al how data from these
areas wers assessed s included in this section, chapter 5, or elsewhere in the CCAL

Pape 544, lines 4-12: [n performuenes aeeesiments,, ihe performanee Measure & cumatafive
refease of radicnuclides to the prceisthle gprevironment ever e next [ONY vears, This measurc
o exitrpmied wsing mathematiced models rather than being determrined by direct measuremen!.
The perfirmance eEsessment process Pequires the wse of mathematicel eodels for the repositany,
witich, in gererl, reatiive theat members fthere called parameters) be agrigned 1a geelogic

formarion and wasie properties. Siece many af these parameters ave pot orenable fo direct
merrurenteni, they mus! be trealerd 08 knicertoin varialles, rather than precisely determined
qeatendiisens, cetel charaeterized by probobiliny distribations

Thers ssems o e 8 Togical jump al the bewinning of (s paragreph thal is not warranted.
The ultimate performance measurement for PA is companed with an interim performance
measuremient for emAaronmental monitoring. The ultiraate performance meoasures for
gnyitonmenia momionog ia detertmination that radionuclides bave, or have not, begn
releaged, jusl as it iz for PA; concentration values are an inbénen step 1o thal measurement,
just as many parameter vatues are for PA {the difference is. af course, that envirenmental
muonitoring results are real while PA 13 a projection). Other parameter valaes, (hoss “nol
arncnable to direct measurenent™, should be based on data measurements to which PARCC
charseteniztios could be applied. Finally, the PARCC charactensrics do not necd w0 he
applied enly to "precisely determined quantihes™: fot axample, the completensss igure for
a difficult process could be 1¥4, and the accuracy sef to 300%, The requirement is to
show how the valucs were asseased, nol io reguire that namow limils be put on the
rasdsLErements.

The PARCE characteristics are a methad for establishing fhe validicy of the measuremenf—
buc that is a sciemific usage, not 4 QA funciion. The §194.22{c) (A requiremuen iz that the
CiCA should contain mfprmation which desenbes howe the PARCLE charactenstics werne
ussessad.

Page 5344, lineys 1421 Fhnte are poed tn develap ponceprual miodele for dispormd sesiem
prevformance thd are implemented e compiationad models in the performence assesymeni
P gre nise used 1o suppmy distrebutions for porameter values wsed i@ compaiationad models.
feolween the poiat af dieda coffectian ard the finod compuraediorel model, mmogptainne is imgodyced
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ffor example, experimental design, extrapalation af e coperinrental vesulis ta spatial ar
lemparal sceles, eie ). There parameter disiviburions muy span sevaral arders of mognitude, and
many parareters derived from data seasuremoents need be fmows only within orders of
miegaiivde of their trwe velue, Efforts 1o reduce the range do rof necessarify fmprove the mode!
ACEHPALY.

The requireient is for the data, not for the computahonal modeling wse of it 1 the low-
lewvel dita, based on mcasurcments, have ool been assessed tar thewr guality, how much
assurance can there be that the pammeter distributions based on il we g messurs of reality?
Aq oriying] messurement thal represenls a sample three orders of magaitude [rom the mean
al the populution is noi much improved by establishing a three orders of magnitude eange.
The lagt zentence inplies again that the PARCC charactoostics are a requirerene to redurce
the ranpe; they aten't. The PARCE chammatenstics help eslabhish what sart of tange shownld
b uscd. This relales v the confidence which can ba placed on the model aceumsey, nol the
accuragy 1laelf

Page 5-d4, lines 31-24: Urcervaing and sersipviny arodvrey respectively assers the mneernainy
in system performance mewmnes aad idemtif) medefing areds und peremetery in which
reductiney in uneerlzinly caR inrrease confidence. ff the uncertainiy of 7 paraesreler v af
sigalffcamt Importuvied 1o the performance aof the WIFP, mare dora conld possibly e colfecred 1o
FEUNCE et

This paragraph doesn’l address Lhe requirernent at all. FPARCC charac lershics e nol
inlended 10 reduce wocertainty, bur to establizh the qualior of whatcyor uncertainties are
wused, The requirciment 15 to cosure thal an altempt has been made 3 address the uncedamly
ut Lthe experimenlal data level. 1Incectainty and sensitbvity analyses at SNL determine the
1ost meortant parameters, buot it is the level of confidencs in the underlying data for
parameters that the application of quality characienstics 15 meant to eslebhsh

Page 544, lines 31381 Inxlead of The above qralily c.‘r:{r.::rcrfn'sa'fm-, Glrer stepy ensuve Hud data
are of adeguare quality. Upper-tler guality reguirements documenis specificatly define (04
ragquiraments for the collecrion of sofentific aad tenkninel infmrmation. Section § of the CAC
(AP Seientifie fnvestigation Reguivements, Idenifies the cirreR! requirementy for ioda
ealleciion. For inclusizn In complinnce calctdations, the date must be callected under an
upproved (4 plan or atherwise be quolified.

4194 . 22(a) covars the requirement for the QA program descnhed; §194.2000) reemis clearly
le bz 3 reguitsmenl independeny, and addilianal, 16 Uhat established for e overall QA

PO,
Page 5-44, lines 40-43: J» summaey, it i5 not practicable io apply dota qualiby characterivéics lo
Mast sctentfic investigutions wused ta wupport @ perfirmance nssessment e whick there 1y

waceriainly i the conceprac! mrodels and the resultanr ranges of parameters. Instead, controls
eatobfishod by the U4 progeam provide the necessary qualizy.

The section fails to supply the requirstl BARCC infemation lore those seientific
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investigatians which this summary @dmits are not covered by the argunients.

T is likely that somne, if nat most, of the undetlying seientife wvestizations used jo PA had
same w01t of evaluation related to quality characteristics applied to it. The PARCC
characteristics in particular have boen ostoblished scientific quality attributes for many
years, Home of evalnations may have even been clearly prescnibed and documetted.
Retrieval of this data would be an cnomnaus task, and ¢ven when romeved would not be
likely ta ahaw a consistent method al application. [t may be that il is not practicable to
supply imfonmation iothe COA as to s he PARCC characleristics were applied 12 4] the
data used in the C{CA--but the areuments vsed in this section of Chapter 5 are nat
persnasive,

The arguments presembed in this section are concertied selely with the PARCO
charucleriziice. The DOE has provided no infonmation as o how any quality charackeristics
wele asseseed Mor dacd, at any lewel. It may not be practicable vo glways assess the PARCC
characteristics, but different quahity characizresties for daca userd in the CCA conld heve
heon defined and pzsessal, and information concérnimy these assessmenis could have been
meluded io the CCA.

5.4 Implementation

This section s [ar The most part a well-whtsen and accurale dESl:ripLimL ul the proactive and
ettective WIFF QA program the EEG has observed in recent years, Bany of the comments
that follow are editorial in naturc—-hut there are sl significant deviations fom easily
discoverable fagts,

5.4.1 DOE QA Fropram lmplementation

Fage 5-45, lines 26-31: The mrond recenl godit of DOECAQY. concludedd Shat the DOETAD (4
Prowran Wi adeguate and effeceive. bt nat complerely implemenied. They cited

rory implemeitarion of o DOE proceduees.., These procedieres are now Jfully implemented amd
He averall GO ()4 Prosram iz effecavel) implemansed

F.cforencs 10 the docwmeniation of the acceptancs by the audibors that the program is now
considered to be effectively mplamenied showld be meluded.

S4.2 SNL. QA Program Implementaton

54.2.1 Data Qualification

Fagze 5-48 linc 41 10 page 5-49 line 6; dn SA eudir nvermnael dudid [TA] 95-05. o was conducted
i gt FRES 1o verify the adoquacy and gffictive mplementonion of OA reguedrements. Al e
resufring corrective goriors funve beer complered ard verified.., The qudit concluded thar. SNEL

(24 rimteals wers (n ploce and dhat ey were wedegieade ard effectively tmplemented.

Thiz paragraph bemns the section onodata qualibication, and appears 1z g poy reguiiee in
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that 1t doesn't seem to relate to the title, it 1s not unil the sugceeding parageaphs detine
what “data qualification” is that & possible clue to the applicability of the paragraph may b
deduced: this andit may have established the time after which SIL'a data can be said to
have boon develeoped under the WNOQA siandands,  Thiz inlecpretation can only be tentalively
matle. Tha eeasan for ncluding the parapraph should have been made @xpliet.

Pace 5-44, lines B=146: [xxte can do gualificd for use e ome of five mothods., (2] exivdmg dava
coflected bofore the implemeniation of @ quabified A4 pragram are qualificd by shersing that the
fiarg were oftained weder o QA progrram drat 0 equiwrlenn o ure sodisiimss e NOM
reyLirerenls referenced in Secrion 51,

In the Independent Beview Team ([RT} process, the ealire (1A program did oot need to be
equivalent ta gne which salislied the NOA mgurements. Caly thoze parlions applicable @
the datn being qualiflied needed to be squivedent o NOQA requirements.  The diffsrence ia
irpontant, i at none of the data qualified by [RT piocesacs was collected under a fully
A equivalent program.

Page 5-50, Lines 1-2: .o ooflected affer dugusd [, 1995 when SNL (4 program was gualified by
the LDOE (Method 1.

Thre DO document establishing the qualification should be et ferenced.
Sd4.0} Onalificatlon of Exisring Data

Page 5-31, lines 13-14: AN date rere not qualified bv IRT or colfected under a guelifled 04
program were gualified v the peer »eview process.

Only thoac data sets uscd in the CCA weore qualificd, About 30 data packages failed the
TR T process bul wens not sent Lo peer review,

54.21.3 1=l Process

Page 5-51, Llnes 38-31: The provess fT -0 for subcontractors to SNL] s decumented B SNL
procedure (AP 20-7, Bstablishing T=0 for Internal and Extermal Bxpecoment Activity QA
Programs, ard includes the fallowing bey alemamis,..

BRevision O of QAP 20-7 has an offcctive dave of Bovernber 20, 1946, noarly a monath after
the CCA was pubiished. The pracess vsed may be dowamented in the procedire, bul ah
approved varsion of QAP 20-7 was abviously not available at the time the T=0
determmations for the subcontractors listed 1o Teble 5-0 were made. The process of
deternimny T=0 15 & quality-affecting one, and shauld hove besn contmelled by procedurea
or instructions as requiced by NOA-1, Basic Reguirement 9 and Suppleme 95-1.2, and
the CAC CR&PDY Seetion 2.1.A--that is. the SNL decament(s) ¢hat cantrolled and authorized

the pracess al the omes the subeantracior T=1 detcrminatvms were made showdd have been
cited, not QAT 20-7.
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5.4.3 WID QA Program Implementation

Page §-52, lines 3640 BT deiermines the wdeguary of the implemantation of Q4
rEqurements for bodh rrferned WD cuctomers and edernal conreactors, Tnternad detsrminetions
af adeguecy of OA implementarion are percrally based on adherence ta the BTN J4PD
reyuirements, The provess inchedes g review af the corrractar 's QA pragoane with vegard o e
aapticatle element f the WD QAPD. natonally recogrized codos and stundards, and

PR IIIOHE.

The t=rm “intemal customer” ig ool & commonly understood verny, and should have been
dedicied.

The eransition from intemal QA to external contractor A betwesn the s=eand and third
scntcnecs 18 not cxplicit.

Fage 5-51, Hnes 4043 The WD frar performed awdity and sievoillanees to determing the detes
whaH aach af s supplier s and subcomiractor 'y 4 pragrams werg considered adequate and
effectively implemensed. Thesa dures and the basis for determination are showe in Tuble §-18,

.

This ks the “T=0" provess which was mors carcfully desenbed for SML in Sechon 5.4.2.3.
The cantrolling instructions or procedures Tor thiz process reguired by NOA- 1 Basic
Boquirement @ and Supplement 25-1 2, and the CAC QAPD Section 214, shauld have
be=n pited,

Tasr ol Alaehments

July 22, 1994 lewer from E. H. Welll, EEG, to George Dials, DOE (Referenced on pape 2 of
this tetiew.

Vndated lemer {received by the EEG on Aupust 8, 1994), rom G. Dials, DOE, o B H.
“eill, EEG (Eeforcnerd on page 2 of this review).

Angnst 200, 199 memorandum from B, Walker, EELT, to K. H. Neill. EBG (Ralereneal on
paga 16 ol this rewies )

Muy 3, 1480 memorandum from M. R, Browo, W15, o B, [, Figlik, WMH/DOE
(Tielarenced on page 21 of this review),

Tune 1, 1989 memorandum from J. P. Koiglt, DOE, to B, W, Starostecki, T
| Referencad on page 23 of This mewview).
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Attachmeut I to EEG Review
of CCA, Chapter 3

ENVIRDNMENTAL EVALUATION GROUP

e ri i3, OPCOATLRTY | AFFRRATE TN BPLoer

TOO7 WYTHMING BOULEYARD, M.E
BUTE F-2
ALBUGSUERTUE, MEW MEXHSD 8T106
(iR - 100
FAF, L K. 1082

July 22, 1996

Mr. George Drials, Manaper
Carlsbad Area Office

11, 8, Department of Energy
P. (3. Box 3090

Carlsbad, NM B8221-3090

Dear Mr. Dials:

Artached is the EEG review of Chapter 5, *Cuality Asqurance,” from the WIFF Compliance
Cartification Application {CCA), published a5 DOE/CAQ-96-2056 on May 31, 1994,
Chapter § contains significant omissions and &rrors, and dots not appear to meet the QA
requirenents listed in 40 CFR 1594 or the expectations for QA as listed in the Compliance
Application Guidance {CAG; EPA 402-R-95-014).

While the EPA has agised o teview the CCA a chapier &t 4 Gime, the expectation was that
mach chapter would be a final version that would illustrate the DOE's best explanation of how
the regulatory requirements for the arsas coversd by that chapter have been mes, Chapter §
contzins many "placcholders™, which are apparcnitly w be mplacod by data and analy sey
which have yer 1o be geerated. Two appemddices arz referenced which were not included:

the included Appemdix RE-3 is apparenly nod meferenced by Whe chapier, and is either
ncomplete oF unnecessary, The EE( cannt provide a complele review until the additional
information is added to the chapdar paclages.

Chaer 5 also fails to meet the QA expectations Jisted in the CAG under e heading

" 194,22 Cruality Assurance” (page 18), The EPA Clearly states on page 1 of the £AG that
these expectations will be the criteria by which the compleweness of the application will be
Judged, and thal no further actions wall be taken until (he expectatons are included. EEG
could only verify that one of the first five expectations was included In Chaprer 5. Uniess it
is the DOE's intenton to meet the CAG QA expectations elsewhere in the CCA then Chapler
5 15 also dehicient in this negard.

For the mtost part Chapier 3 also Fails to mypond o the EPA comments on the Draft
Compliange Certification Applicatien (DCCA), as transmitted (o your office on Oclober 21,
1995 and January M}, 1996, and to some extent fails to address the camments published in

Prowding An iMdapacgent fpcaccal enayag gf dhe Wasta [pplehon Sligl Plan) (WIFF),
B tpgiera) iIrmnsumanic Adciear warhe regosiony.
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EEG-61, "Review of the WIPF Drafl Applicadon o Show Compliance with the EPA
Transuranic Wasie Disposal S@andards™ (March, 1996) concerning the DOCA A Chaper.
Chapter 5 containg editorial and technical difficulties which could delay the EEG and the
EPA mvigw of he complete applicabon. A listing of some of these, as wiell as additional
commentary on the "placcholders®, CAG expectatons, and other issues, can be found
attachkad 1y this letter.

There is no indication in Chapter 5 that objective criteria ar= appliad when audit teams
detarmnine the effectveness of QA program adsquacy and mplementon. The process by
which program effectiveness 15 Galetmiped should be described in Chapter 5.

Chapter 5 sppears 10 be substantially incomplete. EED recommends that the DOE withdraw
the Chapier 5 submission, and resubmit it after {1) data to be included has been collacesd and
anatyzed, {2 the document has been rewtitten o conform to CAG and other EPA
expectaljons, and {33 full editorizl and technical reviews of the contents by cognizant
persmnnel have been performexd.
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Afmckmenl Ao .H. Nelll Lo
O E. Dinls Lamer, Tt

ENVIRONMENTAL EVALUATION GROUP REVIEW OF CHAPTER 5
OF WIPP COMPLIANCE APPLICATION (DOESCAO-96-2056)

Chapler § of the CCA, "Quality Assurance”, published as DOECAC-96-20546, is an
incomplere document which fails to adequately support compliance with the 40 CFR 194.22
QA requirsments and the expectations for QA in the Compliance Application Guidance
(CA). This issuance of Chapler 5 appears (o have been prematun:; material 15 missing,
adeguate tachnicat and editorial review were apparenily not performed, and thers sterms 1o
have been no attempt o CoMpare its contents against the EPAs criteria for complatensss, or
comments on the DICCA version of the chapier.

The following commentary is not a ling-by-line review of Chapier 3, as the document is
incomplete, and more general concerns should be addressed before such 3 mview conld be
considersd useful. Examples are randomly selected, 10 show the types of commections
necessary rather than a complets list of them,

Chapler § ks an incompise draft.

Chapeer 5 as received by EEG on June ¢, 1996, is a drafl that would have been more
appropriate in the DCCA. The document must be considered & draft, rather than a
submittable document for compliance, as information has besn replaced by “placeholders”.
The first page (5-1) has the following statement in the middle of a paragraph:

This program of aodits and surveillances assesses the adequacy and

effectiveness of implementabion of the individuat QA programs. [Placeholder

For comcloslons concerning the adequacy nnd effectivemss af

implemeniation of the CAQ and SNL QA programs]. (Eriphasis in the
iginal)

There are many such placeholder sizlements to be found in the document. Page 5-16 has one,
page 5-42 has two, page 5-43 has one, 5-44 has too, 546 has twe, 547 ane, 5-50 three,
and thera may be others. The apparent reasom for many of the placcholder statements i3 that
QA getivities necessary for production of a (A chapter in the CCA have not yel been
completed and adequately aralyzed. The plageholder quoted above, for ingtance, probably is
due to external audits which had been scheduled, but ot completed, of SNL (performed in
May and Fone 19949) and CAC (scheduled for July 13-1%, 1994) prior wo the writing of
Chaptler 5. Other placehalders {on p. 546 and 5-47) are relalad (o peer review gqealificaton
of data; these peer reviews are stll in progress,

The resolts of these QA activities may not always suppart the conglusions aleeady drawn in
Chapter 5. The effectiveness of SNL's DA program was recently adjudped as "margmal® by
a CAaC-contracred audit, and if the DOE intends to wse the results of the awdid in the CCA

1
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then some sort of updating activity should be performed to show that the program 1s
acdequate.

Woie that neither WID nor any of the generator sites were included in the placeholder
shtment quoted zhove., Adsgquacy and zffectiveness of QA at Lhese sites, oo, was yet 1o be
established at the time of publication of the document, though major audits of [NEL
{effective, except for ineffective ANL-West) and Rocky Flats {marginal) were performed in
late 1995,

Tn addition o "placeholder™ statements, other information tw be used for compliance (5 yel W
be ohiained. For example {from p. 5-3 and 5-4, Section 5.0.1):

The TWRIR was preparsd in compliance with the CAQ QAPD and was
zudited by CAO QA on Seplember 5 and 6, 1994,

Since the EEG in reviewing Chapter 5 in June, 1996, 1t is not meaningful to take credit for
an audit in September, 1996, The version of [he TWEBIR to be audited hasn’t been published
yet, sither; and the version of the CAC QAPD with which it apparently is to comply was not
officially transmitted to TRIF-waste personnel (or EEG) until afer Chapler § was received
{distribution memo dated June 13, 1996, from CAO's QA Manager).

(Tnul the evidenoe to be usad in Chapier 3 has been appropriately gacheread and properly
analyzed, the chapter can only be conmdered an incomplete draft.

Chapter ¥ was oot adequately reviewed by the DOE,

In the above quotation, the applicable version of the CAO QAPD is nor lizsted, nor is the
vermon number of the TWBIR. Docemestl version numbers are nod o be found for most (if
oot all) documents in the chapter, which makes venficanon of many staternents impossible.

Oiher editorial and technical review mistkes exist. Descriptions of the "graded approach™
appear 1 two different pleces (p. 5-2 and 5-23); these provide different {though partially
averlapping) sets of crikena for grading achvities. Sectdon 5.1.2 "Eavironmental Monitoring,
Monitoring of the Performance of the Disposal Systemt and Analysis ActiviHes® (p. 55}
indicates that no monitoring need lake place poor ta ¢losure, in direct contrast 1o the
§194.42(c} requirement that monitoring of crifica! parameters commencs belors wasis
emplacernenl begins. The section concermning software (3.1.4, p. 5-77 ) considers only PA
soflware a5 necessary for compliance activides, though scFrware used in waste
charscterization and for site activities carmied out by WTD are also used for compliance with
40 CER 1™, In Section 5.3.7, Document Control (p. 3-28), WID's principal procedurs for
document contzdl are not listed--and WID has been tasked with the ultimate storage of all
pertinenl documents o the projecl, Socbem 5.3.9 (p. 5-29) offers oo objective evidence {in
the form of governing procedures) 10 shaw that idemificalion and conlrol of items 15 tequired
to be performed, though all the ocher sections of Section 5.3 have such references.
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[0 Saction 5.1.3,(p. 5-6), il is asseried that singe the EFA had reviewed gitt selection and
site characterization A programs during examination of the 1939 MNo-Migranon Varianee
Petition (NMYP) thal the QA for site selection and characterization shoutd be considensd
aatisfactory. This is untenable on several grounds, not the least of which is that the NMVF
i3 for compliance with 40 CFR 268.4, which has no requirement that A programs must
comply with the 1989 versions of NQA-1, NQA-Z Part 2.7, and NQA-3, a5 is found in 40
CFR 194,

Section 5.4.2 (Pape 5-44) illustrates several patential deficiencies. The initial paragraph
contains a stat=ment which includes placsholders, as follows:

A primary result of the gualification of the SNL QA audit and surveillance
programs [Placcholder] the determimaton of which performance assessment
data provided by SNL subcontractors [Placeholder) collacted under an
approved QA program and which data requires additional qualificabion.

Unfortunately, without the placeholders, the staernemt has effectively no useful semantic
content, and cannot be analyzed in relation to the requirements of 40 CFR 194,

The next paragraph describes the change from the SHNL QAPD revision P to revision R,
Some mention of revision  would prevent possible confusion.

Under the heading "Scientific Investigation® (sl Section 5.4.2, p. 5-44), the stalement is
made that

AP 20-2 was added o address sticntific notchooks, Previously, sctentifie
wolebooks were ramsly used, .

Notebooks are usually considersd the basic documentation of scientific work, and the DOE
may warnt to reconsider the phrasing of the second part of the statement.

The results of SNL Audit TA 95407 (August, 1995} are reported in Secdon 5.4.2.1, Data
{aalifcabion (pp. 3-d4, 453

The zwidil resulted in 14 findings n the areas of calibration, procedures,
Eaining, experimental planning, kst records, and equipmredt and dak
acquisition. .. The audit concluded that, with the exceplion of the Carractive
Action Requests, therse was evidencs that SNL QA conirpls were m place and
that they were adequate and affactvely implemented.

CGiven the breadth of the Comrective Action Requests{CARs}, what areas wers left 1o show
adequate and effective implementation of the QA controls” In this presentation, it seems as
1F the program was considéred adeguate and effective repardless of the audit findings.
Chapier & also {acks discussion of e process used by sudil ams for determining the
effecnvensss of QA programs; if adequacy and implementation effecliveness statements are
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included in the CCA, then the process by which these statements are gengraled should be
described.

Almost 0o document in Chapter 5 is properly referencedd. QA documents are listed without
verston numbers; published government documents are listed withoor document numbers {p.
$-6, "Background Document...”; p. 5-14, "DOE Albuquerque Operations Manual™), or
withoul even o Bibe (p. 5-11, "This task was documented 1n a IXJE Headquarters report. 7).
None of these documents appear in the bibliography fer the chapter, #ither.

Anything mode than a redimentary review by personnel Famibar with the overall WIPP
peoject and QA would have uncoversd ab least soime of these deficiencies. In a A chapter,
the DOE has failed to adequately perform one of the banie prnaples of QA --meview of
documents. Such &n omission creat®s an erronecus impression of e quality of QA acovibes
that CAC has developed in the last few years,

Chapter 5 does ood addiress TAG expeclations.

While it is ol 2 compliance requirement for DOE 10 fulfill the expectations in the
Compliance Application Guidance (CAG EPA 402-R-95-14), the guidance was developed to
asaist the EP& in determining if the CCA is complete (CAG, page 1). The document poes
on to state (also page 1)

A completsness detertimation 11 4 threshodd detecmination that the applicaton
warrants further scrutiny, so that EPA, DOE, 2nd the public do not invest
major respirces in a Tulemaking procesding for an incomplede document wilf
likely {and justifiably) consider the CCA incomplete untl these expectations
are roet.

There i3 no evidence in Chapter 3 thar the expectations in the CAG were considered during
the development of the chapler. The DXOE sent out Chapter § with a matriz which maiches
the: requirestients of 40 CFR 1M A requirements with the chapter, bul makes mo relerence
W the CAG expectetions. There are ro statements, references, or sctions within Chapter 5
that echo language or structure snique to the CAG. An anemp to verify that the five
expectartions o pags 18 of the CAG were met in Chapier 5§ produced febrile results--galy
-one of the Hve could be considered 1o be completely mel. These five expesiations, and (he
result of the EEG's verification attempt, are as follows:

1, That DOE Iop Ger Q4 documénts demonstrating commitment to NOA-1 {1989,
NOQA-Z Part 2.7 (19907, and NQA-3 (1989) be included in the CCA. Revision | of
the CAOQ QAFPD {if Ravision | will be the version used for the CCA—see expectation
3) could be said 1o mest this requirement by itself, and evidence in Chapter 5 is Ehat
this document wil] be ingiuded in Appendic GAPD.

This expectation is atso the heart of the 40 CFR 194 QA reguirernents, and it is not
hkely that it was included as a CAG consideration.
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rl That DXIE principal contracior wop der QA documents, and a list of all top ber
documents of subcontraciors performing quality affecting activites ay listed in
§194.22(2)(2), be in the application. Appendix QAPD will apparently include the
SNL and WID QAPDs, but Chapter § ingludes no listing of subcontiractor documents
as specified, nor the top-tier documenty for gencrator siles, and even the TRU-QAPD
may nol be included in Appendix QAPD (it is not s0 referenced io Chapeer 3).

3. That the effective dates the documents from expectation ¥ were tn conformance with
the MOQA requirements be listed in the application. Mo effective dates were listad for
QA documents in Chapter 5; versiom nunmibers were not even given,

4, Thal z Tist of quality affeciing activitics and items important o demonstaton of
compliance be included in the CCA. Mo such list is in Chapler 5.

5. Thatl the rabonale usad in developing the (35t for expectation 4 be given. Mo list, no
explanation.

Chapter 5 15 manifestly not complete according to the crikeria in the CAG, not, it se2nms, has
DOE made an atempt 0 meel the completeness for QA as identified in the CAG.

The inchaded sppendix was poorly piresented.

In its mailing of Chapter §, the DOE included a separate bound document, "Appendix RES",
dated May 10, 1996. The lemer of ransmittal indicates that

This appendis contains excerpts and summaries of specific meferences used to
support CCA conclisions within the chapter. [t wall allow reviewers 1o
quickly find the specific portions of referencad documents when tracing the
logic of the TCA" conclusions,

EEG could find no specific references in Chapter 5 1o Appendix RES, nor was the rationale
for the contens of Appendix RES apparent. The sppendix conzigts of brief absracts from
the NQA standards and two NUREG position papers (1297, Peer Review, and [298,
Dualification of Existing Dara). The bibliographic references for the documents duplicate the
i ography in Chapter 5. Al fve documents are readily available as published documents.
The abstracts, when pertinemt, are not s0 lengthy that they could not have been quotsd
directly in Chapter 5.,

Appendix RE-3 appears o sither be an unnecessary addition o the CCA, or pethaps another
"placeholder” info which Rller mawnal was inadvertently placed. In any case, it is epparent
that the Appendix as it exisls is not a well-4thoughi-out additen to the CCA.

Twa referenwed appendies were oot inchuded.

[n contrast 0 Appendix RE-3, tagp other appendices are referenced in Chapler 5, but neitber
of these were sent with the document.  "Appendix QAFD® i3 refercnced throughowt mueh of
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the chapter, and would sem (o include the current QAPDs for CAGQ, SNL, and WID, hut no
complete listing of the contents is included. These documents are expectations in the CAG,
along with other wop-tier documents (see discussion of CAG requirements above).

"Appendit ALFDIT" ia aaid to contain results of internal amdilz and survetllances of the WID
QA program, and lists of both inlernal and external audils ard survtillances of the CAD,
WID, and SML {Section 5.4.4); whether generator site asssssments are included as a pan of
"CAD" i5 ingdetenminate.

All references 1o Appendix AUDIT appear on ihe last page of Chapter 3 (p. 5-51). For such
an Appendix to have real meaning, specific zudits contained in it should be referenced by
Chapter 5 as objective evidence thal requirements have been rhel.

Without hese appendices, the effectiveness of Chapter 5 cannot be completaly assessed.
Appendices QAPD and AUDIT should have been transmibied with the chapter,

Chapter 5§ fiils to address EEGs comments on the THOCA,

The EEG's comments on the IXCCA QA chapter as published in EEG-61 (March, 1%94) are
also only partially addressed in Chapeer 5. EEG (EEG-61 p. 5-2) suggesied (hat the QA
chapter shouid have addressed the requirements of 40 CFR 194,22, and Section 5.1 of
Chaprer § does address the requirements from 40 CFR 194 23(a), including the overriding
requirernent for conformance with the applicable NQA, standards (NQA-1, NQA-2 Part 2.7,
and NQA-3). Howewver, 40 CFR 194.22(b} reguires thal:

Any compliance application shall include informaton which demonstrates that
data and information collected prior 1o the implementadon of te quality
asurance program requitdd porsiant to parageanh (a} 1} [ihe requirement for
the NQA standards] of this sscbon have been qualified in accordance with an
alternate methodology, approved by the Administrater ¢r the Administrator's
authorized representative, that emplays ong or more of the following methods:
pesT feview...; cotrobomting datm; confirmatory testing; or a quality assutance
program that ia equivalent in effect to.__ [the NOQA standards].

Chapier 5 deseribes the processes wsed for data qualification by SNL. (Section 5.4.2.1 and
following seclions, beginning on p. 5-44), bui does not include informadon which
demonstrates that the Administrator has approved of these methods.

As in the DOCA QA chapier, Chapier 5 emphasizes the A program as it exists in 1996
over QA of the data gathering and processing activibes which make up a majar part of 40
CFR 194 requirements; this was anothér principal comncern ¢xpressed in EEG-61, The CCA
A chapter should provide objective evidence that mformation utlized by the other sections
of the CCA fulfills the quality requirements in 40 CFR 184, [n places this is panially
achieyed, Table 54 condmins 4 Lsl of data packepes qualhified by the [ndependent Review
Teams wn the Qrualification of Existing Data processs under SNT.'s Quality Assurance
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Procedure X)-3, but does not explain whera and fow these packages are used, and their
importance 1 compliance, nor are any references or guidances provided that would allow
confirmation of the ble of conients,

Chapier 5 falls (o adequately address EPA'S commenix on the DCCA.

The DOE has failed to completely address the EPA general comments on the OA chapter as
provided in the enclosure from EPA’s Larry Weinstock o CAQ's George Dhals daned
October 31, 1995 {pp. 3 & 4}. The EPA statd that;

A number of 239¢mive sementy intended o desoribe the cerment sams of the
program are made without substantiation, including statemenls regarding
training records, celibrabon recornds, and document and record control
procadures, Objective evidence should be presented which demonstrates the
successfu! implementation of these and other aspects of a quality assurance
program for the WIPP. Examples of the evidence of implementation may
include appronvad governing documents, implémentng procederss,
implementing plans and tnwetables, audits, surveillance, and verification
reqarts, history of comechve actons, and the cifectve dates of program
implermentaton.

Some of the governing documenis, some of the proceduregs, and some of the effectve dates
of program implementation can be found in Chapler 5. Howewer, many more assertive
staternents are ko be found in Chapter 5 than were in the DOCA QA chapter, and objective
evidence for them 3 not preseated, A few examples follow: Secton 3.1.6.2 {p. 5-11),
"Original Repository Design®, states that "All changes are approved by techaically qualified
individuals™, but oo evidence is supplied for the stziement. Section 5.3.8 (p. 5-23), "Contrgl
of Purchased fterms and Serdces®, subes that "Prospective suppliers are evaluated and
selecied on the basis of docunvented criteria®, and eight bullets list ather procurement
controls said to be in place. However, only WID implementing documents are provided as
evidences for the section, and these are for “Receipt Inspections™ and “Source Inspections”
{which may cover two of the eight bullets). The seclion dees not reference the missing
appendices, which might possibly inclule more objective evidence.

The YHIE also seems o have made only a cursary attempt to address the more specific
oumments the EPA provided on the QA Chapter of the DCCA (mansmitted az pp. 3942 of
the January 30, 1996 letter from Weinstock w THals). For example, the Arst specific
comment slales in pan, "The DELCCA should have specified the roles of EM-1, EM-20, and
EM-3". While Chapier 5's "Organizational Interfaces™ chart (Figure 5-3, p. 5-21) shows
EM-1 and EM-30, EM-2} is w6ll not listed. The same EPA comment alsa implies that the
organizabions thal eonduct QA audits of contractors and waste generarar $ites should be
listed; they aren't. Another EPA comment indicates thar evidence substantiating that ail
workers were properly trained shoutd be included; it wasn't.

The inclusion of the "Organization Inierfaces” figure, which was not in the DCC A, implics
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thal the EPA’s comments were conzidertd on sorne lavel, However, 1t also seems obvious
thal no line-by-line chack to make sune thal concerns raised by EPA comments were
addressed was made., A smarch for & random sample of three other EPA comments--lack of
ohjective evidence for control and mainténance of QA mcords, mussing data quality
indicators for the waze characterization program, and a nesd (o address software reporting,
correction, and implementation of requirements.-shows thal oaly the last of these is ineludad
in Chapter 3.

Chapter 5 apparendly cirenmvyents CAQ's own QA program.

The weaknesws described above in 4 Chapler concerning QA are apparently due to
circumvention of the DOE's own A programi,. CAO Management Procedure (MF) 4.4,
Revizion 0, dated April 19, 19594, stales {Section 3. 0.t} thal

Before a document is produced, the requesior should evalyae the nésd, end
g, cost-affectiveness, intendad aodience, duplication of effort, regulatory and
technical requirements, and any exiemal organizabion’s requirements or
agreements relzled to the document.

MP 4.4 also eatablishes review processes, which are o be in performed in accoredance with
MP 4.2,

Recommendation
The DOE showld consider developing not only Chapler 5 but all of the CCA under the

roquirements of the CAQ QAPD, Revision 1. A solid quality assetance program is of Titde
uality unless work is performed under ity coniool.
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Dapariment of Energy
Carishad Arga Qffica
P.Ch Bax 3050
Cartshad, Haw Waxkos aEZe

ECEIVE
Mr. Robert H. Neill, Director

Environmental Evaluation Group G - ]%
7007 Wyoming Bkd. NE, Suite F-2 AG
Albuguergue, MM, 87108

ENYIRONMENTAL EVALLATIOA GROLP
Dear Me, Nl

W wars quite surprised by your July 22 1996 letter that expressed your concerns with Chaprer
5, “Quality Assurance”, of the Waste [zolation Bilat Planmt {WIPP) Compliance Certification
Application ({CCA). Your leter implied that there are deficiencies in the Carlsbad Area Office
(CAD) Quality Assurance {(JA) program based upon your analysis of the Chapter 3. Contrary to
thiz, wea have shown time and again, through survwillance and audit, that the CAQ QA program is
effective. Let me remuiod you thar the Carlsbad Area Office has just been audited by the
Dicpartment of Energy-Headquarters (ER-30), led by an NQA-1 cenified Q4 auditor, during
which some of vour staff stierded, alenyg with the Envicommenta! Prdechon Agency (EPA), The
report conchided that the CACH QA program was adequate and effective.

We feel that many of your comments are incoreect, exaggerated, and in some cagey they reffect a
basic lack of understanding of the intorded requirements, expectations, and subjsct material,
Your analysis brings to mind that we are pot awars of amy Emironmental Tvaluation Group
{EEG) employee who is a certified QA suditor or has the relevant QA experitnce bo flake the

judemesnts of a £} A program as contained in your letter. Please reconsider yeur conslusions based
upan the inllowing:

eneral Comments

The folowing general responses are provided to express oot overall dissgréement and
disappointment with your responze.  Specific responses to sach of your concems are addressed i
the enclosure to this lotter.

1. Your fetter indicaces that Chaptar 5 contuines] 3 gmificant omissioms amd errors, We tolally
disagree with tios statement  Specific responses provided herein should comvince you that
Chapter ¥ contains nether significant arnigsiong nor sigmeheant errorg.

2. With respect to the “placehoiders” identificd in Chapter 5: the placshalders were planned
and incorporated 1n the May 3 [, 19%6 revimon, W Mayg events that had wol vt oceurmed,
but would take place at a later time  The placehalders ropresented assessment dates or
conelusions that had not been fully completed by the May 3], 1996, Chaprer 5 submitiad
date. The placeholders do not copresent “data and analyses” a3 alluded o in your letier.
The missing appendices referred to are nol cotical to the meview of Chapter 5. EEG
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Roberi H Nell -2
currently has capies of the mformation in the appendices:

Appendix QAPT it comprised of the CAQ, SNL, and WID QAPDs. EEG has
copies 0F these documents,

Appendix SCHED 15 an example of a typical assédsment schedule. EEG is on
distributzon for the quarterly issus of the ©AO Asseasmernt Schedule and the
bimamekly draft updages

Appendx AUDIT identifies in tabular form audits and survellances performed by
CAQ, SML, and WD, which are ¢nly indirectly related 1o supporting conclusions
made in the Chapter. This information has alsn been pronvided to EEG in the form
of the CAD Ascessment Schedule.

Appendix RE-5 is a compilation of reference matenal from Chapter 5 and 15 intended to be &

zource of references or portions of references 1o make it easier for the regder. A similar appendix
is inchuded for each Chapter of the COA

3, Throughou! your conwrents you refer to the “[JA expectations” listed in “Section 194,22
Chealily Assarance” of the Compliance Application Guidance {CAL.

The Preamble to the CACT clearly indicates that the CAG is to be used ag pidance:

“The CAG summanzes and explains the Fohmoary 3, 1996 Boal rule. The United
States Environrnental Protection Agency (EPA) developed this pndance to aasist
the United States Depariment of Entrgy (DOE) with (he préparstion of any
Comphanes Certification Application (CCA)Y fior the WIPE and, in ham, to assist in
EFA’s revigsw for completepess and generally 10 énhancs the readabiliy and
accassbibity of the CCA for EPA and public serutiny, It 15 EPA’s intent that this
guidance will facilitaie the understanding that DXOE and public have of the specific
informacion that is expected to be inchided in 8 complete application for
certification of compliance. Examples used for clanfication in this puidance should
not be considered exhaustive or definitive, since they are provided merely to
faciltate DOE's undermanding of the types of information EPA 13 cxpecting.

The EPA staff ciearly supporta the pesinon that the CAG is for guidance only.
The CAG is only guidance and therefore shoald nor b wsed by EBG to make 2n argument
that Chapter 5 13 deficlent. nor that axpectations have not been met.

4 We disagree with your statement that the May 31, 1996 revision of Chapter 3 fails to
respond to EPA comments. Spoafic responses to the EPA Drait Complhance Certification
Application (DCCA) comments were provided to EPA on Tanuary 23, 1996 [n edditon,
the current tevisian of Chapter 5 has been specifcally revised in format and content to
address EFA DCCA comments.



Attarhment IT to EEG Ravlew
ol CCA, Chapter 5

Robert H. Naill -1.

5. Y our comment relative 1o the lack of objective criteria used by audit teams 1o determine
the effectiveness of (JA progmm adequacy and implementation” reflects n hasic
misutderstanding of QA audit processes, audit scopes, and audit terminology. Quality
Assurance suditors and l=ad suditors are gualified and tramed; lead euditors are certified.
As part of their training, the three componenis of the audit conclusion are clearly
presented. While o may appear that the process is subjectve to casual observers, the
process i well nndarstood by qualified £2A audit personns]. We feel that 5 digoysaion of
bagic auditing practices should not be included in Chapter §.

The anclosures to this letier will further address the specific pomty inciuded in your epclosare
“CCA Ch, § (DOB/CAQ-56-2056) Review.”

In sumumary, your letter does not provide an accursle assasement of the condiion, content, or
quality of Chapter 5. Again, we feel that many of your comments are incormect, sxagerrated, and
in some cases they reflact & basic lack of understanding of the intended requirements,
expectations, and subject material.

We are, however, aurently updating the placeholders and ether nformation contained in Chapter
5 and will consider the specific comments you have made, IFit 15 appropriate that they be
addressed in Chaprer 5, we will 4o 59,

Sincersiy,

SR

Enclosure

o w'enclosure:

B Brown, CAG

& MeFadden, CAD
I Mewhinney, CAD
] Maes, CAD



Attachment T to EEC Raview
cf UCA, Chapter 5

En¢losure

This enclosure addresses the specific comments provided by EEG in the enclosure to the *Robert
H. Neill letier 1 Genrge Dials, dated Tuky 22, 19967

[ntraductory Paragraphs

Chapter 5 of the OCA, “Qualipy Aszarance”, published s IMOECAO-90-20%8. 35 en
imcompiete dpcumend which fails to adequetely support complience wiih the 40 CFR 9422
24 requfremants and the expecrations for A in the Complioace Application Guidande
(CAL) This irssnance of Chepier 3 appears to have been premature; material is micging
adeguate teckmical and editorial review were apparenily not pecformed, and there seems fo
have been re aitemp! (e compare i corfeass against the EPA’s criteria for completeness, or
comments en e DOCA version of the chapter.

. We dicagree. The docwment 3 complete (with the inclusion of placeholders for ongoing
actvibies).

b We disagres. Chapler 5 dggs adequalely suppart compliance with the 40 CFR 19422 QA

TR UL BN,

We thsagree. The DAL 2 guidance decoment and does not contain reguire ments,

4. We disagres. The Chapler wenl through exiensive technical and editonal cevision, Oneer
80 pages of Document Beview Beeoords that inelude conmenents and resolutions are
maintained as CAD QA records,

3, We disagree, Respomnses o EPA comments were provided 1o TEA wun January 23, 1936,
Aclditinnally, the curment format and content of Chapier 3 are a darect tesall of the EPA
commienls ade coneerming the [HOCA,

il

“Chanpter 5 is an incomplere draft.”

Chuprer § oy recefved by FE an Juge §, 1998, Iy ¢ drqft that would have been more
appropriofte in the DOCA. The doviimenal must be contidared g deaft, ratheer than q submitable
documen! for compfionse, ds information Bas beén reglaced by “piaceholders®™. The firsr page
{3-I) kus the followlng statement & the middie of a paragraph:

Thiy program of andis and surveiflances assesses the adequacy amd sffectiveness of
fmplementation of the Individual 04 programs. fPlaceholder for conclusions
COMCEring the adegracy and effectiveness of implemeniation of the CAQ and SNL (04
progriomefl, TEmwphocis in e origingl]

We o saree with (he comment that 11 *“would have keen mome appropnate inthe DOCA™
The {hapter is complele {with the inelusion of the placeholders). The wse of placeholders
was a planned feanurs that penmits a review of the content with the knowledge that
specific mbermation will ke updated as it becomes available,
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Attachment T to EELC Raview
af CCA, Chapter §

There are many such placekolder siaterents (o be found i the document. Page 5-14 hax one,
puge 342 has rwo, page S48 bas one, 544 has owo, 3-46 has two, 347 gne, 3-30 three, and
there may be others. The apparent reasan for many of the placehoider stafements ix fthat (4
aciivities wecessary for prodection of @ 24 chapier In the CCA have nat yot heen compietad
and adegunrely analyzed. The placeholder guoted above, for instance, probebiy v due to
external pudits which fad besn scheduled, buf not completed, of SNL (performed in May and
Furie JOF6) and CAD {scheduled for Fuly 15-1%, I995) prior io the writing af Chapler 3. Other
placefolders fon p. 546 and 5-47} are reloted fa peer review gualification of defa; these peer
reviews are sifl in progress.

We agree wath your descnption of the reasons for the placeholders used in Chapiler 5.
Yurther elaszification ipcludes: Of the 21 placcholdars identified in Chapter 5, 15 are for
dates to be supplicd as activities oocur (&2, awdil dates); three are for a description of
andiz conclusions [ when they are reached); two arc to 1dentify the past tense;, and one is 2
table of the packages qualified through the Peer Heview process.

The rexufts of these (04 gctivifizs may nod afwayy suppent e corrclusions already draovn in
Choepler X The effectiveness of SYL 'y 04 program wis recemift adfudged o8 “morging!” by a
CAQ-capiracted audit. and if the DOE infends to wse the results of the audil in the £C4 Iken
same sori af updating aotivily should be performed L skow thot the program is adequaie.

With respect Ly the SNT. aydit conducted by CAQ i May 1998, the SNL QA program
was determingd o be “marginal.” CAD had already invited EEG and EPA to attend a
revigw of the commective actionz for those amcas Lhatl comnbuted to the marginal
conclwsion. This review is oomently achedualed o he held during the last week of August.
This evaiuation will also inchude a review of the status and cffectivencss of critical
comective detions identifisd dunng previons aesessments.

Note that neither WID nor any of the genermior sifes were included in the placekolder
staterzand guited ehove. Adeguacy and effectiveness of (14 af these sites, toe, wes Ver 1o be
establiched of the limd of pablication of the document, tRongh major audity of INEL (effective,
except for ingffecttve ANL-West] and Rocky Flats (marginal) were performed in late 19395,

We apree, WID will be includel as appropriale. However, since none of (he generator
sites wiil be centified by 1073196, generator sites will not e ncluded. QA progem
assesstent conclusions will be prepared for the generatar sites at the appropriate time,

Ir addition o “placeholder™ statements, other Wiformation to be aeed for complierce is vel to
be abiained. For example (feom p. 5-3 opd 5-4, Secifpn 5.7.1);

The TWEIR was prepared in compliance with ihe CAG QAPD and was audited by
CAQ (34 on September § and 6, 79940,
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Attachment 11 to EEG Revisw
of CCA, Chapter 5

Since the EEG is reviewine Chapler 5 i June, 1996, it is not meaningful fo take credit for an
asdit in September, 19968 The version of the TWEIR to be andited Aasn't becn pubilished yer,
either; and the vervion of tke CAG QAPD with which it apprrently is fo comply was rol
afficially sransmitted to TRU-wasie personnel (or EEG) antll after Chapter 5 voxs recefved
tdistritruiion meme daited June 13, 1996, from CAQ's QA Manager),

In the gbove guestion, the applicable version of the CAD GAPD ix nof fyted, wor i the version
mamber af the TWEIR.

Weagree. We had also identified the typo reflecting the incorrect TWBIR audit date.
The corvect date was Scprember 5 and 6, 1995, This has been changed, The audit was
eanducted in accordance wilh implementing prveduns; and CAD CGAPD, Eevision ¢

“Chapter 5 was 2ot adequately reviewed by the DOE"

We disagres wilh the basic pramize. Clapter 5 went teough a rigorous and
comprehensive review process condueted in accordance with CAQ MP 4.2, Cver 30
pages of review comments wets identified, resnlved, and, where appropriate, incorpombed
into the document. In addition, Chapler 5 went through extersive editing for grammar,
forraat and consistency, by professional docoment editars.

Dacament version numbers are not o he found for vepxi (if not all) documenis Iy the chaper,
whichk paker verificaliion of mony statemenis impoixyble.

We disagres with vour comment relauve o indicating the versian, {or mone correct]y, the
revision) of the CAQ QGAPT) and ather document eelerenced in the Chapter. Documents
1n ary complex, regulated progtam will chathps over a prven petiod of time and should
always be vonfied for cach sppiicancen. Omassian of the revisions for thess documenls s
appropriate and reflects the basicz of information controls.

{hfer cdirerial and technrical revien mistafkes may be found alse. Descripiions of the “groded
approach ™ appear in fwo different places (g 3-2 and 3-23); thesz provide different (Fhough
partially overfopping) sois of criteria for pradimg activitiegs, Xpoction 512 “Fnvironmenfol
Meniforing, Moniforing of the Pegformance of the Disposat Spstem and Analysis Acfpvifies™
fir- 5-6) indicaley thot no ponitoring nead take place prior o closure, in divect confrast fo the
§194. #2{e) requireitent ital manitoring of crifical paramaters commence befare wases
emplgvement beging. The section concerning sefpware (314, p. 5=77 ffi considers onfy PA
softvare as necesyary for compilence acifvities, thoagh software used h wasic
churditerfzatinn and for cie activitlzs carrled oat by FID are gfto ased for complianee wirh
A8 CFR T4, In Sectlon 53,7, Docament Control (. 5-28), WID's principal procedwres far
document corirof are poi listed—and FFTD kas been tavked with the witimaie storage of all
percinens docnments to the project. Section £ 3.9 (p. 3-29} affers no objective evidence (in the
Form of governing procedures) Lo show thaf idertificotion and condrid of items is required fo
be performed, though all the other sections of Seclion 5.0 have sck references.
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Attachment I] o EEGT Review
of GCA, Chapter 5

1. We uyrez with some of (he specific commnents here. For example the comment relative o
the grading paragraphs 1o the two locations. Wmibc they are included in the two separate
locatinns for different ceasons, the amaunt of detadl in the “Applicability™, Section 3.1, is
not requered.  The description will be kept, but the details (bullets) will be deleted.

F-a

We agree with Lthe comment regarding monitoring of the performance of the disposal
systern. Monitoring will commenca prior to wasle emplacement, Appendix TTM 1o
CCA Chapter T will be refereneed as the document deseribing the WTL perfurmance
monitonng,

3 We agrce with yuur cormenen] r=jative o additional seftware that should be referenced. In
e current update we have already added words to deseribe the application of software o
data scquisition activioes, WD desiga activities, and nondestruchive assay activities,

4. W apree that one additional WID document eontrod procedurs s apprapriate for
reference (WID WP15-PS53103). Howewer, we do nol pyres thal documsol conral and
CJA records are refated in the manner that you indieaie, The document control procedures
are ol intended 1o address *. . the uhimate storgge af all pertinent documents to the
projecl” Record storage requirernents are different than docurnent contrel reguirements.
In addition we are adding one WID implementing document that addreasca the
identifcation and control of items {WE 13-PMI517).

Tn Section 5.0.3 (p. 5-8) the theory & advarced that since the EPA kad reviewed sife seleciion
avrd sfte chargcrerization QA programs during sxominatios af the 1989 Ma-Mipration
Vorfarce Perition (MMVP) thet the (A for sife sefection and characterization showld be
considered sofisfactory. This is unienable on several grounds, wof the least of whick is thay
e YW P s for complianee with 40 CFR 268,86, which Ras xo veguirament thai (A programs

muiest comply with fthe (989 versions of NOA-T, NQA-2 Fart 1.7, and MQA-3, as fs foiund in 37
CFR 194,

We agree with dic comment on the No Migration Vanance Petition {SMY P} and had
already noted this. We have updated this portion of Chapter 5.

Sacpons 5.4.7 (Page S—44) illusiraley feveral potential deficiencies. The initlal paragraph
cirmiaing o Slarertent which includes placeholders, as fallaws:

A primiary resulf of the qualification of the SNL QA audit and survelflaonce pragrams
[Placehodderf the determinarion of which performance assessmens data provided by
SNL subcontraciers [Placehofderf collected nrder an approved QA program end
which dafa requires additiona! qguatification.
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ocf A, Chapter &

Linforesnately, witheut the placchalders, the statcment has effecnively ne useful serarntic
corten!, dind cannot be analyred in refation to e reguirements of 40 UFE 194,

Ve disagres with the camenent on the “scrmantis content™ without the placeholders being
included. The placeholders are intended to be replaced by the word “was™ al the
appropriate Hme to indicate Thal the activity has already aocurred.

The next paragraph deseribes the change from the SNL QAPD revision P te revisiog K. Some
mention of revision @ weuld prevent possible confusion,

We disagres with the need to discuss revision "0 of the SNL QAPTY. Since FEG has
abserved CAD audits and surveillances of 5L Strmg o Auguet of 1995, you showld he
aware that there is no revision Q7 of the SMT QAPD. The alpha designators ™0 and
)" are often intentionally nol used doe to the potential for mistakeng one for the other.
This was the casc here.

Linder the heading “Scienfific Invesfgation™ (shfl Secrion 5.4.2, p. 3-44), the statement i
made that

4 202 was odded o gddress scientlfic nof2books. Préwpusly, soienlific nelebooks
were rarefy used..

Notebooks are usually considered the basic dacumgntotion of scienlific work, and the [WIE
may weant ta reconsider the phrasing of e secongd part of the siatement,

We agree with the pootly phrased stalement relative W the “previous use of scizntitic
notebeoks”. This sentence will be deleled.

Fhe revults of SYL Audit £4 9503 fdugusd, 1995} are reported in Section 5.4.2.4, Dara
Qualificarion {pp. 544, 43}

The audi? resulted in [4 findings in the ereos of calibravion, procedures training,
experimente! planring, test records, arnd equipment end data acquisition... The audii
cencluded that, with the exception aof the Corrective Aclion Requesic, thete was
evidence il SNL QA controls wers in place and fhat they were adequare end
cffectively Imiplemented

Given the breadth af the CARs, whar areas were Ieft show gdequate and effeciive
implemesiation of ihe QA conirels? In thiy prescniation, it seems a5 if the program wey
coniiderdd adegualy and effeciive repardiess of the nudil fimdings.

W disagroe with vour overali conclusion regarding the SWL intermal andil
{1A-95-03]. The executiva swmmary indicated:
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af CUA,; Chagtey 5

*Within the scope of this audit it was determined that, with the exception of the
identificd C ARs, thete was ¢videnpce that SWNL GA controls were it place and that
they were adequately and effectively being implemented for those experimental
peograms addressed in Phases 1, 2, and 3.7

There were 14 criteria evaleated over 1] expenmental programs. The 14 CARS were
diseributed over the Tl expenmental programs snd were oot coneenimabed in one
particular area or i one particwlar program.  Thus, oeither the cnteria aer the programs
wers compromised o the extent that the audit tcam weuld conclude that umplementation
wis not offective.

Chapler ¥ siva fweks dixcusclon of the pracess used by audif reams for determining the

effectiveness of Q4 programs; i adequacy and implementation effectiveriess simtemanis are
includad in the OCA, thew the process by whick ikese sigtemertts are generated should be
descrihed,

Wwe disagoee with the necd o include a discussien of basic auditing conclusions
(adequacy, implementztion and ctfectivenass). The CCA is not intended 0 be a peimer
on “how to audin™,

Almost wo document in Chapier 5 ix properfy referenced. OA documenis are Hated wiphoy
vervicn rumbers; published ginvernment docrments are fisted withour document numbers (.
56, "Bochpreund Documtent.. " po 5-14, “DOEAbuguergue Operations Morgal™), or
withoa! even & title (p. 3-11, “This razk was docamented in @ BOFE Headquorters report.. "),
None af these docunsenis appear in the bibliography for the chapter, sitker.

l. We disagree with the necd to include docament versions, revisinns, or other designators
imthe CCA. As previously mdicated, Chapwer 5 describes the QA povgram That is
directed to the contrel of important WIPP activities. This program will consantly be
changimg a5 requiretnants, expecrations, or ke need for improvements anse.

b

We apree that the DOE Headguarters reporl should be identifed, We had already
researched the document title angd date and have ingladed 1l in the Chapter.

Anything mare thor ¢ rudimentary review by personpel famifiar with the overall WTPP praject
2od Q24 would kove dncevered of least seme of these deficiencizs, In g (A chapter, the DOR
has failed to adequately perforat one of the basic principles of Qd—-review of docrmenis.

Such an erussion creaies an erroneous Impression of the quality of A activifies ikal CAQ
hay developed i the last few vears.

1. We digaptes with the commens concerning A mdimentary review by pemsonne] familiar
with the overall WIPP projoct and QA would bave onepvered at least some of these
defiwiengies.” As previowsly mdicaled Chapler 5 received extensive G4 and editonai
revitws. Tikewise, we disagroe with the use of the word “deflciemejes™.
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of CGA, Chapter &

Most of the FEG comments relate o areas thal have been planned 10 be upgraded dunne
the currant review or comments relative to alternate wavs W approach the Chapder.

2. We disagree with the statement that "DOE has failed to adequately perdfarm one of the
basiz principles of QA -- review of documents, Such an omission creates an eroncous
inrpreasion of the quality of QA activities that CAO has developed in the last few years.”
Review it not one of basic principlss of QA, rather it is an aetivity that suppons OA
principtes. The wypes of peneralization ndicated 1n s comment without any ides of the
arocess Ihal was used, s unprofesional and unnecessary,

“Chapter 5 does oot addresy CAG éxpectations.”

Hhils it 5 aof @ compliance requicement for DOE to fulfill the expectations in the CAG, the
gaidance was developed to gssist the EPA in determining if the OCA is complete (CAD, page
Fl. The dicumertt goes on lo stare folve page 1);

A completeness delermingiion is a threshold determination that the application
warramls further scrafing, 50 the EPA, DOE, and the public do mat invegt mafsr
resonrces in a rifemaking proceeding for an incompiele docament will Likely furnd
Justifiabiy) consider the CCA incomplete wantil hese expectations gre mel,

There is ma evidence In Chapter § that the expectations in the CAG were considered during
the deveiopment of the chaprer. The DOE sent out Chapler 5 with a mairix wiich maiches ihe
requirentents of 40 CFR 194 QA requireniconts with the chepler, buf makex ro reference fo the
CAG expeciations. There are ro slatemenis, references, or sections withis Chapier 5 that
echn language or strnctutre paigus te e CAG. An aifemps (o verdfy thot the five expectations
an page I8 af the CAG were met in Chapter 3 prodfuced febrile results—anty ong of the five

coifd be corsidered to be compleiely mei. Thesz five expectaiions, and the resulf of the EEG's
verificoflon wflengt, are af follows:

We atres that Chapler 5 j3 oot compiets with taspect 1o the CAG, however, we dispgres
wills your conclusion thay il muast be. The Preanible of the €A, clearly imdicates that the

CAG is 1o be used as guidance, The EPA staft clearly supports the pesition that the CAG
1& for guidance anlv,

The CAG 18 only guidence and, therefore, should net e used by EEG 1o make an
argument that Chapter 5 iz deficient ner that expectations have oot becn met.

“The included appendix was poorly presented.”

I ity migiling af Chapter 5, the DOFE included o separate bound docamenl, “dppendic RICE™,
dafed May 14, 1986, The Ledter of ransmiifad indicaies thar
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Atkzzhoment IT oo EEG Eeview
of GCA, Chapter 5

This appendix coniaing sxcerpts and summaries of specific raferences used to support
CCA conclusiony within the chapier. It will allow reviewers ta quickiy find the specific
portions of referenced documents when fracing the logic of the £CA s conclusluns,

EEG could find no tpecific references in Chapter 5§ to Appendix RES, star way the rotionsle
for the cortents of Appendic RES apparcnt. The appendix consists af briaf abstracts from the
NOA standards and two NUREG pesition papers {1297, Peer Review, and 1298, Qualifization
of Existing Data). The biblicgraphic referencey for the docments duplicate ihe bidfiography

in Chapter 5. Al five documeats are readily available ar published documenss. The absiracss,
WhEH pertinent, are nof 5o lengihy thot they could not Rave been quoted directly in Chapier 3.

Appendix RES appears to sither be an winzoessary addition to the 10A, or perfiaps ancther
“placeholder™ into which filier material was inadvertently placed. In any case, It i apparent
thai the Apperdiy as i exisis is rol 4 well-though-out addition fu the £C4,

We disagroe. The Appendix RE3 15 a compilaion af refershee matetial frome Chapiler 5,
Appendix BES is intended to be a source of references o1 pothions of references 1n

conlext to make it easicr for the reader. A similar Appeadix s included at the cnd of
each CCA Chapter.

“T'wo referenced appeodioss were oot included.”

T comtrest io Appeadiy RES, two other appendices are referenced in Chapter 5, but kelther of
these were seri wik the document. “Appendix QAPR" is referenced throughoit much of the
chaprer, ord woenld seem o inclinde the enrrent GAPDs for CAG, SNL, ond WID, it ne
rompfete liiilag of the contenis I6 included, Those doctmtenfi grg sxpecfotions in tha AL,
dlomr with other fop-tier documenis (1ee discussion of CAG requiremenis above),

“Appendiv AUDIT" iv soid fo contain reswlty of incernal andirs gnd sprveifiances of the WTH
A pregram, and lists of both infernel and exerne! eadits and surveilfances of the CAQ,

RTD, and S¥L (Section Y.4.41; whelther generaior site assessmenis are included as a part of
ACAOY s indete ritinoare.

Without these apperdices, the affectiveness af Chapier 5 cannot be completely assesved.
Appendives QAPD ond AUDIT skonld kave been transmirted with the Chapier,

The missing appendices are not cotical to the review of the chapter, but are naw included.

Appendix QAPD 15 comprised of the CAD, SNL, and WID QAPD:s. EEG has capies of
all three docunients.

Appendix SCHEDVILE is an axample of a cypicat assessment schedulz. ERT 15 o

distrbulian B the quarterly issue of the CAQ Assessmient Schedule and the weekiy drafi
upde;es,
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Appendix AUTHT is a liscaf andit and surveillances that wens conducted by CAQ, SNL,
and WD, which are ooly indirecily related w supporting the conciusions made n this
Chapter. EEG is on distribution for the quarterly issue of the CAC Assessment Schedule
and the weekly drafl updates.

Since none of the generator sites will be certificd by 10531/95. generalat sité atsessments
are oot included as a part of Appendix AL

“Chapter £ fails to address EEG's comments oo the DHCCA™

The EEG s commenis an the DOCA (4 chaprer as publichsd in EEG-BI (Marchk, 1998} ara
alco only partially addressed in Chapier . EEG (EEG-61 p. 5-2) suppested that e QA
chapter should have eddressed the reguirements of 40 CFR 194,22, ond Section 3.1 of
Chaprer 5 docs address the requirements from 40 CFR 194225}, including the overriding
requirement for copforpaics with the applicable NQA standerds (NQA-1, NGA-2, Part 1.7,
ard NQA-3). However, 40 CFR 194, 22fb} regiires that:

“dpy compliance application skall include infarmation which demonstrales thal date
aerd ifprmarion collecred prior to the implemeniation of the guelity assurance
progrom reqisired pursuan? io peragraph (glff] frhe requirement for the NQA
sianderds] af thix section kave been gualified in accordancé with an allernale
mefndology, epproved by the Admirlsirafor or the Adwinisirator's aniforized
repraésopiotive, Thal employs aneg or more af the following metiods; peer revign...;
corrafarating data; confirmurtory lesting; or o quality assurance program har is
agutvalent in cffect to.. fthe M24 standards].”

We disupree that the purpose of Chapiet 3 meludes addresspng ERG comments, EFG
comments were addreysed and mmeluded i the January docwttient thal addressed all
commenis gn the DCCA. Voo were prowvided a capy of this docamenl by leter datad
Tamuary X3, 1996,

Chapier 5 describes the procesies nved for fafa guafificailon by SNL iSection 5.4.2.1 ond
Joflowing SecHons, heginning an p. 544, buat does wot incliude infarmarion which
dentoksirates Iiat the Adminisiratar kos epproved of these wethods.

We dijagres with vour interpretation of when the Administeator has w apprave methads
for quaiilying data and 1nformalion collesied prer oo e implementaien of the quality
AssuTAnCE program. [ isaur opinion that the FPA Admemstrator’s anthority i this area
begins with the submital of the CCA,

Table 3o contains a fist of dofe packages gualified by the Tndependent Review Teams in the
fuafificaron of Existing Data process under SNL s Qualitr Avswrance Procedure 203, bur
daes nor explain where on dhow these packages are used, end their importarce fo compliance,

o are any references or guldance provided thay wenld ollow confirmation of the Table
COMISHES,

Puage 2 of 12
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We disagrce with the necd tn explain where and how QED packages are usad and their
importance to compliance in Chapter 5. This wechnical information 1s nod eppropriate to
thiz chapter and is discussed in other CCA Chaplers,

“Chapter 5 fails to adequaiely address EPA*s comments on the BHOCALY

Chapter 3 fails io adequately addreis EPA's comments on the ICCA.
ke DOE has foiled to completely adidress ihe EPA general comments o ke QA chapler a1

pronided in the enciosure from EFA's Larry Weinstock fo CAQ's George Dials dated Oelober
37, 1995 {pp. 3&4). The EPA siafed that:

“A number of avsertive stalervends [ntended to describe the curreny status af the
program are made withond substantiotion, including sfatements regarding raining
records, calibration records, and dociament and record conired procediires. OBjective
evidence Fhould be preseated whick demonsirares he successind implemeniation of
fhese and other aspects of @ guality essurence prograi for the BRIPP. Exampies of the
evideacs of Inplerntentation may inclede approved geverning documeniy, implementing
procedures, inpfemeniing plans and finrefables, audis, surveilfonce, end veriffcanion
repiorts, Aistery af corrective actions, and the effective dies of program
implemeniation, '

Kome of the governing dicumenis, some af the procedures, end some of e effective dates of
program inplementation can be found in Chapier 5. However, many more asseriive

siafenends are to be found in Chapter ¥ ifean were im fhe DOCA QA chapier, end vlifecitve
evidence for themr s not presemied

We disapres with yowr slatement that the May 31, 1996 revision of Chapter 3 fails to
respond Lo FPA comments. Specific tesponies to the EPA DCCA comments were
provided Lo EPA on Jenuary 27, 19946, In addeiion. the cumenl cévision of Chapter 5 has
oeen specifically revised in fomal wnd content to address ERA DICCA vommeanra.

A couple of axomplos: Section 5.4.6.2 fp. 5-11), “Orieinal Repositor: Design ®, stares that " A8
changer are gpproved by fechnically qualified individaals™, bat mo evidence ir supplied for the
sfatement. Sechon 53,8 {p. 5-28), “conirel of Purchased Femy apd S2tvicas™, states (el
“Prospective supplizrs gre svelucted and sefected on che basls of documentad criferic”, and
cighl builels fist ether procurement conirols said fo be in place. However, only BFTD
implemeniing dacuments ere pravided as evidences far the section, and these are for "Receipt
frspeciions™ and “Source Inspections” (which may cover two of the eight buifeis). This

secfign does nof reference e missing appendices, whick mighé possibly inciide more
elfeciive evidence.

We disapree. Hecawse WIT s respensibte for design, snly WIT) implementing
Jdowuments are appropriatcly provided Sections 5.8,

Bage [Qof [2
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We disapree thu (e comment concerning qualifications and training of workers 1s not
adgreszed. Section 5.1.6.2 §p 5-11) does state that changes are approved by “technically
gualified individuals.™ Chapter 5 describey the CAD QA program that 12 used to (r=in and
qualify personpe]. These records are subject to the avdil process. Individual qualification
and training records are muaintained as QA records. W do not belicve that the thousands
of records for atl WTPP personne] performing quality affecting aclivilies are appropriak:
ta be included in the CCA. These recards are subject to the audit process.

The DOE alse seems o have made anly a cursory aitemipt to address ke mare specific
commens the EPA provided on the QA Chapier af the DOCA ffransmitied ey pp, 3742 of the
Jawuary 30, F994 letter from Weinstock fo Dials). For exemple, the firsl specific commenity
sfates im part, “The ICCA should kave specified the rotes af EM-1, EM-20, and EM-30"
Rhile Chagier 8's “"Orponizotional Interfaces” chart (Figure 3-3, p. 3-21) sRows EM-1 and
EA-3D, EM-20 iz stidl mot Tisted, The same EPA comnrent also implies that the grganizations
that conduct B4 audits of contracters and wasle gererator siter shoadd be Hsted; they aren't.
Anather EPA comment indicefey thal ¢vidence substaniiating tial all workers were propery
rrained rhauld be Included; i@ wasa 'L

We disapree, Chapter s “Chganizational Interfaces™ charl 15 corteet in nat identifying
EM-20. The EM-20 responsibility for QA oversight of WIPF hay beon re-assigned 1o
Eal-300 BAM-30 recemtdy performed an independent assessmenmt of the CAQ QA Program.

The twelusion of the “Drgaritation fnierfaces” figure, witick was mof in e DNOCA, implies
that the EPA'S comments were considered on some level. however, if also yeems obvious thot
no lige-byfine check o make sure that concerns reised by EPA commeenis were addressed was
mide. A sedrch for a randem sample of theee ather EPA comments—lack af abjecrive
evidence for control and maeinienance of OA records, mivsing date quality indicators for the
waste characterization program, and 3 Read to oddrsis soffwaie reporiing, correciion, and
impleme nfation of requiremenrs—shons thar grly the last of these & incladed fn Chapter 5,

We disagres that the EPA comments have not been addrazsed as identified by the tandom
sample of threr EPA commentis - luck of objeclive evidence for contrl and mainicnance
of QA records, missing data quality mdicadors, and a need o addrees soffware reporting,
gorrection, and implementation of requitemeants. The commeénis ate addreszed wgthin tha
discussion of the appropmate implemening procedures and overall contrals established
by the 4 Program. We do nol eonsidar il necessary to supply more detail in Chapier 5.

“Chapter 5 apparently circumvents CAG's own QA program.™
The weeknesses deseribed above, in @ chapler concerning A, ore apparently due fo

circamiverfion of the DOE S owr (24 program. CAQ Monagemen! Procedire (AP 4.4,
Revision 0, doted April 19, 1996, stotes (Section 1. 11} thas
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Before a document is produced, the requester should evalugle the need, end bse, cosi-
effectivenesy, infended audleace, duplicetion af effort, regulatory and techrical
regiirements, and any exiernal organfzations’s reyrirements or ggresmienss refofed to
{he Sorsimenl

MP 4.4 alvo extablishes review processes, witlok are fo be in perfermed in avcordonce with MP

4.2,

Lt

We disagree with this topic in its entirety. The review process was conducted in
accordance with MI* 4 2, Hesults of the reviews, far this ravision of CCA Chapeer 5,
mcluding cornment resolution documentation, wer: completed and are mimotained as QA
reconds.

We disagres that the C2AD) A Program was circumvented in any respect and belicve this

EED determinabion was based on & lack of facts and a lack of undersianding el the CAD
Quadity Assumnes Program.
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EMNVIRONMENTAL EVALLIATION GROUE

A s EiL W CFFOORT LR + AFFIAL T T s, v

KO8 NORTH MM STHEET
POST OFFICE BOX 2149
CARLESAD, NEW MEXITE BRYIT2149
(GOE] BEK. G T
it (508 BET-0243

MEMORLNDTIM

DATE: Audgose 20, 1354

TO: Rekert E. Meill, Director
FROM: e Walser, D& Spec.al-ost Eotir

SUBJECT: CZA&D Aundit of SML FA Jun= 17-21, 1E53€

Tomn Tleme and I ooserved the ChE audit of ENLs DA program guring
the week of Jurm=s (7-Z1, 1%5%¢. Seven audltors were involwved;
cther gkagivers were Warg T7ali3ne ind Georse Bazakil-razg Trom
LRI, ard Pstrork Eeliey, Jamez Tzannel’, David Back, zni Wiliiamwm
Sukletp=s for bR EEFA,

Tre auciz beam Sudged the FA progiar applenentation of 24 Zo ke
"margrrnal®, and the softwars developrent and cualificesion was
juidgea "marginally effective", Five draf: Correctave RAotisn
Repotte 'CAPs! wers generated, znd zight draft sheervstions,
Atrachment 2 i=a a lis-ing ot thess dratt ZREs and oonescvatzaons

ard othexr matwer-ia: preserted nv tha lead auditor at khe clzzecut
messing,

Tw: itema waplli Seem T2 De ZF cartizular Soocesn -2 2A [or the DA
atrfore.: 5mf'waPﬁ oodes wWere s5t11l ook gualifisd, ard sone
paranmecter wvaiuves used by DA cofez haz bosn entersd Spto —he
Farameter databacss Wi:hﬁut frz=al sroceszsing. The oofbware codes
kad -azznplet=s ba=sline dorumercatice bit were nsvertlisleas being
utilized -n Compliance Certification Anwlicat-on {O0A:
caleuiations.  The SNL QA Manager hid agreed te this u==ge. Tk
pararmerser vaiuw changes were a different soyt of preblem, in o crhat
the well-eg-aklighed paramere-s dara ernt=y formalisam arb SNL had
baen circunventes fzr Ths entry nof some Z5 paraTener changes.
These two events o not tnzreaas oohnfldense -no Z¥_'s commizment
Lo establisned qgqualily far Fh S=imaizr_ans,

O maoe CoanposTe Sescolipolioog of -
CERat Lok plarce Z_rpoig Lie zuds

I_ndinze, and obtkar swronkb=s
. DE found —n Appexdix
The aLitt aizc found several aad: T EracTloss as :hL i
irzlode &ase oI rertricwva- oS d-cou from the Sand WIZE
Cennral Files [SWCF), epxbensive error ckesxing of 11p4 =,

SoZiwiare test 2cripning, and dofsumentaticn oand sroniving of

1

- -
=5E

i

[ |
jm AT
WT
Lo =

.

Praviding an indapancanl Mehalce 158y 5t (e Watrs |rolabiagn Pisgl Plant [Wee),
AR [PEARAFRAE AL Bl B Sl ARy,
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Mems B Bobers Beill

Fage 2
August 20, L5Ee

actfware productisn rohs. A8 a.ways, SWNL perscnnel were For the
OCaT pavh east oy accezs:kble and verwy et T 1

The suditnors were well prepared, and those I aokserved staved on
taak. Their knocwiedge and experigsnce wich #NL's Za efforts worwe
rveadily apparsnt; and =s iz usual with CAQ's avditors, chew were
nersiatent and thorocush. Tris was = cornac.antious audit.

BEA T - g
En-mla=.tre=
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ATTACHMENT 1 to =NWL ER Audilb

Abcac-ment 1 ~f rhe memarandum™ aa Ehe SML CA acdit [Walkesy eo
Meill, May 24, 153&) Itacad Char:

Trarae sti1ll seems to he a gapae At ML That Of is
gesondary fo2 sclentifis purssit rabihler TRan an
integral, and, Iot zhiz priject, essencial part of i,
angd, -—nog atbituds fay bave “fg effects even an QA
perIonne] apd theos activizies.

Tniz kypotneziz reta-.ves additisnal sugport Ifch BEhe szsckbions
reat Sl ow

SBoftware Qualifi-~atian

Zv.denge of cornaiderabile affor: Lo gel “ie PR oodes iztc GR
Senformanec=s has beery deponstra-ec in alher =ofrware aasesamencs
in the rocent past, and ktoe documentatisn viewed ir txis audit
was of gosd guslity. However, 2L has decided o rTun
calczlasione for the TDA using codesz Chat are noT Y2t Ln
acooedsnse with the distates of MQO2-3 rart 2.7, —ne 42 COFF 194
gramdard sited for anfbware b,

Wone of rthe PA codes were Sound to be Fully gqualifisd during the
aydic.  Memaranda dezed May 253, 18%6 from the #A Manaoer in
charge of scfoware 12 the SWL QA Manager .iat the “gurvent Q&
sbatus" f eazh ¢f the zodes. all of whom contained jncomplste
iterz, and then regquea:z permission from the DA Masagst o proceed
wizhk thg TCA faiculatione.  Tre @A Mansger sigred approval of che
TEOUSAT R, WitnmouT 32 mach 3a wniviating a AR OF reguicing a
2rzzzdiule for completiosas.

A cIopy St the mzmorandur Eor NTIS -5 aktazied [(ATiachment 3 ; the
gtiztribston _:3% #nows that mo copios wore proviacs So the JAC.
tFoearly all sapez:ts &2 <he DA proceas are said to be "in
Drogress"--1i.e., one were forvplet=d,. This cncludes Zhe
Caguirenents 2ozement (F0F ard the VerilZ-ocation and vValidation
Clan wWPE', whizch make up the first step in The ANZA-2 Zart 2.7
iife Zyzie for sofzware (§ 3.1 Reguiremencs Phase!, and defire
the Teoyuiremernta for the deeign ¢ the -esting phase and tfe3t
tases. The remorardem lazer stszes that "Test casesz #1 “hrough
ke nEwve Teen runt JERoish The regluirsments are 731l in drafzi
and ernzEr .. .2he zesging 12 Far oalong. oM

The wemorandim Sor SUTTTNGE S Jisted =imilsr fefigiscote=s {Icr all
deyelopmantal parcs oI ofhe softwaTe 1ife owole) o SLTaiar
_anguaTa,.  The octoor Temorznda were pro-ably =Eimi_arly srgani zed,
Chonizl: ooralescon <f paztz 2f oo 11Lf2 CWOols may Sawvo SEourred.
an-d PETT L, % W gTaDEn:
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Software development ghall procesd in a traceabla,
plarned, and orderly manner... Saftware development may
be paprformed in an interact:ve or sequential manner,

While "interactive™ might be interpreted o indicate Chat Eesl
resyl-e can oe used o change code requirements in an iterative
Fagnim:, it AdAzes not -mply chat all parza of the l:zfe cycle can
ce developed in parsllel. Operaticpal uiae of the scfoware ia the
FEul.imarce EIXE tken in the scftwarse 1ife cyeclie 1followed only
By tRno "reporement pease"), and ¥Q0A-3 Parr 2.7 clearly scabes
Chat for tzme "Cperaricons and Mairntenance fhase™ {5 31.€01:

Prizr Eo thiz phase the software hac bearn apotroved for
aparat Loial usea |

Tre mercrznda aZso coptain Lhe gtaterent Lhal "The remaiiing
Teating and DR dncumesrarion will be complered axooeditisuslve,
ass (fzr WJITZ! rhak “If khis Cearing uncovers any problens wich
MUTE Lhea che ivpazse on che 08 calovlazions would be aosessed s
" Eime". It gseenms likely chat —he purpose oI the memoranda is
norensya Lhie pressure Lo complete QA work expediticusacy; and cChe
oot ind afEorr To compietely brace Srror: Through & achbmicted
Sh oould me axtensive,

The proceas to be followsd as descvibead in wnese memoranda are
cigarly at odds with the 40 COFR (931 raguirements conesrning
safiwars.

Parameter Entry Contral

FM_-WIFF Form 3€d, WIFF faraneter Enlry Foro, Ls reculred for
an-y of any cararmeter values Sr changss Ln these wvaluss Lo bhim
d=w:zbaas for use Ty Ph., TFeorm 4643 ars initiated by cne Parameter
T==x Leader, wno anterg icformacizr on the parvamercer, the change
bz be mads, and juostifigacion for ne chaage, atbzaine signarures
zf *ne crnange reg-o=steor z2nd an approval signature {akhers are
gometinsa regquired!, Khan =Eunmins -Tme Fovm afa and Aupporting
ctfsrnat,on to Zhe Dabhanase Admoiniziratcr az a Parameters Records
Zivkage PR7] . Dabks entry perLsSCOns. 45e [rajinsd to uge bhe Tor
d5ds for 1noaz; the data e=ntroy Serson's gignature ia added £o ble
454, az is the a:gnature of the perzor who checka the entry. The
raP. -ncluding tsz Form 4484, is toen Iiled zn che Sandia Wipp
Jerntral FTileszs (EWIF)

AT e Tebroscoy J&, 19%B, ologzout ol o4 CAD sooveli_lance of
Cardieloers ther lead audabor cornlioested SNL ol Liie rigor with
Wiiln ougse of Forr 4f<s was enfsrcoed Tor database entoy.

-

An oaudinor ancoveresd three cr ToUr paramszers 10 zhne datsbase 22

wWi-To 0O Forn xf<43 coulid e fooemd., T opuracit of rhis prokler,
e dudizorm wers eventually shown 3 lo3ac of 25 paraTmeters
Tatoad, "CHANTZED NOT CGOVEREDR BY 4£:2's".  Actizding bto notss Loow

wiilas wiew ey thig Li3b, the first change epnbersd wan oo febroarys
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ZE, 139%& (dara of the closecut complimens mencioned abowe) ., That
these entries had ciccumvernted “he s«scahliaked requirements was
unogwered abour a week later by A PI (while resesarching a

parameber reguest from EECQ] . The compiling of the list began at
that time,

I iz ~rne agrt of errar to fa.]l to {ollow prasticea that nave yec
o be Eirmiy estzbliofed; it'sz anscher to fai: in Cellow those
Enat are established., During the audit we suogeszted that the
aadit —eam shouid Zind ouk the details of now Lhese enbries were
mads., We were informed that ENL would have to perform that
activity ard report it o JAQ as part of t"e CA regglutien. Tt
is hopes that the entries zTte btoe result of a precccuple& FI
gibmittirg changes directly to an JMDrGEerly trairned daka antroy
barzzn, buc kEhe probklem s 1ikely more sevious,

Im defense of SNL, this hss all the appeavarces of being a single
lapegse L1n whichk all 25 paratneters were changed in a macter of
‘ﬂy- and SNL personnel were azTempiing -o eatablish preper
orLeetatizn., on the othey hend, no incernal TARD were
geperabed by ENL's dizzevety of the mrohlem.

Procedurs Problemp I: Data qualified by audit

furing the awdis, I kRad Tgsfon ta reagd the vars:icns of SNL DQATg
9- and 3-2 ussd oy the auvdldibtgrz, and digcovered lapsesz in each.

ohP 5-1 weyrgisn 1 cortatnsd the statement [Scckicn & 3, Step 20

When daza =eks are ugsel ko suppoer-t the aha.vsis,
docimenz tne shereoe S the darka and wiiether ohe datka
m—ave peen Lla’ified chrouga "ﬂll&”ti&ﬂ under an
approved SKL CA Drogram, e apolicaticn of CRP O Z20-3,
o e ENL WIPF audit ferphasis added; .

Aoditas o rab 2oalify data, Wnen I guescioned bthia statement iz
was explained to we that che phrasze wasg more a Blang Term, anc
whzT was Teant was Th=t the program cnder wnich the datba was
devrs . zped had bean audibed oy SKL o oontirm tnat che orogram
conforred oo ANL's DA zranfards.

I was told SNL was 1o the procesz of revieing the proucedurs, ard
indeed they were, BLEE now kas a capy of Revialean 2 cf che
nrocadurs, whioch beczme effective April 11, 19396, (3 gopy was
rareived at EEC on Arr.- 12, 15328) a=d the starement gagted alowve
rmaz baon fersved. I oreg2is confused, however,  The audit was two
full menihs afrer the effective dare orf —he revosiza; why were
Aiitory asiog “hw alder ooeT And, wiiv owaszs'L I ogimoly ahowrm
Lbhat “he jewsr ve-zicn did not Cconbalt Che “Ten 2o guestion?

m

o

'

lv=sia Plan AF-I.5, vers-cno 22, "Zroundwater Modeloing Analys:s
sl foor the Zesematlon of Transmiwszivity Foalcs fzor —he Culen: .
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Flow and Transport CTalculations™, datced May 2, 192%8, Section 3.1,
gontained a similar statement:

only data that has oeen qualified threwgh colleecticn

nder an approved SHL CGA program, throucgh application
=f QAF 2Z2-3, or by SNL WIPP audit will be used for this
arnalysis [amphasis adfaed],

I a-speszs iz dofulent wWas writben with DRE 9-1 in hand; =trer
nalysiz plans may have similar statementa. This .5 an exanp.e
of why the wraiting and reviewing of CA documentat-.on 1s 3o
importanc.,

Procedurea Problema ITI: Paramster "Categdory"® Dafinitione

AP S-Z, "Iralliby Asguransce asquirerents for the Ze.eccicn ans
Docamentation 2f Parameter YWalues Uzed -n WIPFF PerforTalkos
Agsagzasment" presentec i more sorious problem, The definl-:=n of
parameier Categories indizates that adeguare conbbol ower
oarameters gayY not be adequately performed.  Sectien 2.0 of che
crocedure oflsrs a list of five catesgoriss, and gtates thste
Catescory 1, 2, and 3 pavameterg are subjest to the reouirenents
of che vroceludre, but 4 ani & ave o, The JAF 2-2 Reviz.oo 1
Catesory Takblsa:

Tategory Jescrinbion

o Parameters rot cesd in currenk compliance
caleulakions;

i

Faramsters that are rmodal coxfigurszion
paramsZers or that are assigiiec bkassd on g
assumgai correlat_cn of proparCiss cetwesn
similstr makeriala:

3 Paramaters reprazent.ng physical Soos-antas. ..

z Farameters paprafenting the invencory oI kthe
wiste Lo De emplazed abk WIZD. ..

1 Parametera tnaz do oot fall inkto Categories 2
throagr 5, butb ave neceggary to WIPR TA
cileulations.

The awdit Tea— fai:ed o gee why TAleQory & LATXESTIEESrS wWars
faemad o De exoludable from the G requivaments, arnd rrar T
Drose:ER ToY CETegorizaticn of parameTters was noc adegzacze; a
draf:c zcozersvan-cn to “hat effezs waa made (draft Soservabiom e,

Z: io Aztschmenk 2, &, T

ol

I bbwpuwane L7 os=nculd have been a CA3F {sand :rnipzmrocriablely said ac
27 an audift Te=am caymal . The —able as asrnersegszarily cosfusioo
far the turposze ©f the orocedurs (establiziing Q& fov

- -



Attachment III tc BEG Review
F CCA, Chepler i

parameters; . The procedure should have hean written b2 reaguire
ducumentation for all parametera used in PA vonsiderations, and
ahould alsag reguire a8 dogumented raticnales for parameters that
are dropped from uae in PA,

ZEC'z contrslled capy version of BN QRP -2 abtlill shows Revisisp
l as the cyrrgat orocess to follow (Pugus:s 9, 29340, Tne draft
anReTrvatbicn apnarectly nac no effec- nn SN, ard paraTecerz rar
atr1ll ke included in PA calcuilaciomns without nesessirily heins
adeguate=iy documsnsed.

Dating oo Documents

Many kinds of SNL documants nawve noon@:ssenzies in kas datea
ligted in them. I have rmo<icwed gevers]l doring previcus godit
and surveillances, kut since Che daces are always r&dsﬂnau*y
ologe 1'we net desumentéed Them.

Mcar perniic_owus are reviews or approvels of docome:ls wicn dates
that poat-dated the issuance af the ﬂ:::ﬂents For axamgple, six
Torm 4642 were found which wers sksrted on Aprtol 22, 1354, and
Ent=rad into the datakase =5 April zz, 23, Tle anvrovals for
“ne change weres all dated April 23, 1334,

Bralysis plang 1 vigwed had siTilar inconsiscencies.  “"Analysis
Flan for CORIGEN2 Inventery Calculaticns for Fizst Phase
Jeterpiinatlen of the Inmitial Radionuclide Znvenbcory for
FPerformance Rssessment A-=lysis Support-ng the Concl-oance
Cercaiflsarien Appiication", dJdated April 4, 1235, had z21- 1ts
clgrabures on or aftser April %, 1%26,  "Aoalysis Flarn Ezor o=
Zalacde FTlow Calsulatigne (Tagk 1) <E che Performanse Assesament
An=ly=ses Supporbing the Complisrces Cerbificabisn ATpo- Tatlcn’ was
effecbiwve Maron &8, 1594, Yot Lhe anrhar a0 reviswar sizrat_res
were da-ed Yarch Yz, lg9c,

oftware waa c—orducc-ed oo
cortsins the Ecllowing

-

ApriZl T-11, 29%6. The 3urveil.acss r=
srabemenk:

Il Fr
h
T

An nrerhal SKL sgutveillance (96-CE! =

dne ictem af DonasTn WaAas Fhe Incoassstenty of document
dactea., A= thiz has bkeen identified by CAS CAR 95-0718,
the inconzistescies woll ke Ligted ia this reporrt Efor
Cerreckian wirscub an addiclonsl CAR heing isoued.

[ne repcrt hazs ming pages of Jdocumentact.on of vwiolaci
a.l oder TAC CARs tor dooument dsTes and coMnesk ra
T-a repcrt itge_f fas ar _ooonsistent Jdare: the dakbs
nepcrdadun cransnilbicg LD 1g Aprzl 2. Lwig, & davs befz-e the
carveliance ook place,

n
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Fapolution of Previous CARs

A part of the scope of —his audit was to verify che effectivenzss
of corrective acticna for previoue CAO CAREs. None of che
corrective acticns werTe found by the euditsrs te oe effectively
impilemenced during thig awdiz. Some, but not acl, of ehe
"ohse—vatizsnit ja category for Sindiogs chat oguld petentiallyw
Sarerate CAAz in che futuTe 1F net correcisd for which CAC
racuired resoonses were found To bDe adegquately addressed,

Project Technical Paseline Updating

The FEPs plan suggeated trhat the Project Technigal Baszsline (FT3)
be updated. Dizcuasicns witn SML employees irnd:cated chat
altigugk significant chanses in nesarly all porcizone of ths
haseline have heen inatituted, EPM-2 !eataclished in 19327 was
gti.! tha 2TE of record. IThe QTR itaelf will Ee the mnew
haseline" one emplayees atated, and auggeated rhaz Khe FEPs plan
would be changed rather charn escatl:shing a pre-CCh updare of the
pas=line.

i
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WesTingn i Govarimant Dperationy BT el Ba s
Elncirie Corporatinn S
ikl W WY
day & 1984
WE: B D0

Mg, Richard J. Flglik, Menager
Myragesenc Support Jtafl

U, £, Depattaent of Inargy
WIPP MHeolnct OFfflce

F. 0. Box 3080

Cavlsbad, 3 ANJIZ21-2050

DRAFT FLAN TIN A3 -BUTLTA
Pear We. Figlike

Feue diffwrant complation timas havs b beohed at far oowpletion of
si~bullts. The compistion Limas lookad mt ard 1% monthe, 11 seathe,
9 ponthe and lass thas 1 montha. Tha dacd provided In the praviecs
oespaspondence, HAi#114037 dated A&f26799, wis vead Lo & Waala For tha
plan dvilopmant, the aysiea brashout, and itha sysies priccicy
Currantly, theta ate no fonds within Wescingbwuss st pesrle Lo
BUppOTrL AR BE-tuilb progras. Past progress In this sras hid en
macy With fecpis or lunda divertsd from gthey work. To gok & yuelley
preduct, a dedicatsd alfsrt s naedad. In arder to ohemin tha
nacenaaty finld data, thare will be planc powar culages and other
lopecte.  Cabjas will Rave To b Lrécéd o Tung wuts TE vas areussd
that the vork wvould pe fondysted on Ay SBIfC thal (1w apotesd Wy
Avallaoly, Heurly ratew wnd per dieh €28808 wvra sclval cowts Fre
PLAK, Whecs pospibls to prevent wasted time, sckivilles would b
wirked in pavallel. ne ko probleme sohiduling ugtapms, apch taam
could b4 working on 5 of § pystams at o tlea,

Thia dotasént doad hot L4deRTify TADUTGd ES coTrscl any #alichinaies
dlscovarsd durlng the as-bullt progosm.

Einceraly,

ML L

H. X. Trovn, Herager
Lrplownzing E Repoaltory
Tachnglogy Suppert

AN A3
Hh -7 064

rincheents 111 Srates Friceler List
{21: Tlam ior Lusd than 7 msnthe
{31 Flan Tor % FMeniha
I[#}L Plar Far 1T Homths
(51 Flan for 13 Monthe

P,

e b
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-
Unied States Governmant Papartmaent of Enn“
memorandum
et JANT BN
il KLY :
wager FH Ouersighe of bhe Buate Tactatfon Pilob Project [WI1MR) .

1o Richard W Stargalecki, $H-M)

Thip Office hap <omplatrd et kajor affarts mtaied to tee gverpight &7 NI,
on Aprill YE, J0R9. wa :ﬂmtu & pagewmgk, omp ity reviow of the FLPF Final
Sufsiy dniTnis Meport [FSAR], On 15, 108, wb conglensd o Bpacirasy
Kgeipe Inppy;iton (RRE], Tee EH 51310 Lrip repory fommprizing Lhy F5AR
by, ied My A, 1EES, ardd thep BRI meport 3w abimcherd B fR1y mekorsndow.
Four spprosal of kEhe BRI reparl &y 1ighatu™ 80 the HiedF phpr 13 reguasted.

w-m; b FRAR rpvige & team of B s1aff pad conpy]tasts tnieracted wicth DOE |
WIBF Frojiect DFFce [DOESWP0), Settinghouse, and Becnts| vaprasentativs o .
clpse oot regepats for inTormation foming s our ryvew of ey FAAE png

supporting documnts,. Thic effort 4150 Ancluded rpsgiwtion of guestions that

irten From indepandant cxlevlatians prrformad for B by Broothacen Baiiong

Laboratory I_Il-l.?-m

Moat oF the inforsatiion requimed to close EX Loncarng relpted to thee TSAA gt
drvploped during the ohcine FEAR revfim.  Th Lavh wmd Sokibited Wy wlmggt
tota] raltance on g £imgly Bechinl reproseniative 1o provige {nforeqlipn
reluted B0 the deitgn or tachnics) patis for paleiblon of A sirmtares,
tyralms, and components TRt EbApriLe the WIFF ﬂ:i'l-lt{'. This shiewip pf
Entl #dge On Eha part oF Operitd T Ingleatey & abgnificent deficiamsy 1o
Lhe trgnafgr of fhap Epclenica’l pasis for thy facitity from the congiracior
{Machtel} ta the opecasing contracter (Weatinghoure), EFfarts are niw
undersg y to corrmct Ehper deficiencies fhrough suck gifforts a5 desslopieg 43
Bublr drperngy el thy condoct of gir Mlow tycts to gapiere thy ratioepiy bor
thy placesent of Eoniters for alrbarng Tadioaciiag malariyl,

Reaidubl 1iued from the FOAR raview have contimesd o be cloged throgph
reciee of Tpter uterlh] provided by Sethtel amd 'a{ ont (1t werificalion during
thr BN, Mowmwer, they prcidant amaiyafs spction of theg FRAL cpmlp bl 1Esuns
thal ramate open bnd w11) ke 5o noted in tha BN Safaty Ovglwption Laporl, Thy
spimmdt Vpguwp cltied 1 the May A, 1969, TH raport ant £1oamd aind o EH
conpditamt ravinw of snplpais ot ter Jan Framiico of Fices of Bechiel.

k

Thy rmmaining desigh tidwe, dorgspnied J3equacy of the concrele while Shafl
ey, 15 being addrnpied through sew andl pees by Bechind S0 Fplace wew- updete
entier RraTpals Ahat wern apparently Sevirgyed dud confirmplpey wmpl pgis By
Bl for EH.  In our wliw, te30d eplrpapes tiew aratppes w1l Dgeiy have to b
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4

supported by measyrmment 87 IR 21ty 3tress §n the dnmer surfaca of the
coMtrete ahd o itering of the hiy Tnvide diaseter for devers] pmary until 11y

rformamce 13 pufficient]y well wnderstocd for Tong-tem acosptamee. The
nnlihm of acceptibte rea0lution appears good,

A fundasanrial matragesent 1y3ue 3730 resadnc opan at thid time: tha adequacy of
the DOE Quplity hwrln:;&lil'll program for the WIFF project. A1 pressnty
atrutturpd, hiithar the Hh?ﬂt strff, one parson detipnated at tha
Marager, nor the low Hnnrﬂna Tuve] of the Q6 progras mert the ANSIZASME, WO
Fauirmsints #spousad by DOE Drdars. ] Bel{eve that tha wdequecy o Ehe DOE )
QL Fumction &t WM, pIFUICUIRT)y Suring tha Taitial Tug-ymar scpddientsd g
wrn w11 T & pivotd] element o thie daccptifal dpmansiration of longstams
sointion.  Usefu) mogels Tor Both OC and the anperimints] gr-ngri- N gEr,
Sandias Metions! Laboratary, Cah be found in the avolviog sui ity asturance
programy asiociated with the RIgh Tevel waste progres being conductmed by the
Office of Civilign Radfonctive WMaktw Mermagesent, This tstue deserves close
and vacy high Tevel sttantion,

The conduct of the AR] was Based gn 15 modyles designad to teeple & broid
rangt of reguirmenty based of Comitmants mage {n the FSAR, DOE Oroers, the
Peyign Yaligution Final Report [OYFR), wnd TSA criteria. The Snapection was
tondwctied by a turlue-meidiet Ckioh of ER staff pnd comgn1tants over & period of
#ight Sayt. Thr tess sanbari Feviewed Che key technical dotusents that
tranclated r:rﬂrmnu into duy=bti=day sperations, Intaryipued WIFP
persnnd] , and Inipected the Facility hu'irﬁirqi whd systiems,

Ay a result pf the RRI, we have concludad fhat tha phpsical plamt at WIFP 14
very chose o being ready for operation. The tma'l mmber of escepitons
appear To be sgdreysed thraugh satisfartory progrmes,

NE Wkve w¥it ConEluded, howkver, that significant additiomil effort fn engaing
stafiing, treintng, procedere developmnt, and docomantation i munrf
bafore EH could suppert & recommandation for stariep.  The areet most affelted
by these additicnaY efforty are jupport functions swch as radigiegical
protectien, mainterance, and quality assurance although additicral tralming
and qualifigation remain in dperstiona] areas sz well.

Subrktant{dl pffarby sre vnde=way in siny of the areas naeding improvessnt,

For anssnle, Teorpanizalion of the Eadiation Frotection Divivion wyi

imp gmented during the week of pur RAI, and we saw evidence of sctive
recrpitment ¢fforyy to staff this new organipation. Although ke as-built
draming effort mobed above hib 8ot sthrted, Westinghovid proposils Tor conduct
oT the progris have been tecikivid and DOESWPD hat Snfarsed EH of 166 1ntent ta
mahr v availability of ps-built atacteicy! drawings to factlitats viadls
Tockowl Ead tagut protadures & fit priority,
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We have nlid bBeinfly rviresd DOE/WIEP 39-061, Oeaft Flan For The Mazate
Isplation Fi1ot Phant Teit Phace: PerFormance Aipesiment and Operetions
Dewonsteation, April 1588, Thiy veport susnyripes the five year goperingnbyl
progrem that witl develop the datn mecessary to demsonstrate Che abiTity of 1he
WIFF Facibity 10 west appdicable regulntfons and agresments for 1 term
1sotation. conptete tniernal review of DOE/WEPP B9-001 w111 reguirk ctrong
Axpertite in the geoservices and ralated qniﬂnnring disciplimes that fs
pat present]y represented cognizant taff in the Tield or a1
Berdquarters.

N e
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o wWig attachment
W. Earnack, ALNFS
W. %ramz, A

S+ T11iman, WIFF
A. Follert, DP-122
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10.

11.

13,

13

14

WATERFLOW INFORMATION

Pogo Producing Co.  9/30/02 ; Federal Red Tank 34 #1-34.22.32  Dnlling
3000" Flowed $0K} bbls - High m HZS, - Den Ripge T13-297-3045  14W23/92

Texaco Bxpl & Prod. 4-7-93; NMR NCT-3 #5- Dreitting (@ 1864' 20 BPH
Mir ether informetion ovailable.

Texaco Expl & Prod. 4-9-93; Ellen Sims #9-3-23-37 Dulhing (@ 3045 Flowing
&60 BPH (@ 3258 468 AM -5-10-93 down 1o 44tk 571 1793 James Elliott dovwn to
approse. 70 BPH since 5-10-93 PM - serting § 5/8" inlermediate (& 3750

Texaco Expl & Prod. ; BF Hamison B # 5-23-37 Dnlling (& 1571 Flowed 1000 BFH
Shut in Pressure 600

Samedan, Sarah B #3-M 1-23-37 Dolling & 1590° 600 BPH +-; Shut 1a Pressure
1000 Bst. Yol 92000 +-

Texaco Expl & Prod;, B R Sims A 43 - 4-23-37; Drilling (B 2240 ; Flowed 80 BPH,
Shun In Pressure SO0 s,

Texaco Expl & Prod:  11724/683 - 9200 AM; G W. Sims #1- B - 9-23-37; Dnilling &
1444' Flowed 1200 BPH; Pressure 500 psi;, Flowed down in & boure - 12-1-93 Dnlling
ioh. 2600, no further problems.

Texaco Expl & Frod; 5/17/%4; WDDU %131 -32-24-3%; Drilling (g 1420 ; Flowed 7 BPH
i@ 2000 20 BPH.

Texaco Expl & Prod; 5/13/84;, WDDL #146 - [ 32-24-38; Drilling @ 7; Flowed 70 BPH.

Texaco Expl & Prod; 5/25/54, B F Hamison B #25 - C - 9-23-37; Drilling (& 065"
Flowed 600 BPH; Bhut In Pressure £73 down to 400 BPH (@ 235 pufT HZS dewn to ]
PPM i@ 2:35 Dmiling ahead.

Texaco Expl & Prod; 5-1-95; RR Sims B #1 - 4-23.37; Dalling i@ 1709, Flowed 390
BPH; Pressure not recorded 5/1/%4 up 1o 800-1000 BP'H - Flow heavy for approx 1 hour
then stacks off - Drilling not delaved and driliing at 3282° approx. 7:43 AM 5/1/95.

Phillips Petro. Co.; 7/1/05; Hale 25 25-17.34; Drilling (g approx. 48(H¥ - Poss hit earlier
ue pressars - 10 BPH up o 20 BPH and back to 10 BPH - com. Drilling set production
casimg TR/GE.

Mearburg Prod, Co.;, 10068% T, Maduta Federal #5 - E- 28-13-33; D'l'ml.t‘tg @ E549 10-6-97;
No recard of pressure or volurnes 100 BPH per Jack - Hit (@ 1300" swedpe and soueczed
hit again 1900,

Texaco Bxpl & Prod.;  10/25/97; State AN #12 ; Drilling (@ 2985; No pressure recorded



&0 BPH - down to 45 BPH ¢ 1] am - 1/27/57 Depth 3320 will se1 intenmediace i,
3506,

13, Tohn H. Hendrix 12297, Bovd #7 - 23-22-37 Dinlling;, Mo pressure recorded 700 BPH.
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