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Definitions of Terms and Explanations of Best Practices, Guidelines,
Standards, and Norms that Pertain to Repositories

Definitions

Best Practice: A management idea which asserts that there is a technique, method,
process, or activity that is more effective at delivering a particular outcome than any other
technique, method, process, or activity.

Guidelines: Any document that aims to streamline particular processes according to a set
routine. Following guidelines / best practices is not mandatory.

Standards or norms: Design or format applicable because it is recognized by an official
organization or because it is used by a majority of users. Following standards is mandatory.

e Certification norm: A norm geared around management which includes SOPs that
are “feasible” (e.g. ISO9001:2000)

e Accreditation norm: A norm geared around competence which includes SOPs that
are evidence-based and scientifically “validated” (e.g. ISO17025:2005)

One international norm (ISO) for biobanks does not exist. In the absence of an international
norm, some countries may decide to develop national norms. Different guidelines / best
practices have, however, been developed; these guidelines are necessary for the
biobanking community because different issues are at stake (e.g. ethical guidelines for
population biobanks, ethical guidelines for hospital-based biobanks, technical guidelines, IT
guidelines, and cost-recovery guidelines). Such guidelines may serve as support to the
more general-scope norm. Such guidelines can be national (e.g. NCI) or international (e.g.
ISBER).

In practice, a biobank organization can become
e Compliant to national (e.g. NCI) and/or international (eg ISBER, OECD) guidelines.
The biobank declares compliance, but no external audit is conducted. ISBER has
recently developed a self-assessment tool for that purpose.

and/or

e Certified according to a national or international (1ISO9001:2000) certification norm,
by an external body.

and/or
e Accredited according to a national or international (ISO17025:2005) accreditation
norm, by an external body.

or
e Collaborate with an accredited laboratory for quality control of the samples.
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A. Best Practice / Guidelines:

A1. ISBER Best Practices for repositories: Collection, storage, retrieval and
distribution of biological materials for research. Cell Preservation Technology 6(1), 3-
58, 2008 http://www.isber.org/Pubs/BestPractices2008.pdf

Best Practices for the use of biorepository managers and staff which covers both
managerial and technical aspects and goes into practical details on several aspects
such as infrastructure, equipment, security, and training. These best practices are
applicable to biorepositories which manage either human or non-human origin material;
with a focus on the establishment and day-to-day management of a biorepository.

A self-assessment tool will soon be available from ISBER. This self-assessment tool will
permit auto-evaluation of compliance with ISBER’s Best Practices and will deliver a risk-
associated compliance score.

A2. NCI Best Practices for Specimen Resources. NCI, Bethesda, MD. Available from
http://biospecimens.cancer.gov/global/pdfs/NCI-Best-Practices-060507 .pdf

These Best Practices have been developed specifically for NCI-supported
biorepositories which store biological samples of human origin. Management, quality
and protection of data associated with the biological material are the document’s main
focus. A special section on intellectual property issues has been developed.

A3. OECD Best Practice Guidelines for Biological Resource Centers — General Best
Practice Guidelines for all BRCs. OECD, Paris, France. Available from
http://www.oecd.org/dataocecd/7/13/38777417 .pdf

The Organization for Economic Cooperation and Development has developed
guidelines for repositories of both human and microbial origin samples. The vision of the
OECD Best Practices is certification of biorepositories to national and/or international
standards/norms. The development of these guidelines has been influenced by the
microorganism domain Biological Resource Centres, therefore one of the guideline’s
main areas of focus is on authentication of biological material.

B. Standards / Norms:

International standards:

B1. International Standards Organization. ISO 9001:2000 — Quality Management
Systems Requirements (Ed 3).

ISO9001 is a generic management standard that can be applied to any business
enterprise, and therefore to any repository. It refers to the organization’s structure
for managing its processes (activities) that transform inputs of resources into a
product (biological sample or derivative) or service (biostorage) which meet the
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repository’s objectives, such as satisfying the customer’s quality requirements or
complying with regulations.

ISO9001 certifies that a repository has official written procedures and training
documentation in the area of customer service (biostorage), product (biological
sample or derivative), processing, analysis, packaging, shipping and accounting.
This credential is very customer service oriented. Every complaint is documented,
and corrective and preventative measures must be put into place.

As long as a repository is consistent in its documented actions, it can remain
ISO9001-certified.

B2. EN ISO/IEC 17025 General Requirements for the competence of testing and
calibration laboratories (ISO/IEC 17025:2005 E)

ISO 17025 was written to incorporate all the ISO9001 requirements that are
relevant to the scope of testing services as well as specifying the technical
requirements for technical competence of a laboratory. It is applicable to all
organizations performing tests. These include, for example, first-, second- and
third-party laboratories, and laboratories where testing forms part of inspection and
product certification. 1ISO17025 can be applied to any repository or any laboratory
performing tests on the biological samples.

ISO17025 certifies that quality-oriented tests are performed correctly. These tests
establish that the product (biological sample or derivative) is a quality product. All
aspects of the Quality Control activities are examined by this standard. The
qualification, education, and training of all associates are examined against their
job responsibilities. Every quality critical specification and even the qualifications of
vendors and collaborators are checked.

To be ISO17025 certified, a repository must not only be consistent, but must also
be proficient in testing the quality of their products (biological samples or
derivatives).

B3. ISO Guide 34, General Requirements for the competence of reference
material producers, second edition 2000.

This is an accreditation that deals with Certified Reference Materials
manufacturers. All methods that the manufacturer uses to certify their standards
must be validated and proven to be accurate. It requires that an uncertainty, which
includes all of the sources of error involved in certifying the standards, be reported
on the Certificate of Analysis. ISO Guide 34 provides the highest level of Quality
Assurance, confidently stating that the manufacturer's standards are produced
correctly and competently.

To our knowledge, the only repository accredited to ISO Guide 34 today, is the
ATCC.

© ISBER 2009



National standards:

B4. French national norm NF S96-900 “Management System of a Biological Resource
Center and Quality of Biological Resources of Human or Microbial Origin”

Based on ISO9001:2000 and ISO 15189, contains not only “system” requirements, but
also some specific “technical” paragraphs on biorepositories.

© ISBER 2009




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /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 false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /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 false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /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 ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. 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 for quality printing on desktop printers and proofers.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


