UNITED STATES ENVIRONMENTAL PROTRCTION AGENDY
WASHINGTON, D.C. 20460

Dy, Pave Moody, Manager
Carlshad Field Office

LLS. Department of BEnvrpy

.0, Box 3090

Carishad, Mew Mexico 882213060

Dear Dr. Moody:

In accordance with §1%4.8{a) &
copducted an Juspection rom "ie}}ic’rni:-er ' ';w ¢ { 306 u? {j,‘.; .
Project’s (CUPY Quality Assurance ((QA) ngmm the at ihﬂ: ATEH
iuﬁmmmrv{ ANL} in Hlinots, The COPy QA Program at ANL ass
quality/relatality of avtivities to chameierize transuranic waste d
the Waste Isolation Pllot Plant {WIPPY including transuranic wa
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Pruring this inspection, EPA directly audited the COPs (A Program and four
that # continues to properly implement Blement 1) itled Orpapization, of the Ny
{uabity Asswrance (NQA) standaeds, EPA’S inspection sanple showed tha the O
Frogram at ANL continues (0 be properly excouted. EPA also observed Dupariiment of
Energy (DOE)Y Andit A-06-27 1o vently that the s 1{5;} was conductad i aocordance with

element 18, titled dudd, of the smme POA siandards. Aadls A-86-27 was cond ctt-s:-;;i b
of the

13O 1o verify CUP A Propram’s w;zfmma;acu ms.h all the applicable Blomams of

MOQA standards.

EPA did not identify any instances of nov-conformance with the |
during this inspection. BEPA does not require any further resporge fromn ié( )i “ur 40
regarding this inspoction,
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This EPA mspection report will be made available 1o the public through the
Agency’s docket. Please contact Mike Eagle ot (202 3439346 i win
regarding this report.
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Juan Reyes, Divector
Racdiation Frotoution DHvision
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o Axva Holland, CRFG
Steve Jappe, NMED
Dl Agarwal, DOE
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1.8 EXECUTIVE SUMMARY

In acenrdance with §194.8{a¥4), the Environmental Protection Agenoy {EPA or Agenoyy
conducted an mspection from Septamber 12414, 2006, of the Ceontral Characterization Projest’s
{COP)Y Quality Assurance {QA) Program the at the Argonne MNational Laboratory (ALY in
{Hinois. The CCP’s QA Program at ANL assesses the gualityfreliability of activitizs to
characterize iransuranic waste destined for disposal at the Waste Isolation Pilot Plant {WIPP),
mcluding bransuranic waste that 1s mmote handled {RH)

1373000

During this inspection, BPA dircetly audited the CCP's QA Program and found thet it contin
to properly implement Flement |, titled Crganization, of the Muclkear Quality Assorgnce (NGA)
standards, EPA’s inspection sample showed that the CCP QA Program gt ANL vontinues o be
properly executed. EPA aleo observed Dicpariment of Bnergy (IPOH) Audn A-06-27 to venify
that the audit was conducted m accordance with element 18, titled Dielis, of the same M4
standards. Audit A-06-27 was conducted by DOE to venfy CCP QA Programy’s conformaney
with all the appheable Eloments of the NQA astandards.

EPA did not wdentify any instances of non-confounancs with the NQA standands e‘mr“ ihz&
imspection, EPA does not require any Buriber response from DOE or CUF regarding thi
mspostion.

This report will be made available to the public through the Agency's Jockel.




2.8  BACKGROUND
2.1 Regulatory Backeground

in accordance with 40 CFR 1%4.8{a), the Envircmmental Protection Agency (HPA or Agency) will
determine compliance with requirements of waste generator Quality Assurance {3A) Programs,
inchuding the Cenirgl Characterization Project {CCP) QA Program al the Argonne National
Laboratory (ANL} in Hlinois. In September 9-10, 2002, the Agency conducted an inspection 1o
verify the proper estabhshment and noplemeniation of the CCP QA Program at ANL, as required
under §194.3(a) 11&(2). In accordance with §194.8(a)(3), EPA provided its written decision
finding that the QA Program complied with the requisite QA requirements for a Department of
Engrpy (DOE) transuranic {TRUD waste generator site. Subsequent {o thas determination of
compliance, this is EPA’s first inspection in accordance with §194.8(a}4) to confirm continued
compliance of the ANL QA Program. This report documents the Agency's subsequent mspection
o confirm continued compliance of the ANL QA Program.

A1 §194.22{a}(1), EPA requires DOE to adbere to 2 QA program that implements the
requirements of the following slandards: 13} ASME NQA-1-1982 sdition; 23 ASME NQA-2a-
1990 Addenda, Part 2.7, to ASME NQA-2-198% edition; and 3} ASME MOA-3-198Y edition
{excloding Section 2.1{b} and {¢} and Section 17.1). The Agency verified that DOE established
these requirements in the Gualily Assurance Program Document {QAPDS) included in the
Compliance Certification Application {CCA) for the Wagste Isolation Pilot Plant (WIFP), The
QAP s the docwmented (A Plan fur the WIPP project, as 3 whole, that establishes the
applicable elements of the National Quality Asswrance (NQA) Standards. The QAPD is
implemented by DOE's Carlsbad Field Office (CBFO), which has the authority to audit all other
orgamizations associated with TRU waste disposal at the WIPP to ensure that their

lower-ticr QA programs esiabhish and implement the applicable requirements of the QAPD. DOE
waste generator sites, which characterize and ship waste for disposal in the WIPP, must prepare
sife-speeific QA Plans that establish the applicable NOA elemenis,

11-A1-79) and has found that DOE properly adheres to a QA program that maplements the NQA
standards. The Agency detenmined in iz WIPP Cerlification Decision that the UBFO QAPD igin
conformance with the NQA standards and that DOE's QA organization can properly perform
audifs to internally check the QA programs of the TRU waste gencrator sites {43 FR 27345).

i~



22 ANL Backpround

Argonne National Laboratory is one of the LULE. Departiment of Energy’s largest research venturs.
1t is also the nation's first national Iaboratory, chartered in 1946,

Argonne s a diveet descendant of the Unbversity of Chivago’s Metallurgical ?,a?x‘m’-"‘v L part o the
Warld War Two Manhatian Project, B was ot the Met Lab where, on Dec. 2, 1942, Enrico Fora
angd his band of about 50 colleagues created the world's frst erorzi*m}ied i ied chaint rogcticn in g
racquets cowrt at the Untversity of Chicago. Aftor the war, Argonne was given the mission of
developing nuclear reactors for peaceful purposes, Over the years, Argonne’s resear i expangded
to mclude many other areas of stience, enginearing snd t{:f.:.imfﬁivg:}’ Argonne is not and never hag
heen a weapons faboratory,

o 4

Argonne mzcnpic‘:x 1,500 wooded acres in DuPage County, BE The stte 18 surroanded by fores
preserve about 25 nules seuthwest of Chicago’s Loop. The stte also houses the 11801
of Energy's Uhicags Operations Office.

se;msztow for the s}fﬂépﬁwﬁ n? i §? 1§} Vva\’(s., £ BFU ig z“’“pam;ifs’c‘ ?w ti & 1i303 :
for assuring that generator sites and programs such as the CCP have guality ¢ ASSUTaTC

v

that provide sdequate oversight of TRU waste characterization activitic
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3.8 PURPOSE AND SCQOPE

d veanpiiance af
HOA-2s-1 &éﬁf}
S8 pdition

The purpose of EPA's mspection was to verify the CCF QA Progran’s contin
ANL with the ollowing standards: {1 ASME MNOQA-T-1R8R edition; {2) AR}
Addenda, Part 2.7, to ASME N{A-Z-1989 edition; and (33 ASRME NOQAR
{exeluding Section 2.1(b) and (o) and Section 17.1)

The scope of this BPA inspoction was limiled {o the CCP ()"x Prograny’s pversighd ©
TRU-waste characterization activitios at ANL that are muportant 1o the long-term ise m‘ o of
TR -wasic at WIPP,




4.0  DEFINITIONS

Finding: A determmation that a specific ten or activity does not mzet 2 requirement under
applicable elements of the NQA standards. A finding requires a response,

Concera: A judgment that a finding may cccur in the fishwre, and dependding on the magnmitnde of
the 1ssue, miay OF may ROt TEQUITe & response,

Qualiny: The relisbility of a specific item or activity that is iportant to the long-term isolation of
TRLU-waste at the WIPP, Quality Achiovement is the responsibility of Operational Groups that
directly preduce such an ttem or perform such an activity, Quadity Verification/dssurance is the
responsibility of QA Orpanizations that do not preduce such an item nor perform such an activity,

For example, a fatiure to achieve quality is not the responsibility of the QA Organization that
verifies guality achicvement.

5.8 INSPECTION TEAM AMD PARTICIPANTS
The mspection team consisted of one EPA employes.

Inspection Team Member  Position Affihation

Mike Eagle {JA inspecior EPA
Numereus DOE and ANL porsouned participated 1o the EPA inspection. CBFQ was supported by
the CBFO Technical Assistance Contractor {TTAC).
6.8  PERFORMANCE OF THE INSPECTION

EPA’s inspector reviewed documents and interviewed cognizant personnel to verify the
following:

1. ANL’s QA Program properly establishes and implements the requirements of the
Orwpanization clement of the NQA standards, and

£

3OE CBFO s QA Organization properly conducted Audit A-06-27 of AML s QA
Program and of ANL s Operational Program that characterize remote haodled {RH) TRU-
waste,

The following discussions present a more detatled description of BPA’s activitics.



6.} Organization

BPA reviewed ANL s (A Plan and mterviewed QA staff to verily that ANLY Q A Program
continues 1o properly establish and implement the requirements of Element 1, ttled Orgaaizndion,
of the NOA standards. BPA™s spector did ot dentify gny Bndings or concerns related o thig
roview.

ANL's QA Plan is found in Chapter 5 of the Cemea! Characterization Project Transuranio Wost
Certification Plan, CCP-PO-O02. For the proper ¢ sm?ﬁ' shment of the Ovgepnzation clemen, zizv
(A Plan states that the organizatinnal structures and the responsibility assignments of mogram
participants shall be such that those organixations that have been assigned respon iy fer
performing the work are responsible for schieving and mantaming quality. Managemont is
responsible for defining guahity, developing appropriate plans 1o attain guality, and supporiing
warkers porsuit of quality. The QA Organization i responsible for uzzfﬂ,xmg the schipvermon
guahiiy.

s the

of

ERA inferviewed the following QA staff to venty propor wuplomentation of the Chrpanization
element:

Mr. 4. F Fuscher, COP Quality Assiraace Techuical Advisor

Mr. Fischer serves as a Technival Advisor for the GQA Organteation of the TP @ AKLL.
Fischer's (JA activities include providing support to the Bllowing activities gt ANL:

Repeat of the data generation level review, vahidation, and verification process
Plan and conduct scheduled surveillances

Dhreet formal annual audit process

Track MORs and Deficiency Repuona

Station CUP QA staff st ANL

B o® ¥ & B

M. Fischer has the autherity to stop work based apon identification of qualisy problemia. Thig
authority 1s codified ty the ANL QA Plan. He indicsted thet any onesite OCP Quality Agsurance
Representative also has this anthority.

Mz, Fischor is comfortable that he has sufficient avthorily, organizational freedom, and
management access to perform the daties of his position,




1.3 CBFO Aadit

The EPA witnessed performance of UBFO Audit A-06-027. A formal checklist was employed by
the BPA inspector and is provided as Attachnent 1. EFA determined that the CBFO audit was
properly performed in accordance with NQA-1 Element 18, dudits, CBFD's gudit of ANL was
well planned and scheduled. CBFO auditors developed and completed checklists for cach activity
associated with the CCP QA program at AML. The checklists were developed based on the
requirements of the top-tier document, the CBEQG QAPD, and lower-tier implementing
documents.

EPA’s anditor observed the CBFO guditors conducting injerviews and document reviews, EPA’s
guditor also reviewsd docwments regarding the quatifications of the CBYO auditors. EBA
determined that CBEFQGs auditing {eam consisted of gqualified anditors who are independent of the
CCr.

7.8 SUMBMARY OF FINDINGS AND COMCERNS

EPA did not wWdentify any findings or convemns regarding the COP QA Organization at ANL o
regarding the conduct of Audit A-06-027 by CBFO's QA orpanization.

)



ELEMENT: 18

ATTACHMENT 1
HQA-T CHECKLIBY

CBFG Sudit ADE-27, Soptsanber 12414, 2008

TITLE: Audils

INSPECTORE: Mike £agie

Does the refersncs dosument adequately defing,
describe, address, or satisfy the following:

Yes

Mo

Spplicable
Procedure &
Para.

Basic Regulramenis

1.

Ase plannsd and scheduiad audite pedonmed o varify
compliance with off aspacds of the guality asaurance
program and o determing ds sffectivensss?

- CBFO Audd

OAOS4-45YZ,
Rav. §, Pargs,
I3 and323

P

Are audits performed In accordance with weitien
procedures or sheoklists by personnel who do not
have direct responsitiiity for perfonming the sctivities
being sudited?

Augl Plan A-08-27Y

CRFGC GAPD,

e £ Bl
. Reaye, § Parpg,

322333227

Are gudit resulis documentsd and reportad 1o ang
reviewedd by responsible managemert? s follmaeup
action taken whers indicated?

Reporis for CRFQ
o

Agchit A-HRET

CBEG QAPD,
CAS-54-10G12,
Hov. §, Paras.

13.4.3228,

Suoplemmeniany Requirament {188-13

Are infernal or exierngl quality assurance audits
scheduled to provide coverags and coordination with
onguing guality assurancs program actiities’?

Sapdi Plan 2.08.27

OBFD APy
CAG-E8-1012,
32214, 82322

“~.f




2. Are audit plans developed and documented for eagh Audit Plan A-08-27
aLdit?
CBFC QAPD,
TAC-H8-1012,
Rev. 8, Para.
3222
3. Does the auditing organization saledt and assign
auditors who are independent of any direct
responaibilily for performancs of the activilies which
they wift audit? in the case of infernal audits, CBFO GAPD,
persurmel having direct responsibility for performing CAO-08-10142,
the activities being sudited shall not be rwvolved in the Rewv. 8, Para.
selection of the audit team. 3223
4. is the sudi team identified prior {0 the beginning of Audit Plan A-06-27
each audit, with one ndividua! appointed lsad audiior?
CRFC QAPL,
CTAG-34-1012,
Rev. 8,
Paras.3.2.2.3,
3.22.38
5, Are audits perfurmed in accordance with wrilten
procedures or checkiiste?
CRF( GARD,
CAD-94-1012,
Kev. &, Para.
32274
3. Are the elements thal have been selected for audits CBFQ Audlt A-D5-
evaiuated against specified requirements? 14
CBFO QAPD,
CAD-84-1012,
Rev. 8, Para,
32278
7. Are audits results documented by auditing perstnet . CBFO Audit A-068-
and reviewsd by managament having responsibifity 27
for the ares audited?
CRFO QAPD,

fed

CHCE4-1012,
Rev. 4, Para,
3.227C




Is the audit report signad by the lead auditor privr o
issuance?

Qa‘pori for
Audlt A-083-27

CBFC Q4P

CHC’ 9—~ ‘is?é’*

9.

oes the awdil report includer

® desgriptivnt of the audit scope;

B identification of the audiiory;

L identification of persons conlasted during
audit activitiss;

E suntnary of gudi rasulls, including g

statement on the sifactiveness of the guaiity
assurance progrant shements whith were
sudited; and

L description of sach reporied adverss audit
Anding in sufficien! detall o enalde corraciiie
action o be iaken by the audited
organization?

C&C:? ‘E’%"‘
Rev. g, Paras.
JZ2BA

s ihrinigh 8

10,

Doss the management of the audited organization of
activily investigate adverse audl findings, scheduls
corvertive aotion (nduding measures to pravent
racurrence}, and notify the approprigle organization in
writing of action taken or planned?

LBEO GARLD,
CR4-4042,
Hey, 5, Parg
3228

i1

is fullove-up action laken 1o verify that cnrrective action
is ascomplished as schedulad?

L OBRRD QAPD,

SADVAR-10YE,
Rev. 4, Parg
IR2G

2.

Do audit records include sudi plans, audd rapors,
written replies, and the record of complalion of
sorractve action?

CBRFO OAPD,
TAD-84-1012,
Rev. 8§, Para,
3.2.2 1

;:/"\







