NRC INSPECTION MANUAL

INSPECTION PROCEDURE 88107 NMSS

QUALITY ASSURANCE: DESIGN AND DOCUMENTATION CONTROL
(PRE-LICENSING AND CONSTRUCTION)

PROGRAM APPLICABILITY: 2630

88107-01 INSPECTION OBJECTIVES

01.01 To determine if the design control program is adequately defined and includes
effective procedures that identify: (1) design input controls; (2) processes; (3) analyses; (4)
verifications; (5) change controls; (6) interface controls; (7) translate quality standards into
design documents; and (8) control deviations from standards.

01.02 To determine that applicable design bases and other requirements necessary to
assure adequate quality are included or referenced in the applicant’'s procurement
documents for procurement of Quality Level 1 (QL-1) and QL-2 material, equipment, and
services.

01.03 To determine that QA records are completed documents that furnish evidence of
the quality of items and/or activities affecting quality.

88107-02 INSPECTION REQUIREMENTS

Verify that selected elements associated with the applicant’s design and document control
systems (as identified in an approved inspection plan) are in accordance with the applicant’s
approved QA Plan. Elements chosen for inspection may include two or more of the
following:

02.01 Design Control. Determine if the QA program and associated QA procedures
implement the committed design control requirements.

02.02 Document Control. Determine if the QA program and associated QA procedures
implement the committed requirements for control and content of safety-affecting
documents.

02.03 Quality Assurance Records. Determine if the QA program records for safety
affecting items or activities are being properly generated and controlled.

88107-03 INSPECTION GUIDANCE
03.01 Design Control.
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03.02

88107

Review the applicant’s system for control of design inputs (design bases,
conceptual design reports, performance requirements, regulatory requirements,
codes and standards) to determine if documentation, review, and approval
commitments are being met.

Review the applicant’s design process for translating design inputs into plant
design, fabrication, construction, testing, inspection, and examination requirements.
Verify that this design process is in accordance with QA plan commitments and
requirements. Determine if the design process is controlled to ensure: (1) correct
design; (2) proper classification of structures, systems, and components or items
relied on for safety; (3) suitable application of materials, parts, equipment, and
processes; and (4) accurate translation of requirements into specifications,
drawings, procedures, and instructions.

Review the applicant’s process for design analysis to verify that design analyses
are documented in accordance with QA plan commitments and requirements.

Review the applicant’s program for verifying the adequacy of the design of QL-1
controls. Determine if design verifications, reviews, and qualification tests (or
independent verification) were performed in accordance with QA plan commitments
and requirements.

Review the applicant’s design change control program to determine if design
changes were controlled in accordance with QA plan commitments and require-
ments. Verify that design changes are subject to design control measures
commensurate with those applied to the original design.

Review the applicant’s design interface control program to determine if design
internal and external interfaces were identified, procedurally controlled, and
documented in accordance with QA plan commitments and requirements.

Referto IP 88112, “Software Validation”, for inspection requirements pertaining to
the applicant’s computer software control program.

Document Control.

Review a variety of the applicant’s documents that specify quality requirements or
prescribe activities affecting quality associated with QL-1 controls. These
documents would include project procedures, Design Requirement Documents,
Basis-of-Design documents, Engineering Specification, drawings, calculations, and
procurement documents. Determine if these documents were prepared, reviewed,
approved, and distributed to, and used at, the location where the prescribed activity
is performed, in accordance with QA plan commitments and requirements for
document control. Verify that changes resulting from applicant evaluations or pre-
contract negotiations are incorporated into the procurement documents.

When reviewing the applicant's QA program implementing documents (QA
procedures, drawings, and specifications), determine if the document contents are
in accordance with QA plan commitments and requirements for instructions,
procedures, and drawings.

Verify that the requirements of 10 CFR Part 21, “Reporting of Defects and
Noncompliance”, are delineated, as applicable, on IROFS procurement documents.
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03.03 Quality Assurance Records.

a. Whenreviewing QA program implementing documents, determine if they properly
specify the QA records to be generated, supplied, and maintained.

b. Review a variety of the applicant's QA records required by the reviewed
implementing documents. Determine if the records have been produced as
required by the implementing procedure(s) and determine if the records are
received, classified, and processed in accordance with the QA plan commitments
and associated implementing procedures for QA records. If corrections have been
made to any of the records, determine if the corrections are being performed per
the approved QA plan.

C. Observe the applicant’s record repositories for both temporary and permanent
storage, to determine if they meet QA plan commitments. Determine if record
retrieval from, and retention in, each type of repository, is in accordance with the
approved QA plan.

88107-04 INSPECTION RESOURCES

Inspection resources necessary to complete this inspection procedure are estimated to be
24-40 hours of inspection per facility visit. Once the construction authorization is issued,
the basics of this inspection procedure should be conducted during the construction phase,
on an annual basis.

04.01 Design Control. This section should be inspected once per year or when significant
design control changes occur. Estimated effort is 16 to 24 hours per occurrence.

04.02 Document Control. This section should be inspected once per year or when
significant additions or changes occur. The resource estimate for this section is
4 to 8 hours per occurrence.

04.03 QA Records. This section should be inspected once per year or when significant
additions or changes occur. The resource estimate for this section is 4 to 8 hours
per occurrence.

88107-05 REFERENCES

Code of Federal Regulations,10 CFR Part 70, “Domestic Licensing of Special Nuclear
Material.”

Duke, Cogema, Stone and Webster, “Mixed-Oxide Fuel Fabrication Facility, MOX Project
Quality Assurance Plan (MPQAP),” Docket Number 070-03098, under US Department of
Energy Contract DE-AC02-99-CH10888, latest revision accepted by NRC (Sections 3, 4,
5,6, and 17).

Duke, Cogema, Stone and Webster, “Mixed-Oxide Fuel Fabrication Facility Construction
Authorization Request,” latest revision accepted by NRC.

U.S. Nuclear Regulatory Commission, NUREG-1718, Standard Review Plan for the Review
of an Application for a Mixed-Oxide Fuel Fabrication Facility, August 2000.

END

Date:10/20/04 -3- 88107



88107 -4 Date:10/20/04




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


