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DEC 2e 2mB 

UF'iC[ ur 
A,n N·'C> PAr>,P'(li-l 

Dr. Dave Moody, Manager 
Carlsbad Field Office 
U.S. Department of Energy 
P,O. Box 3090 
Carlsbad, NewMexico 88221-3090 

Dear Dr, Moody: 

In accordance with § i94.8(a)(4), the Environmental Protection Agency {EFA; 
conducted an inspection 'lo,. ,,", ... Ilo.A- . '\.. t.r: om September e,\" ......( ~ ........ ,{ ..) ~ I,1)(il>6.(... ... ,. ~ .. f 'I..\" ,_.~~)\..,.( .... ).·).·)
J:j:J"\ ~;(..o, "/.... ....,.lo,,.~. _....... t~ of il)<> f>,rd'l'pl C!'l"'l"",·"f":').';·i"'lf'·'f''........-:. ..... , ..'~.
A)..... ~.) ...~·v .. ~

Project's (CCP) Quality Assurance (QA) Program the at tht: Argonm'N'itioruJ 
Laboratory (ANt) in Illinois. The CCP's Ql>. Program at ANL assesses the 
quality/reliability of activities to characterize rransuranic waste de~;lin(;d f{)[ di::;i)()S,:l! at. 

~ ~ .~ 

the Waste isolation Pilot Plant (WlPP\ including lransllranic waste tbuis remote 
handled (RHJ 

During this inspection, EP/'~ directly audited the CCY~; QA Program <mdhmnd 
that it continues to properly implement Element I, titled Organization, nf the Nuclear 
Oualitv..... Assurance~ - '·NO!\.)"'-'~ standards.(,. .... FPA'<.;.. ~"-''''inspection samnle .. ~ showed~."" .... 'h-ll...-"lh" C('P-., "--'. ()A,-" '-~ 1.;. .... .(,. ~ " '.. ,~- •. .(,.. ··t·· .... ~ (. ..) ."-- ." 

Program at ANI., continues to be properly executed. EFA also observed Dr:pi.Htment of 
Energy (DOE) Audit /\-06,27 to verify that 1Jw audit was conducted in uccord<lnr:e "",itll 
element 18, titled Audit, of the same NQA standards, Audit A-D6-27 \vas conducted by 
DOE to verifv CCP OA Procraru's conformance with aU the a.!')oEcah!e EknH:nts (:>1' HI{'.". ...... -'......' t ~ 

NQA standards, 

EPA did not identify any instances of non-conformance with the l'~Q,'\ stmKbrds 
during this inspection. EPA docs Hot require any further response frumDOE er CCP 
regarding this inspection, 

inl\?'H":<':: A,i,ireo.,> ~URI,! # hjlp;i;'>rNw,ep<l,g,~,)
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This EPA inspection report will be made available to the public th.rough tht' 
Agency's docket Please contact Mike Eagle at (202) 343-9346 ifyou have questions 
regarding this report 

Juan Reyes, Director 
RadIat.ion Protection Division 

Enclosure 

cc: Ava Holland, CHFO 
Steve Zappe, NMED 
Duli Agarwal. DOE 
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1.0 EXEClJ1TVE SU:\-lMARY 

In accordance with §194.8(a){4}, the Environmental Protection Agency(EPA or Agency) 
conducted an inspection from September 12-14, 20D6, of the Central CharacterizationProject's 
(CCP) Quality Assurance (QA) Program the at the Argonne National Laboratory{:\NL) in 
Illinois. The CCP's QA Program atANL assesses the quality/reliabilityof activities to 
characterize transuranic waste destinedfor disposai at the Waste Isolation Pilot Plant (\VIPP), 
including transuranic waste that is remote handled (RH). 

During this inspection.El'A directly audited the CCP's QA Program and found that it continues 
to properly implementElement 1, titled Organization, of the NuclearQuality Assurance (NQA) 
standards, EPA's inspection sample showed thai the CCP QA Program at ANL continues to be 
properly executed. EPA also observed Department ofEnergy (DOE) Audit A.··{}6-27 to verify 
that the audit was conducted in accordance with dement 18, titled Atalit, ofthe same NQj\ 
standards. Audit A~06-27 was conducted by DOE to verity CCP Qf>,. Program '5 conformance 
with all the applicable Elements of the NQA standards. 

EPA did not identify any instances of nou-conformance wirn the NQA standards during this 
inspection, EPA docs not require any further response from DOE or CCP regarding this 
inspection. 

This report will be made available to the pubLic through the Agency's docket. 



2.0 BACKGROUND 

2.1 Regulatory Background 

In accordance with 40 CFR 194,8(a), the Environmental Protection Agency (EPA or Agency) will 
determine compliance with requirements of waste generator Quality Assurance (Q1\) Programs, 
including the Central Char-acterization Project (CCP) QA Program at the Argonne National 
Laboratory (ANL) in Illinois. In September 9~ 10, 2002, the Agency conducted an inspection to 
verify the proper establishment and implementation of the CCP QA Program at ANL, as required 
under§194.8(a)(l)&{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 
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 confirm continued 
compliance of the ANl QA Program. This report documents the Agency's subsequent inspection 
to confirm continued compliance of the ANI.. QA Program. 

At §194.22(a)(l), EPA requires DOE to adhere to a QA program that implements the 
requirements of the following standards: 1) ASME NQA-l ~ 1989 edition; 2) AS ME NQA-2a
1990 Addenda, Part 2.7; to ASME NQA-2-19B9 edition; and 3) ASME NQA-3-1989 edition 
(excluding Section 2.1(b) and (c) and Section 17.1\ 111e Agency verifie..ed that DOE established 
these requirements in the Quality Assurance Program Document (QAPD) included in the 
Compliance Certification Application (eCA) for the Waste Isolation Pilot Plant (\VrPP). The 
QAPD is the documented Q1\. Plan for the \VWP project, as a whole, that establishes the 
applicable elements of the National Quality Assurance (NQA) Standards. The Q.APD is 
implemented by DOE's Carlsbad Field Office (CBFO), which has the authority to audit all other 
organizations associatedwith TRU waste disposal at the WIPP to ensure that their 
lower-tier QA programs establish and implement the applicable requirements of the QAPD. DOE 
waste generator sites, which characterize and ship waste for disposal in the \VIPP, must prepare 
site-specific QA Plans that establish the applicable NQA elements, 

BPA annually audits DOB's QA program at CBFO (EPA Air Docket No. A.-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 derermined in its WI?P Certification Decision that the CBFO QAPD is in 
conformance with the NQA standards and that DOE's QA organization can properly perform 
audits to internally check the QA programs of the 1'RU waste generator sites (43 FR 27345). 
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2,2 ANI., Background 

Argonne National Laboratoryis one of the US Department of Energy's largest research centers. 
It is also the nation's first national laboratory, chartered in 1946. 

Argonne is d direct descendant of the Universityof Chicago's Metallurgical Laboratory, part of the 
WorldWar Two ManhattanProject, It W(J.$ at the Met Lab where, on Dec, 2, 1941, Enrico Fermi 
and his band of about 50 colleagues created the world's first controlled nuclear chain reaction in (l 
racquets court at the University of Chicago. After the war, Argonne was given tho mission of 
developing nuclear reactors for peaceful purposes, Over the years, Argonne'sresearchexpanded 
to include many other arCHS ofscienceengineering and tef..:hnology.Argonne is not and. never has 
been a weapons laboratory. 

Argonne occupies 1,500 wooded acres in DuPage County, IH. The site is sUITocunded hy forest 
preserve about 25 miles southwest of Chicago's Loop. The site abo houses the U,S, [h:partn1ent 
of Energy's Chicago Operations Office, 

The TRU~waste stored at ANI., is destined for disposal at WWP, the nasion's first geologic 
repository for the disposal ofTRU waste. CBFO 15 responsible for themanagemeet ofWIPP and 
~ '·1 .' AI l...' C~C~p t s : tor assunng 11M generator SItes ana programs SUCu as tue .. rave quam)' assuranceprograms 

that provide adequate oversight of'fRU waste characterizatiou activities, 

3.0 PURPOSE AND SC01>E 

The purpose ofEPA's inspection was to verity the CCP QA Program's continued ccmplieuce at 
ANLwith the following standards: {l)ASl'\.1E NQ.A~1-1939 edition; (1)/\SJvfE NQA·2kJ990 

;l~ P ."'} 7 ;\51\ n:l N'("}:", .") 1989 diti 1 ( ..,. N·Q-· \ "I q ....} .•..A'·<-r,.·~·r'Addenca, art k. ,to ,~, lYLe .' ",l",-""-. e iuon: Jl1{1 ,J).: S;.\'U:~ j I J",,-:)--. _ .;:>,;-. {\l1t1on 

(excluding Section 2,l(b) and {e)and Section l7,1). 

The scope of this EPA inspection WHS limited to the CCP Q.A Program's oversight of 
TRU-waste characterizationactivities at ANI., that are important to the long-term is(ilation of 
TRll-wastc at VlIPP. 

3
 



4.0 OEF1NITIONS 

Finding: A determination that a specific item or activity does not meet a requirement under 
applicable elements of the NQA standards. A finding requires a response. 

Concern; Ajudgrnent that a finding may occur in the future, and depending on the magnitude of 
the issue, mayor may not require a response, 

Quality; The reliability ofa specific item or activity that is important to the long-term isolation of 
TRlf-waste at the WIPP, Quality Achievement is the responsibility of Operational Groups that 
directly produce such an Hem or perform such an activity. Quality Verification/Assurance is the 
responsibility ofQA Organizations that do not produce such an item nor perform such an activity. 
Forexample, a failure to achieve quality is not the responsibility of the QA Organization that 

verifies quality achievement 

5.0 INSPECTION TEAM ANOPARTICIPANTS 

The inspection team consisted ofone EPA employee. 

Mike Eagle QA inspector	 EPA 

Numerous DOE and ANL personnel participated in the EPA inspection. CBPO '<vas supported by 
the CBFO Technical Assistance Contractor (CTAC) 

6.0 PERF'ORiVIANCE OF THE INSI)ECTION 

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
 
Organization element of the NQA standards, and
 

2.	 DOE CBFO's QA Organization properly conducted Audit 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 ofEPA's activities. 
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6.1 Organization 

EPA reviewed Al"'JL's QA Plan and interviewed QA. staffto verify that ANt's Qf" Program 
continues to properly establish and implement the requirements of Element I, titled Organiauion, 
of the NQA standards, EPA's inspector did not identify any Endings or concerns related to this 
review, 

ANL's QA Plan is found in Chapter 5 of the Centred Characterization Project Transurunic tV:Hfe 

Certification Plan, CCp-·PO·OO2. For the proper establishment of the Orgmn'zafl'D'n clement, the 
QAPlan states that the organizational structures and the responsibility assignments ofprogram 
participants shall he such that those organizations that have been assigned responsibiLity for 
performing the work are responsible for achieving andmaintaining quality- }Aanagememls 
responsible for defining quality, developing appropriate plans to attain quahty, and supporting the 
workers pursuit ofquality. TIle QA. Organization is responsible for verifying the achieven1cnt of 
quality. 

EPA interviewed the following QA staff to verity proper implementation of the Organization 
element: 

Mr. A. J. Fischer, CCP Quality Assurance Technical Advisor 

Mr. Fischer serves as a Technical Advisor for rhe QA Organization ofthe CCP at ANI.. Mr. 
Fischer's QA activities include providing support to the bBov.;ing activities at ANI.: 

• Repeat ofthe data generation level revie'N, validation, and verification process 
• Plan and conduct scheduled surveillances 
• Direct formal annual audit process 
* Track NCRs and Deficiency Reports 
4 Station CCP QA staff at ANL 

ML Fischer has the authority to stop work based upon ide-ntification ofqualityproblems. This 
authority is codified in the ANI., QA Plan ..He indicated that anyon-sire CCP Qmdj{y Assurance 
Representative also has this authority, 

ML Fischer is comfortable that he has sufficient anrhority, organizational freedom. and 
management access to perform the duties ofhis position. 
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1.3 CBFO Audit 

The EPA witnessed performance ofCBFO Audit A-06-027. A formal checklist was employed by 
the EPA inspector and is provided. as Attachment 1. EPA determined that the CBFO audit was 
properly performed in accordance with NQA-l Element 18, Audits. CBFO's audit of ANL was 
well planned and scheduled. CBFO auditors developed and completed checklists for each activity 
associated '.'lith the CCP QA program at ANL The checklists were developed based on the 
requirements of the top-tier document, the ('131'0 QAPD, and lower-tier implementing 
documents. 

EPA's auditor observed the CBFO auditors conductinz interviews and document reviews. EPA's
~ .. 

auditor also reviewed documents regarding the qualifications of the CBFO auditors. EPA 
determined that CRFO's auditing team consisted ofqualified auditors who are independent of the 
CCP. 

7.0 SUI\'lMARY OF FlNOINGSAND CONCERNS 

EPA did not identify any findings or concerns regarding the CCP QA Organization at ANL or 
regarding the conduct of Audit 1\-06-027 by CEFO's QA organization. 
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ATTACHMENT 1
 
NQA~1 CHECKliST
 

csro Audit A-06~27, Septmnber 12N14, 2006
 

ELEMENT; 18 T!TLE: Audits I!'..J$PECTORS: r",1lke Sag:s 
~,"...... •••••__~ m .. • • • • • • • • • •,-,-----r------ 
I

No !AppHcaMa
i describe. address, or satisfy the following: 

Yesl DO~$ the reference document ade-quate!y define, 

!Pn:.a:::adute & '.!"•.I . 1 Para,
 

Basic Hegukements
 

CerOAudit 
compliance INlth aU aspects of the quality assurance 

1. Are planned and schedu1ed audits performed to verify 
Schedule 

program and to determine its effectivem~ss? I1 CeFOQAPD, 
GAO-84-iO;2, 
RBV~ $:. P-ar.as~ 

32.1 and 32,21 
; !········-·-------------+-...······r'---+--------1 

2. Axe audits performed in accordance with wdHen AUdit Plan A-Ot.-·U I.x i 
procedures or checkHsts by personnel who do not
 
have dlrect responsibWty for performing the activities
 I 
being audit!.::d? • CBFOQAPD. 

CAD·94·10i2,"". 

"". Rev. () P<.lms. I
; 3.2.2,3 (j:nd: 3.2~.2.l 

3. Are audit results documented and reported to and Reports for C8FO 
reviewed by responsible management? )s folkr.".,',up 

I 
Audit A-06-27 

action taken where indicated? 
CBFOQAPD, 

I 
! 

CAO·84~1012, 

I Rev, 0, P",ras, 
'1 <3.1, 3.2,2.8, 
3.2..2.9 I 

Are Internal or external quality assurance audits 
scheduleo to provide ceveraqe and coordina!lQn \\lith 
ongoill!;,! quality assurance program adfvlties'? 



~~~~ 

..........."..., 

I 

. 
i 

..... 

•.••&O." 

Audit Plan A~06·27 

CBFOOAPD, 
CAO~S4,1012, 

Rev, b, Para. 
3.222 

CBFOQAPD, 
CAO-94-1012, I 
Rev, 6, Para, 
3.22.3 

Audit Plan A-06-27 

CBFOOAPD, 
CACH:l4-1012, 
Rev.B, 
Paras.3.22.3, 
3.22.3B ...... 

i
CBFOQAPD,
 
CAO-94-1012, 

."...."
 

"
 

Rev. 6, Para.
 
3.2.2-7A
 

CBFO Audit A-OS
14
 

CBFOOAPD,
 
CAG-H4-1012,
 
Rev. 6, Para,
 
3.22.78 

CBFO Audit A-OB
27 

CBFOQAPD, 
CAO·S4-1 012, 
Rev. 6, Para. 
322.7C 

""''''''''"'''''' 

plans developed and documented for each 

~",.,"'''''' 

3.	 Does the auditing organizatiDn select and assign 
auditors who am independent of any direct 
responslbility for performance of the activities 'Nhich 
they wifl audit? In the case of internal audits, 
personnel having direct responsibUity for performing 
the activiti es being audited shall not be involved in the 
selection 0 f the audit team. --.	 ~' ..',' 

4.	 Is the audit team identified prior to the beginning of 
each audit, with one fndividua! appointed lead auditor? 

- .....,... 

performed in accordance with written 
s or checklists? 

....... 

.ments that have been selected for audits 
against specified requtrements? 

results documented by aUditing personnel 
ed by management haVing responsibility 
a audited? 

5. Are audits 
procedure 

7, Are audits 
and review 
for the are 

6. Are the ele 
evaluated 

,I X 

~ 

X 

~ X 
! 

X 

I: 
.... 

)( 

XI 
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8.	 Is the audit report signed by the lead auditor prior to ~""""""'r;'~~~rt for CBFO 
issuance? Audit A·06-27 

C8FOQ/\PD, 
CACHN·1i)i2, 
Rev. 1:\ Par>.~" 

3.2.2.8A -----{~~~	 ~i •••••••••••••••••••••~~+-"--Cc.;.;.;.,.~ 

.9. Does lhe audit report inc1ude:	 ~ CBFO .AwJ!! A,06,1 X 
II description of the audH scope; j 27
 
II identjflcation of the auditors;
 
l88 identification of persons contacted during C8FO (::lAPD,
 

audit activities;	 Cl',O-94-H)12, 
summary of audH resutts, induding a	 Rev. 6., Paras. 
statement on me effectiveness of the qu<:.:Hty	 32.2.8 A through 8 
assurance program etements whic-:"l were	 I 
audited; and	 l 

II	 description of each reported adverse audit l 
I1nding in sufficient dBtall to enaole corrective l 
action to be taken by the aUdited i i 

_....._- 000. lh;n::::nt of the m,doed orgonization or X I CBm QAP()~ 
activity investigate adverse audit findings, scheduje ~1 CAO-84-H.l12, I 
corrective action {induding measures to prevent Rev. (;, Pam r 
recurrence), and notify the appropriate organization in : 3.22.0 j 
writing of action tak.en or Ianned? _ ~ _ ~~~...l. _~ _ .l 

Iii 
Is follow-up acnon taken to verify trfat ct'tfrectiveaction j X 1 CBPO QAPO, 

. 

is accomplished as scheduled? i j CAO<14-10t2, 
Rev. 0, Psra 

CBFOQAPD,
Do audit records include audit n{ans, audlt reports, v 

to' f', CAO-S4.1012, 
written replies, and the record of completion of l Rev. 6, Pam. 

corrective action? ~_~..l",~~...1...","",.._"",_....1...;:'i~.:;:;.2.::.::2::..:... .:..10;;..1 -......-" 




