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AREVA NP-GmbH, P.0. Box 11:09, 81001 Ertangen. . AREVA NP GmbH
» Plants

U:S. Nuclear Regulatory ¢ Commission, :gamert \ ﬁﬁgs éjoachlm Nisslein
.Departmen ]

OV-];Q;‘II“D?:# rgegt 2(%)05%%058&8 k ‘Telephone +40'9131 900.2836

9 Fax +49'9131 900 4120

E-mail Hans:Joachim.Nisslein@areva.com
iOurreference )
‘Date May/ 30, 2008

Subject: Réply to:Notice of Violation, and Notice of Nonconformance -

NRC. lnspectlon Report for AREVA NP GmbH 99901371/2008:201 from May 7, 2008

‘The purpose of this document is to provide-a response to the Inspéction Report 99901 371/2008-201..
Enclosure 1.addresses the Violation 99901371/2008-201 —01 identified in section 3.5 of the Inspection
Report
Enclosure'2 addresses the following three identified Nonconformarices:

» Nonconformarncé 99901371/2008-201<01, which is discissed in Section 3.3 of the inspéction

report.

= Nonconformance 99901371/2008:201-02, which is discussed in Sectlon 3.4 of the! mspectuon
report

» Nonconformance 99901371/2008-201-03, which is discussed in Sectlon 3.4 of the' mspectlon
report.

Each enclosure provides a description-of actions to correct the identified findings,-a description of-actions
‘o prevent recurrence;. .and the completion: dates of all corrective actions and preventlve measures.

‘We will.continuie to work toward completion of the:redquiréd actions: and provide: your Awith: coples of:action
taken upon: completlon Periodic’ Updates can be'provided ipoh’ request.

If you have any questions; please do not hesitate to contact me.

Kind regards

cklans-Joachim Nisslein

AREVA NP GmbH

‘Quality Management and Processes-NLQ-G
QEM Liaison Officer NL-G
AREVA NP -

X ) '52 Erlangen Telephone 049 (0)9131 900-0
fChaxrman of the’ Supervlsory Board: Ol
Régistefed Offics:Erl gen “Comme

‘Page 1.of7

£

>G

20




O féfererice: NRC Inspection Repsit for AREVA NP GibH
199901371/2008-201 from May 7; 2008

Enclosures

cc:  U:S. Nuclear Regulatory Commission
ATTN: Chiéf, Quality and Veridor Branch 1 |
Division of Construction Inspection:and Operational Programs
‘Office of New Reactors
Washington, DC 20555-0001

AREVA NP GmbH

Fehleeren:wei&quelle konnte n‘lght géfu‘n‘gian‘ werden:

‘Page2of7




Ourreference:NRC [nspection Report for, AREVA NP-GmbH
99901371/2008-201 from.May 7..2008

Enclosure 1

"NRC Inspection Report 99901371/2008- 201
and Notice of Violation

1 Reply to Notice of Violation 99901371/2008-201 -01

AU.S: Nuclear Regulatory Commission (NRC) mspectron conducted March 10-14, 2008, of: actlvmes

performed at AREVA-NP GmbH (AREVA), identified a violatioh.of NRC requrrements In -accordance
with the NRC Enforcement Pollcy. the vidlation is listed below..

Title 10, Section 21.21, “Notifi cauon of Failyre to-Comply or Existence of a Defect and Its Evaluatron_ 7 of
the Code of Federal Regulatrons Q CFR 21.21)

, paragraph 21.21 (a) requires, in part, that each
individual, corporatron ‘partnership, or other. entity subject to 10 CFR Part 21, “Reporting of Defects and
Noncomplrance shall-adopt. appropriate- procedures’ to evalliate déviations and failures to comply
associated with substantial saféty hazards as soon as:practicable.

Inpart, 10 CFR 21.21(d)(1) requires that:a director or. responsible officer subject to'the regulatrons of this
part or'a person designated under 10 CFR 21, (d)(5) must. notify the Commission whén hé or-she
obtaihs information reasonably mdrcatlng a failure'to comply or-a.défect.

Contrary to the-above, s of March 14, 2008; the AREVA 10 CFR Part 21 implementing procedure:QM-
AW:502, “Process arid Reporting of Defects and Noncomplrance of: Contracts under 10CFR21,” dated
Novernber 14, 2006, does not provide procedural guidance for (1) evaluatmg deviations:afnd farlures to
comply to identify- defects and failures to comply-associated' with.substantial saféty hazards and (2)
notrfyrng the ‘Commission when a director or responsrble officer: subject'to the regulations of this part
obtains mformatlon reasonably mdrcatmg & failure to-comply or & défect in accordance with 10 CFR

21. 21(a) and 10 CFR.21 .21(d)(5), respectively. S

“This issug has been identified as Violation 99901371/2008-201-01.

This is a Severity Level IV violation (Supplement VII).

1.1 Reason for the Violation
The text of the procedure QM-AW:502, “Processing and Reporting of Defects and Noncompllance of

Contracts tinder 10CFR:21is not-word by'word identical with 10 CER Part 21.

1.2 Corrective Steps that have been taken and the Results achieved
The changes to the procedure text have.been identified and interim notification has;been made to-all
persons in AREVA NP GmbH, who ‘are working under 10 CFR Part 21 controls;

(QEM-Info NEG-G/2008/01):has been posted on the desrgnated employee informatior | boards and will
fremarn posted. untrl the procedure has been: revrsed ,

interim notlficatron '

1.3 Corrective Steps that will be taken to avoid further Violations

AREVA NP 'GmbH will revise procedure QM-AW 502 during the next scheduled annual review of the
procedures All persons in AREVA NP GmbH who are workrng under 10 CFR Part 21 and 10 CFR Part
50, rncludmg ‘the project.managers and'the prOJect teams, will be provided refresher: training after-the
procedure is revised.

AREVA NP GmbH

: Fy,ef-ﬁ'levri,\‘i‘o rwelsquelle konnte;nicht gefunden vierden. Page 3 of 7




Ourreference: NRC Inspection Report for AREVA NP GmbH

'99901371/2008-201 from May 7,:2008

AREVA

1.4 Date when full Compliance will be achieved
The procedure will be: revised by Decamber 41, 2008.

Refresher training will be provided'to affected employees by March 1, 2009.

AREVA NP.GmbH

Fehter! Verwelsquelle konnte richt gofunden wérden., : ' Pagodot?
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:89901374/2008:201 from May 7,2008

Qur reference NRC Inspectlon Report for AREVA NP GmbH

Enclosure 2

NRC Inspection Report 99901371/2008-201
and Notice of Nonconformance:

2 Reply to Notice of Nonconformance 99901371/2008-201-01

Criterion: VII, “Control of Purchased Material;-Equipment, and Services;” of Appendlx B, “Quality,
Assurance_ iteria for Nuclear Power. Plants and Fuel Reprocessing Plants;” to Title:10, Part 50,
“Domestic Llcensmg of Production:and Utilization Fagcilities,”:of the Code of Federal Regulations (10 CFR
Part 50) istates, in part'that, measures:shall be.éstablished to assiire:the purchased-material, equnpment
and servicés, whether purchased diréctly or through contractors and subcontractors, conform to the
procurement documents. These measures shall lnclude provisions, as approprlate for source, evaluation
and selection; objectwe evidence of quahty furmshed by the contractor-or subcontractor, mspectuon at
the contractor or:subcontractor source, and'examination of’ products tpon dehvery

Procedure QM-AW-402, “Suppller Assessment(QM/EM/technical/commiercial),” Revision E, dated

Algust 28, 2006, defiries thé meéthods to approve and assess performance of supphers to malntaln their

approved- vendor-status. The procedure is applicabie to- all suppliers of g roducts and services; mcludlng
hardware, software, desrgn maintenance, and installation. '

Contrary o the above, the, AREVA veridor survey report. (SEQ-G/2007/6/0059) dated Algust-8, 2007,

did ot contaih sufficient evidence to support:the clostire 6f nonconforming conditions identified as a '
result of this survey. Thé véndor's-supplier survey process does not provi

a;systematlc method or

adequate guidance for'the. review.of supplier survey—relate onconforma ces’or, associated correctrve

actions to determine if they are being completed ina: tlmely ‘fashion or if measures are effective in

precludmg recurrence of the deficiencies.

This issue’has been identified as-Nonconformance 9990137 1/2008-201:1.

2.1 'Reason for the Nonconformance
Nonconfarmances were not fracked in a formal centralized: ‘manner; rathir they were tracked by the: atdit

lead as part the overall audit report. The audit réports were kept.open until the audit leader reviewed
and closed the suppliernonconformances;: ‘generally dunng the next audit. -

AREVA NP GmbH has corrected the database of the “Approved Vendors Llst" (AVL) The database now
includes the nonconformances identified in the:supplier audits and the due date to track the follow up. :

2.3 Descrlptlo A of: Steps that will bé taken to prevent Recurrence |

AREVA NP -GmbH:will revise procedure QM-AW 416, “Supplier-Audits,” during'the next scheduled
annual review of the procedurés. All persons in AREVA NP GmbH who are working as supplaer audntors
will be trdined after the procedure:is revised.- ‘

2.4 Dates your Corrective.Action and Préventive Measures will be completed
The:procedure will be revised by. December 1, 2008.

Training Will be provided to auditérs by March 1,,2009.

AREVA NP GiribH

Fehler Verweisquéliokonnto nicht gefunden warden: Page5ar7




:99901371/2008-201 from May 7,.2008

Our.reference: NRC Inspection Report for AREVA NP'GmbH

Enclosuié 3

NRC Inspectron Report 99901371/2008-201
and Notice of Nonconformance

3 Reply to Notice of Nonconforimarice 99901371/2008-201:02

Criterion XV, “Nonconforming Materials, Parts, or Components,”of Appendix:B to 10°CFR Part 50 states;.
in part, “measures-shall be established to control materials; parts;.or components Wthh domnot conform
to-requirements ‘These measures shall include;:as. appropriate, procedures for. |dent|f|cat|on
documenitation, segregatron drsposmon and notification to affected orgamzatrons o

Procedure-QM-AW-503, Révision E, datéd October 17, 2007, .définés responsibilities and procedures for
handlmg nonconformances in supplies-and services for nuclear fagilities. The procedure describes the
process foridentifying, evaluating; reporting; -and- correctmg all nonconformances.

Contrary'to'the above, QM-AW- 503 Section. i133, “Definitions;” contains a definition of noncornformarnce
that permits’ 'identified nonconformances to reinain outside the; scope of the nonconformance process if
the nonconformance can be corrected within‘the “sanie processing:phiase.”

This issué has been identified-as Nonconformance 99901371/2008-201-02.

34 ‘Reason for the Nonconformarice
“The:nonconformantes that were corrected in the same: ‘processing phase were,considered résolved ‘with
‘o further i processing considered niecéssary:

3.2 Description of Steps that'will be'takénto correct this Item
AREVA:NP GmbH will revise procedure QM-AW 503, “Handiing.of Nonconformances;” during the next
scheduled annual review of the procedures. The text _part “saime processing phase” will be: deleted

3. -3 Descrlptlon of Steps that wrll be-taken to prevent recurrence

refresher trarnrng

3.4 Dates your:Corrective Action and Preventive Measures will be completed

The procedure willbe révisSed by Décernber 1,-2008.

Refresher training will be provided to affected employees by March 1; 2009. .

Feohlafl Varelsqualls Konnte nicht gefunden worden: Paga 6of 7.




Our reference: NRC Inspection Reportifor AREVA NP/GnibH
99901371/2008-201 from'May7; 2008

Enclosure 4

NRC Inspection Report 99901371/2008-201
and Notice of Nonconformance

4 Reply to Notice of Nonconformance 99901371/2008-201:03

Criterion:XVI; “Corrective Action,” of Appendix B to 10:CFR Part 50'statés, in part, “measures shall be
establrshed to assure that conditions:adverse to quality, such as failures, ‘malfunctions ,ﬁ‘c1enC|es
deviations, défective matérial and equipmeént, and nonconformances are promptly identified and
corrected. In the.casé of significant conditions adverse to quallty, the measures shall-assure that the
cause of the ¢ondition is determined. and corrective’ actlon taken to preclude repetrtron‘

Procedure GM-AW-503, Revision E, dated October 17, 2007, défines responsibilities and procedures for
handlrng nonconformances in: supplles and services forinticlear facilities: The procedure describes the
process ‘for’ rdentrfyrng, -evaluating, reporting, and correcting all nonconformances:

‘Contrary-to the above;
1. Thevendor's corrective action program does not:provide a systematic method 6f ‘¢ontain
adequate guidance for the review of cofrective actions to determiné if they are being completed
~ in a timely fashion and are effective:in precliding recurrénce of the deficiencies:
2. Thevendor's corréctive:adtion program-does not.provide a systematic method or contain
adequate guidance:-for establishing the significance level or priority for nonconformances and
their-associated corrective actions:

These issues have beenidentified as exarples of Norcoriformance 9990137172008-201-03.

4.1 Reason for the Nonconfbrmance

All:nonconforimances are: processed in the NC Team meetrngs without consideration of the srgnmcance
levél of priority for resolution.

4.2 Description of Steps that have been or will be taken to correct this ltem
The. procedure QM-AW 503, “Handling of Noriconformances,” will be revised during the next schediiled,

annual review.of the procedures. Two srgnlfrcance leveis will be defrned for nonconfarmances. All open
nonconformances will. be handled and tracked dunng the regular NC Team meetmgs W|th consrderatlon

for. screenmg the schedule for resolution of. nonconformances

All nonconformances iSsued.since 2001 havé been re-screened. Only one srgmflcant condition adverse
to quality (safety rélated) was found. It was not- related to U. le)
(NCR:2002/052, “Missing pressure release screw in LOCA proof actuators '
closed January-30, 2003) '

,AIl persons in AREVA NP GmbH wm be tralned after: the procedure is revnsed as part of the annual QEM
refresher training.

4.4 Dates your Corféfoﬁ\ie: ‘Action and Preventive Measures will be completed
The procedure will be revised by December 1, 2008.

Refreshet training will bé provided to affected employees by March 1, 2009.

AREVA NP GmbH
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