
UNITED STATES ENVIRONMENTAL PROTECTiON AGENCY 

WASHINGTON, D.C. 20460 

DEC 2 0 2l}Q6 

UF'iC[ Cif 
A:;'l A~·<C> PAr>!P!(li-l 

Dr. Dave :Moody, !vfanager 
CarL;had Fidd omct' 
U.S. Depa1tment of Energy 
P.O. Box 3090 
Cadsbad, New Mexic~) 88221-3090 

Dear Dr. !v1oody: 

In accordance with§ i 94.8(a)(4}, the Environmental Protection Agency {EPA} 
''("!''(''V'.if:<1 "l~ J·r1·~1""~''/'tl' ')fl [',.,~,~~ ~"J'ti~··r,h<•:r· ·1··-:> ~! <1 )(i~>6 <;·.r· i)l" f>.rli·J·Pl C!·l;,.,.,,_.:'f·:'''-."l··;"-lf···r• , J:j:J\ "''""'~.A-~;(..., ....... _ .... ...,.lo,.~. ". ;(,),\,.,,.) '-'"" ...... ( ~ ........ -....... t~..:;.... ·-·'· ~ ... f '1. ·'-' '--~ .... \. -~--t ....... o..:,j_ ... ~ ......... ~ .... . ·)··),. ........ ,_ 

Project's (CCP) Quality Assurance (QA) Prograrn the at tht· Argonm· NcitioruJ 
Lalxmwxy {ANI..) in Hlinois. The CCP's Ql•, Program at ANL <:tsscsse-s the 
quality/reliahiliw of activities to charaeterize tmnsuranic Vi<'lSk dc~;tincd f{x di::;r)os::d at 

~ ~ -~ 

the Waste isolation Pilot Pbnt (WTPP\ including transHra.nic 'vVa.:>t<:: tbu is rs.:mnte 
handled (RHJ 

During this inspection, EJ\'~ directly audited tht:. CCV~; QA Program <::.nd hmnd 
that it continues to properly implern~nl Element l, titk:d Orgam'::.ao'on, nf the Nuclear 
Ouahlv '\.ssur'nce ··No!\.) s;;t:!.nd::tn.l<z FPA '<.: <n<.:p"~ctir<P <;·:m~n!·~ sho'>ved ;h-n :Jl" C('P ()A .... _ ,. ···-~ ~ - 1.;- ,_-~ .... <(.. <(,. ... ~ " .. ·~ ~-.-..... ~- ........ <(... ··t- ........ , . ·~ ~\. .. ) ... __ .. _,__ , __ ,._.,.. __ .. 

Program at ANL eontinucs to be pwpedy executed. EF A also ohservd Department of 
Energy (DOE) Audit A-06--27 to verify that th(; audit ~xas conduck.d in ur.:conhuv.::e v•it:h 
ekment 1 8, titled .Audit, of the ::>arne NQA standards. i\udit A-06-27 ~cvas conducted by 
DOE to verifv CCP OA Program "s confc•nDance wHh aH lhe a.qnJicah!e EknH..':ll!S <:>f Hl{' 

..,. ...... J_.' t ~ 

NQA stnndn.rds, 

EPA dld not identity any in.stmKes of non-conf(·.mna.nce \Vlth the J"~Q/•, stmKbrds 
during this inspection. EPA docs not require any fun1wr response frum DOE r'>r CCP 
regarding this inspection. 
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This EPA inspection H:·port \Vill be made <1V<1il.abk tn the public th.rzmgh tht> 
Agency's docket Pkase contact Mike Eagle at (202) 343-9346 ifynu have questions 
regarding this report 

Endosure 

cc: Ava Holland, CHFO 
Steve Zappe, NMED 
Dul1 /\garwaL DOE 

Juan Reyes, DiP;;dor 
Radiation Protcetion Division 
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1.0 EXEClJ1TVE SU:\-1MARY 

In accordance v,-jth § 194.8( a){ 4}, the Environmental Pn.Jtectinn Agency (EPA or Agency) 
conducted an inspection fi·om September 12-14, 20{}6, ofthe Central Cklhl.ckriration Frof~?.'.:f~; 
(CCP} Quality Assurance (QA) Pmgran1 the at the /ugonne Nat1o.na1 Laboratf:ry {A.NL} in 
Illinois. The CCP's QA Program at ANL assesses the quaHty!rehahility of activlth:.s to 
characterize transuran.ic W<l~te destined tl::Jr disposai at the Waste !solation Pilot Plant {ViiPP), 
inducting i.ransuranic \Vaste that is remote handled (RH). 

During this inspection, EPA directly audited the CCP's QA Prograrn and found that it continnes 
to properly implement Element 1, titled 0Jgm!lzation, of the Nuclear Quality .'\ss:urance (NQA} 
standards, EPA's .inspection sample showed thai the CCP QA Program at ANL continues to be 
properly exeeuted. EPA also ohsen,ed Department of Energy (DOE) Audit f\.··06-·27 to verifY 
that the audit v.:as conducted in accordance with element 18, titled Ai{dit, of the san1e NQi\ 
standards. Audit A~06-27 w·as conducted by DOE to verity CCP Q/\. Program's coufonmmo} 
with aH the applicable Elements of the NQA ~.;ta.ndards. 

EPA did not identify any instances of nou-confonnnnce \Vith the NQA standards dming this 
inspectionv EPA docs not require any tbrther response fi·om DOE or CCP regarding this 
inspection. 

This report '<Vill be made available tn the pubLic through the Agency's docket. 



2.0 BACKGROUND 

2.l Regulatory Background 

In accordance with 40 CFR 194.8(a), the Environmental Protection Agency (EPA or Agt~ncy) wm 
determine compliance with reqnirernents of waste geneJator Quality Assurance (QA) Pmgrams, 
including the Central Char-acterization Projt~ct (CCP} QA Progrmn at the Argonne National 
Laboratory (ANL) in lllinois. In September 9~ 10, 2002, the Agency conducted an inspection to 
ve-rify the proper establishme::nt and implementation of the CCP QA Program at ANL, as required 
under§194.8(a)(l)&{2). In accordant".:e with §194.8(a)(3), EPA provided its written decision 
finding that the QA Program conrplied with the requisite QA requ.irements for a Departrnent of 
Energy (DOE) transuranic (TRU) waste generator site. Subsequent to this determination of 
compliance, this is EPA's first inspection in accordance w-ith §194.8(a)( 4) to cont1m1 continlKXl 
compliance of the ANl QA Program. This report documents the Agency's subsequent inspection 
to confim1 continued compliance of the ANL QA Program. 

At §194.22(a)(l), EPA requires DOE to adhere to aQA program that implements the 
requirements ofthe following standards: 1) ASME NQA-1 ~ 1989 edition; 2) ASME NQA-2a-
1990 Addenda, Part 2.7:. to ASME NQA-2-1989 edition; and 3) ASME NQA-3-1989 edition 
(excluding Section 2.l(b) and {c) m1d Section 17.1\ The Agency ve.rifh .. :d that DOE estahllsht'X! 
these requirements in the Quality Assurance Program Document (QAPD) included in the 
Compliance Certit1catinn Application (CCA) {{)r the Waste Isolation Pilot Plant (\VrPP). The 
QAPD is the docmnented QA. Plan for the \VWP project, as a \..vhole, that establishes the 
applicable elements ofthe National Quality Assurance (NQA) Standards. The Q.APD is 
implemented by DOE's Carlsbad Field Office (CBFO), which has the authority to audit an other 
organizations associated with TRU waste d.isposa1 at the WIPP to ensure that their 
lower-tier QA prograrns establish and implement the applicable requin .. ments of the QAPD. DOE 
waste generator sites, wbkh characterize and ship waste for disposal in the \VIPP, must prepare 
site-specific QA Plans that establish the applicable NQA elements. 

EPA ammaJly audits. DOE's QA program at CBFO (EPA A.ir Docket No. i\-98-49. Document No. 
II-Al-79) and has found that DOE properly adheres to a QA program that implements the NQA 
standards. The Agency detennined in its WJPP Ct~rtification Decision that the CBFO QAPD is in 
confonnance with the NQA standards and that DOE's QA org<mization can properly perform 
audits to internaHy check the QA programs ofthe TRU waste generator sites (43 FR 27345). 

2 



2,2 ANL Background 

/ugonne National Lah<xatory is one of the US Department of Energy's largest re:~ean:h ;;:ent<:rs. 
It is also the nation's first naticn.n.l bboratmy, chartered in 1946. 

Argonne is a direct descendant of the llnivf:rsity of Chicago's 1-lctaUurgica.l Lahoratnry, part of the 
World War Two Manhattan J.!rojeet It was at the Met Lah vihere, on .Dec, 2, 1942, Enric~o Fermi 
and his band of about 50 colleagues created tbe world's first controlled nudear chain reaction in a 
racquets court at tlw University of Chicago. After the \Vat, Argonne 'Nas given the rnhsion of 
developing nuclear reactors for peaceth1 pm}10scs, Over the years, Argonn<.::'s research expantkd 
to include many other areas of science, engineering and ter..:hnology. .Argonne is not and. nevtT has 
been a weapons laboratory. 

Argonne (K:cupies 1,500 \VOoded ac1'es in DuPage County, IH. The site is surrnunded hy {;.)rest 
preserve about 25 miles southwest of Chicago's Lr,op. The site abo houses the U.S, I)epartn1ent 
of Energy's Chicago Operations Office, 

The TRU~waste stored at ANL is des1inecl for disposal at WWP, the natiod,s t1rst geologic 
repository for ilK disposal ofTRU '>Vastc. CBFO 1s n~spo:ns"ihle G"Jr the mana,gcmt:nt ofWIPP and 
t~ · ·1 · , A '1.- , c~c~P t ·-or assurmg t1at generator sites anu programs suc:11 as tne . . M.ve quamy assurance programs 
that provide adequate oversight ofl1<..U waste characteriz.atlon activities, 

3.0 PURPOSE ANO SCOJ>E 

Tbe purpose of EPA's inspection was to veritY the CCP QA Pmgwm 's continued r.omp1hmce at 
ANLwith the tolknving standards: {l)ASl'\..1E NQA~1~1939 e.dition; (2)i\SJvfE NQA·2kJ990 
Add ;s~ P ·""} 7 ,\S11 n:l N·(·} 4 ·"1 1989 d.,., l ("".· A'·'-r..~·r, N·Q-· \ '' l q····"l .• - . enl..ll"l, art""'· , to -~- JYLc . · "'r.-""'- . e mon; an{ .J) .: SJ.\'u:~ ;, I :\.<)-- ... ::;>;-, t'\Ht1on 

(excluding Section 2. l(b) and {e) and Section t 7, 1). 

The scope of this EPA inspection was limited to the CCP Q.A Program's oversight of 
TRU-waste characterization activities at ANL that are important w the 1ong-kml is<ilation of 
TRU~waste at VliPP. 
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4.0 OEFlNITIONS 

Finding: A dctc·rmination that a specific item or activity does not meet a requirement under 
applicable dcmmts of the NQA standards. A finding requires a response. 

Concern: A judgment that a finding may occur in the future, and depending on the magnitude of 
the issue, may or may not requ1re a response. 

Quality: The reliability of a specific item or activity that is important to the 1ong-term isolation of 
TRU-waste at the WIPP. Quality Achievement is the responsibility of Operational Groups that 
dire{:tly produce such an Hem or pcrfom1 such an activity. Quality "f'erification!A.ssurance is the 
responsibility of QA Organizations that do not produce ~nch an item nor perfom1 such an activity. 
For example, a failure to achieve qnality is not the responsihil1ty of the QA Organizatjon that 

verifies quality achievement 

5.0 INSPECTION TEAM AND PARTICIPANTS 

The inspection team consisted of one EPA ernployet~. 

Mike Eagle QA inspector EPA 

Numerous DOE and ANL personnel partic1pated in the EPA inspection. CBFO \Vas supported by 
the CBFO Technical Assistance Contractor (CTAC} 

6.0 PERJi'ORiVlANCE OF THE INSI,ECTlON 

EPA's inspector reviewed documents and int(.'tvie•>•..'ed cognizant personnel to verity the 
following: 

1. ANL's QA Program properly establishes and implements the requirements of the 
Organization clement ofthe NQA standards, and 

2. DOE CBFO's QA Organization properly conducted Au<bt A-06-27 of ANL's QA 
Program and of ANL's Operational Program that characterize remote handled (RH) TRU­
waste, 

The following discussions present a more detailed description of EPA's activities. 

4 



6J Organization 

EPA revie\ved A1~L's QA Plan and interviewed QA. staffto verify that ANL's Q/-, Frngra.m 
continues to properly establish and implement the retiuin:.menis of E1erncnt 1, titled Organb1ticm, 
of the NQA standards. EPA's inspector did not identify any Endings or £:oncerns related t•J this 
rCVle\V. 

ANL's QA Plan is found in Chapter 5 of the Centr(J[ Characterization Project Tnlnsw-<nlic Winte 
Certification Plan, CCP.-P0-002. For the propt.~r establishment of the Orgmdzat;',;;-n c1enu::nt, the 
QA Plan states that the organizational structures and the resrmnsibiJity assignments of program 
participants shaH he such that those organiz.ahons that have been a~signed responsibiLity fc•r 
perfonning the work are re~:ponsible for achieving and l.naint<:rining quality }.:fanagemem is 
responsible for defining quality, developing appropriate plans to attain quality, and supporting the 
workers pursuit of quality. Tite QA. Organization is responsible for verifying the achieven1cnt of 
quality. 

EPA interviewed the foUo\dng QA staJTto verity proper implementation of the ()rgani:::ati'on 

element: 

Mr. A. J Fl.'scher, CCP Qua!i(l' Assurance Technical Advh:or 

Mr. .Fischer serves as a Technical Advisor for thl~ QA OrganizRiion of the CCP at A:NL. Mr. 
Fischer's QA activiti(~ indnde providing support to the bBov.:ing activhjes a1 ANL: 

• Repeat ofthe data generation level revie·.v, validation, and verifk~1tion pnKt;:::;s 
• Plan and conduct scheduled surveillances 
• Direct formal annual audit process 
* Track NCRs and Deficiency Reports 
• Station CCP QA staff at ANL 

Mr. Fische-r has the authority to stop woik based upon ide-ntification of quality probkms. This 
authority is codiHed in the ANL QA P!mt .He indicated that any on-Bite CCP Qu;;dity Assurance 
Representative also has this authority, 

Mr, Fischer is {.~omfortabk that he has snt11cient authority, organization;Ji freedom, and 
manage.ment access to pedt)rm the duhe;,; of his position. 

5 



1.3 CBFO Audit 

The EPA witnessed perfom1ance of CBFO Audit A-06-027, A fommJ cheek list was employed by 
the EPA inspt~ctor and is provided as Attachment 1. EPA detcm1ined that the CBFO audit "\Vas 
properly perf{Jrn1ed in accordance '.Yith NQA-1 Ekment 18, Audits. CBFO's audit of ANL \Vas 
well planned and scheduled. CBFO ambtors developed and completed checklists for each activity 
associated '.vith the CCP QA program at ANL. The checklists were developed based on the 
requireme11ts offhe top-tier document, the CBFO QAPD, and lovle::r·-tier implementing 
documents. 

EPA's auditor observed the CBFO auditors conductim~ inkrvicws and document reviews. EPA's 
~ . . 

auditor also reviewed documents regarding the qua1ifkations of the CBFO auditors. EPA 
determined that CB:FO's auditing team consisted ofqualiHed .auditors who are i:ndep€_.'lldcnt of the 
CCP. 

7.0 SUI\'lMARY OF FlNOINGS AND CONCERNS 

EPA did not identify any t1nd1ngs or concerns regarding the CCP QA Organization at ANL or 
regarding the conduct of Audit A-06-027 by CBFO's QA organjzation< 
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ELEMENT: 18 

ATTACHMENT 1 
NQA~1 CHECKUST 

CBFO Audit A-06·27, Septmnher 12N14, 2006 

TITLE: Audits 11'--iSPECTORS: rv1ike Eag:e 
~'" ...... _________ _ 

~----------m ............ ,--,-----..------
l 

Yes t Do~s the reference document ade-quately define, 
i describe, address, or satisfy the following: I . 

No I AppHcabta 

! Pn:.a:::adute & ... :,,•. 
t Para, 

Basic Hegukements 

1. 

2. 

Are planned and schedu1ed audits perfofmed to verify 
compliance 1Nrth aH aspecis of the quality assumm.::e 
program and to determine its effectivem~ss'? 

Axe audits performed in accordance with wdHen 
procedures or checklists by personnel who do not 
have direct responsibWty for performing the activities 
being audit!.::d? 

3. Are audit results documented and reported to and 
reviewed by responsible management? is fo!kr""''UP 
action taken where indicated? 

Are Internal or external quality assurance audits 
schoou!ed to pwvide coverage and coordina!lon \Vith 
ongoin!;_! quality assurance program adfvities'? 

I 
I 

CBFOAudit 
Schedu~e 

CBFOQAPD, 
GA0-84-10!2, 
RBV~ e .. P-aras~ 
32.1 and 32,2 

CBFOOAPD. 
CAD-94-'1012, 
Rev. 5 P<.Jms. 
3.2.2,3 (j:nd 3.2~.2.7 

Reports for GBFO 
Audit A-06-27 

CBFOQAPO, 

Rev_ 0, P;::ras, 
1 <3.1' 3.2,2.8, 
3.2 .. 2.9-

! 

I 



--~ 

plans developed and documented for each 

~--............... 

auditing organization select and assign 3, Does the 
auditors w 
responsib 
they win a 
personnel 
the activiti 
selection o 

ho am independent of any direct 
i!ity for performance of the ac.:tivitles 'Nhlch 
udit? In the case of internal audits, 
having direct responsibl!ity for performing 
es being audited shaH not be involved in the 
f the audit team. __ , ...... 

4. ls the aud 
each audi 

it team Identified prior to the beginning of 
t, with one fndividua! appointed lead auditor? 

- .......... 

5. Are audits 
procedure 

performed in acG"'rdance with written 
s or checklists? 

...... 

.ments that have been selected for audits 6. Are the e!e 
evatuated against specified requirements? 

results documented by auditing personnel 7. Are audits 
and review 
for the are 

ed by management having responsibility 
a audited? 

8 

l 
j 

! 
! 

I : 

I 

~~~~······" 

X Audit Plan A~06-27 

CBFOOAPD. 
CA0~94,1012, 

Rev, 6, Para. 
3.222 ......... ,..,..,.., 

X 

I CBFOQAPD, 

l CA0-94-1012, 
Rev, 6, Para, 
3.2,2,3 . 

i 
Audit Plan A-00.27 X 

CBFOQAPD, 
CACH:l4·1012, 
Rev.6, 
Paras.3.22.3, 
3.22.38 ..... 

····~ 

X 

CBFOQAPD, i 
CA0-94-1012, 
Rev. 6, Para. 
3.2.2.7A 

.,, ..., ..... ., 

)( CBFO Audit A-05-
14 

CBFOOAPD, 
CAO-H-4-1012, 
Rev. 6, Para. 
3.2.2.78 

" 

X CBFO Audit A-06-
27 

CBFOOAPD, 
CA0-94-1 012, 
Rev. 6, Para. 
3.2.2.7C 



8. 

. 9. 

Is the audit report signed by the lead auditor prinr to 
issuance? 

_ ............ r·~-~~~rt for ceFo 
Audit A-06-27 

CBFOQ/\PD, 
CACHN·10i2, 
Rev. i:\ Para. 

i 3._2~2.8A 
~~~--------~·····················~-+;;;_;.c.;;.;..;..;__ ____ ~ 

Does the audit report indude: ~ 
i X CBFO .AtdH A-06-

27 11 description of the audit scope; j 

11 identification of the auditors; 
l88 identification of persons contacted during CBFO ()APD, 

audit activities; C/•,0-94-1{)12, 
surmnary of audit results, lndw.ling a Rev. 6., Paras. 
statement on tr1e effectiveness of the qu<'iHty 32.2.8 A through 8 
assurance program efements whic."l were l 
audited; and t 

description of each reported adverse audit .!,_ •. 

nnding in sufficient dt:tail to enai:J!e corrective 
; 

action to be laken by the audited ; 

II 

organization? l ~-
~:····-·- Doos lhe management of !he audOed organization or J( I CBfO OPPD-:--

act!vity investigate adverse audit findings, scrmdu1e CA0-94-HH2, 
corrective action {including measures to prevent Rev. G. Pam l 
recurrence), and notify the appropriate organization ln : 3.220 j 
writing of action taken or !annect? mom-. ................... _ ... _ -~~...l. ....... ~······-........................... .1 

I ~ t . 
11. 

12, 

Is follow-up action taken to verify tr1at cr-rrective action 1 X 1 CBFO QAPO, 
is accomplished as scheduled? i i CA0-04-10·12, 

Rev. 6, Para 

CBFOQAPD, 
Do audit records include audit n{ans, audlf mports, 

t' , CA0-94~1012, 
'Mitten replies, and the record of c:omp!eUon of l Rev. 6, ?am. 

:.......... ___ c_.o_rr_ec_t_i'_:te_, _a_c_t!_o_n'_? __________ m---~---L ..... m ... .i: ...................... 1 . ..;:.i::..:·:::.2.;;:2;:.::··.:.l;;.O ____ __, 




