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Advancing Excellence

CAP 15189° Frequently Asked Questions

Background

In the fall of 2008, The College of American Pathologists (CAP) launched a laboratory
accreditation program based on the ISO 15189:2007 standard for medical laboratories.
ISO 15189:2007 (or simply “ISO 15189") utilizes specific laboratory accreditation criteria,
procedures, and processes to determine laboratory technical competence.

Q. What does “ISO” stand for?

A. SO is a word chosen by the International Organization for Standardization to refer
to a set of standards that apply to all users equally. “ISO” is taken from the Greek
word "isos,” meaning equal, which is found in the English word “isosceles” (triangle).

What is a “standard”?

A standard is a guidance document to the state of art in a specific discipline or
technical area developed through expert consensus. It can be thought of as a set
of best practices that an organization agrees to adopt and live by. Standards set
forth requirements that an organization must meet. Standards do not have the
force of law except in those countries that incorporate the requirements into
national law.
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What is the International Organization for Standardization?

The International Organization for Standardization is a worldwide federation of
national standards bodies from more than 140 countries, one from each country. It
is a non-governmental organization established in 1947. The organization’s mission is
to promote the development of standardization in order to facilitate the
international exchange of goods and services, and to develop cooperation in the
spheres of intellectual, scientific, technological, and economic activity. Its work
results in international agreements, which are published as international standards.
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What is accreditation to ISO 15189?

ISO 15189 is an accreditation program that focuses on the continuum of care
directly connected with improved patient safety, risk mitigation and operational
efficiency. The accreditation process evaluates quality and competence particular
to medical laboratories.
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Q. What is a “quality management system”?

A. ltis aset of interacting parts, functions and activities designed to insure quality in an
organization’s products and services. These parts, functions and activities typically
include:

¢ A well-planned set of processes for providing a good or service

¢ Continual analysis and improvement of processes

¢ |dentifying and fracking metrics to monitor quality

¢ Infrastructure (e.g., quality manager, management review committee,
internal auditors) and ongoing activities to support quality

e Periodic internal and external audits with subsequent plans for improvement

How is ISO 15189:2007 accreditation different from ISO 9001:2000 certification?
ISO 9001 is a certification/registration of a quality management system and is
intentionally very generic.
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ISO 15189 incorporates the essential elements of ISO 2001 and adds technical
competency factors relevant to medical laboratories. Its primary application is to
improve the structure and function of medical laboratories. An accreditation (as
opposed to a registration) includes both the certification of the QMS and the
evaluation of the competency of the laboratory functions.

ISO 9001 Standard ISO 15189 Standard

Best fits generic client / provider Designed specifically for clinical and medical
arrangements laboratories

Commonly used in manufacturing industry
and commercial services

Provides confidence about the organization’s | Includes QMS elements, but also assesses a
QMS laboratory’s technical competence and its
ability to provide reliable and accurate test
data

If a potential CAP 15189M client already has an ISO 9001 registration, the decision
to keep both the 9001 and 15189 is one that each individual laboratory must make
based at a minimum on the value added of each standard, customer
requirements, industry requirements, and any applicable regulatory requirements.

What is the relationship of ISO 15189 and ISO/IEC 170257
ISO 15189 is the medical laboratory version of ISO/IEC 17025.

Why is CAP launching the accreditation program to ISO 151897

The CAP’s program was developed to help reinforce the ISO goals and standards
while supporting CAP’s mission of advocating excellence in the practice of
pathology and laboratory medicine. CAP was also a significant contributor to the
development of the ISO 15189 Standard.
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Q. Please explain the process of accreditation to ISO 15189.
A. The stages of the process are as follows:

Stage Who Does It ‘ Activity

Application Laboratory Send CAP QMS and technical documentation requested in
application
Once the application is complete, CAP assigns a lead
assessor who guides the laboratory through the subsequent
steps to become accredited to ISO 15189

Internal Audit Laboratory Perform internal audit of the laboratory quality
management system against the 15189 standard

Desk CAP Offsite review (conducted at CAP office) of documents

Assessment client has submitted. Purpose is for CAP to study the client’s
QMS and look for major issues in documentation

Gap Laboratory & Detailed onsite assessment of client’s QMS and technical

Assessment CAP competency by CAP assessors to determine and
communicate the scope of work needed for accreditation

Pre Laboratory & One day onsite assessment of client’'s QMS and technical

Assessment CAP competency by CAP as final preparation for onsite
accreditation assessment

Onsite Laboratory & Detailed review of QMS and technical competency,

Accreditation CAP including document control system, records management,

Assessment and interviews with staff
Output of the assessment is a report of the level of
conformance and recommendation for or against
accreditation

Accreditation CAP CAP 15189 Committee reviews assessor report,

documentation, and corrective action reports. Committee
votes on whether to accredit

Q. How does CAP ensure accurate evaluation of both QMS and technical issues in its
ISO 15189 assessments?

A. CAP assigns assessors with complimentary backgrounds — typically a lead assessor,
who focuses on QMS issues, and a technical assessor with extensive knowledge of
the medical laboratory environment, who focuses on technical issues.

Q. What are the technical factors CAP assessors use in evaluating a laboratory in an
ISO 15189 assessment?
A. CAP assessors will conduct a thorough evaluation of all factors in a laboratory that
affect the production of patient testing results. These include the following:
¢ Management of technical areas
e Effectiveness of process and interactions/handoffs
e Effectiveness of integration and continual improvement activities in technical

areas

e Organization's ability to sustain an integrated standardized quality
management systems approach across all areas of patient testing
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e Laboratory’s ability to insure quality of patient care by influencing areas
beyond traditional boundaries of the laboratory
e Integrity of technical processes, both documented and deployed

Q. How is the CAP 15189 program different from the current CAP Laboratory

Accreditation Program (LAP)?

A. The ISO 15189 program compliments the LAP program by increased focus on the
management system, whereas the LAP inspection focuses on technical

procedures.

CAP 15189 CAP LAP

Voluntary in U.S

Based on CLIA (required in US)

Developed through international expert
consensus on medical laboratory best
practices

Exceeds U.S. federal regulatory requirements

Focus is on process — the overarching QMS,
and the organization's ability fo sustain an
integrated QMS approach across all parts of
an organization with which the laboratory
interacts

Focus is on procedures — by integrating more
stringent general and discipline specific
requirements developed by our

member experts with an emphasis on
technical and procedural aspects in the
laboratory

Full fime ISO 15189 assessors, with
backgrounds in quality management and
medical laboratory work

Volunteer peer assessors who currently work in
medical laboratories

Q. Does this replace the CAP LAP inspection?

A. No. The programs are distinctly separate; ISO 15189 does noft fulfill US federal
regulatory requirements. A laboratory that chooses to become accredited to ISO
will experience a separate LAP inspection from the ISO assessment.

Q. How does the timing of the CAP 15189 accreditation program assessment cycle
differ from the current CAP LAP inspection cycle?

A. The key differences are as follows:

CAP 15189 LAP Inspection

Initial accreditation depends upon

e client readiness

e infernal resource capability

e level of the laboratory’'s commitment

From date of application, laboratory has 12
months fo be inspected.

Once laboratory is accredited, the re-
accreditation cycle is a three-year cycle:

e In the first and second years of this
program, two surveillance assessments are
scheduled.

¢ During the third year, a re-accreditation
onsite assessment takes place.

Once laboratory is accredited, the re-

accreditation cycle is a two-year cycle:

e Laboratory is required to perform self
evaluation 12 months after initial
accreditation.

¢ Inspectors will ask to see self evaluation
during the re-accreditation inspection.
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How will this influence the licensing or accreditation? Will CLIA accept
accreditation to ISO in lieu of the usual accrediting as we do now?

No. The accreditation to ISO 15189 is in addition to CLIA'88 accreditation and does
not replace it.

Is there a link to Centers for Medicare & Medicaid Services (CMS) for fees?
There is no tie to CMS for reimbursement.

How widespread is ISO 151897 Is this accreditation program widely accepted?
Currently ISO 15189 is an internationally recognized standard, with accreditation
organizations offering 15189 in 44 countries. In some countries it is the standard by
which laboratories are reimbursed. Although it is not currently a standard in the US,
CAP believes that it will further support the goals of a laboratory that is working to
achieve best practices in quality management systems.

What types of laboratories are eligible to participate in CAP’s 15189 accreditation
program?

Any laboratory conducting medical testing is eligible to apply for the accreditation
program.

Where can | find more information regarding the program?
Please call: 800-323-4040 optionl or go to www.cap.org/cap15189 for additional
information.

MCDO511/pdf/909

Every numberis a life.™




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /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 /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /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 /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 <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. 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 best suited for high-quality prepress printing.  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 /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


