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What is NCCLS?
An American National Standards Institute An American National Standards Institute 
accredited consensus standards organizationaccredited consensus standards organization

A notA not--forfor--profit corporationprofit corporation

An educational organizationAn educational organization

An association of organizationsAn association of organizations

A volunteer organizationA volunteer organization

A global organizationA global organization



NCCLS PrinciplesNCCLS Principles
Open to all organizations in health care;Open to all organizations in health care;

MultiMulti--constituency (Government, Industry, Professions)  constituency (Government, Industry, Professions)  
addressing issues impacting many different groups;addressing issues impacting many different groups;

Structured to give consideration to all views and preclude Structured to give consideration to all views and preclude 
conflicts of interest;conflicts of interest;

Voluntary in development and implementation;Voluntary in development and implementation;

Practical, in addressing healthcare issues;Practical, in addressing healthcare issues;

Timely, to keep pace with technological change and Timely, to keep pace with technological change and 
effectively meet current needs.effectively meet current needs.

Balanced by representatives from industry, Balanced by representatives from industry, 
government, and professionsgovernment, and professions



NCCLS Responsibilities and ActivitiesNCCLS Responsibilities and Activities

NCCLS Standards and GuidelinesNCCLS Standards and Guidelines

American National StandardsAmerican National Standards

ISO TC 212 StandardsISO TC 212 Standards

Consensus Development is the Consensus Development is the 
Core Competence of NCCLSCore Competence of NCCLS





How does NCCLS work?How does NCCLS work?

Organization matrixOrganization matrix

Project SelectionProject Selection

VolunteersVolunteers



Organizational ChartOrganizational Chart

Executive Committee

Working Groups

Subcommittees

Area Committees

NRSCL

Chairholders Council

Board of Directors

Active and Corresponding Member Organizations



Process for Project SelectionProcess for Project Selection
Idea generationIdea generation
•• Volunteer & Member QuestionnairesVolunteer & Member Questionnaires
•• Area Committee and Subcommittee Strategic PlanningArea Committee and Subcommittee Strategic Planning
•• Website input and project proposal invitationWebsite input and project proposal invitation

Comprehensive proposal requiredComprehensive proposal required

Internal idea assessment completedInternal idea assessment completed

External (qualitative) interest assessmentExternal (qualitative) interest assessment

External (quantitative) market External (quantitative) market 
assessmentassessment

Subcommittee membershipSubcommittee membership

Business planBusiness plan

AuthorizationAuthorization



Process for Document DevelopmentProcess for Document Development

Subcommittee Formation Complete by Subcommittee Formation Complete by 
Project Authorization TimeProject Authorization Time
Subcommittee usually has nine months to Subcommittee usually has nine months to 
draft Proposeddraft Proposed--level Documentlevel Document
ProposedProposed--level Document circulated level Document circulated 
widely for review and commentwidely for review and comment
Subcommittee revises document and Subcommittee revises document and 
submits to Area Committee for Consensus submits to Area Committee for Consensus 
VoteVote
Board of Directors votes to publishBoard of Directors votes to publish
Total time target from proposal Total time target from proposal 
authorization to publication of approvedauthorization to publication of approved--
level document is twentylevel document is twenty--two monthstwo months



Process for Evaluation of the Utility and Use Process for Evaluation of the Utility and Use 
of a Standard, Guideline, or Reportof a Standard, Guideline, or Report

Document Sales are monitored and Document Sales are monitored and 
analyzed by the Chairholders Council and analyzed by the Chairholders Council and 
Board of DirectorsBoard of Directors
Review of the Annual Questionnaires of Review of the Annual Questionnaires of 
Volunteers, Members, and CustomersVolunteers, Members, and Customers
Comments received on each document are Comments received on each document are 
reviewed by subcommittee or workgroup reviewed by subcommittee or workgroup 
at next document revision activityat next document revision activity
FDA List of Recognized Standards for use FDA List of Recognized Standards for use 
in device submissionsin device submissions



NCCLS Documents are NCCLS Documents are 
Used WorldwideUsed Worldwide

Obtained in bulk to distribute to Obtained in bulk to distribute to 
stakeholdersstakeholders

Utilized in professional practice Utilized in professional practice 
guidelinesguidelines

Translated into other languages Translated into other languages 

Referenced in government regulations  Referenced in government regulations  
and international standardsand international standards



NCCLS Documents are NCCLS Documents are 
Used By Industry ScientistsUsed By Industry Scientists

Evaluation Protocol DocumentsEvaluation Protocol Documents
•• No need to develop new materialNo need to develop new material
•• Speeds up product developmentSpeeds up product development
•• Standardizes results across the fieldStandardizes results across the field
•• Helps customers compare performanceHelps customers compare performance

FDA Recognizes Standards for use by FDA Recognizes Standards for use by 
Industry in Product submissionsIndustry in Product submissions
•• Currently 82 NCCLS Approved Standards are Currently 82 NCCLS Approved Standards are 

recognized by FDArecognized by FDA



Recent NCCLS PublicationsRecent NCCLS Publications

42 new documents scheduled for 42 new documents scheduled for 
publication this yearpublication this year
•• 26 already published26 already published
•• All others on trackAll others on track

Examples:Examples:
•• Free Thyroid Hormones; Bone Markers; Free Thyroid Hormones; Bone Markers; 

Immunoassay Systems; Fluorescence Immunoassay Systems; Fluorescence 
Calibration; Maternal Serum Screening; Calibration; Maternal Serum Screening; 
Evaluation of Precision; Limits of Evaluation of Precision; Limits of 
Detection; Media Quality Control; and Detection; Media Quality Control; and 
Point of Care Hemostasis and Coagulation Point of Care Hemostasis and Coagulation 
TestingTesting



WhatWhat’’s new?  s new?  
Important Developments for NCCLSImportant Developments for NCCLS

TechnicalTechnical

PointPoint--ofof--care testingcare testing

Electronic technologies and connectivityElectronic technologies and connectivity

Molecular diagnosticsMolecular diagnostics

Laboratory Automation and InformaticsLaboratory Automation and Informatics

Equivalent quality control Workshop on March 18, 2005Equivalent quality control Workshop on March 18, 2005

ProcessProcess

Increased speed and responsiveness to need for Increased speed and responsiveness to need for 
documentsdocuments

A new name for NCCLSA new name for NCCLS



 
 
In  co n junc tio n  w ith  the  
2 00 5  N C C LS  Leade rsh ip  C on fe rence  
R ena iss ance  H a rbo rp la ce  H o te l 
B a ltim o re , M ary lan d  
1 6 -1 9  M arch  2 00 5  
 
 
 
 
 
 
 
 

 

E Q U IV A L E N T  Q U A L IT Y  C O N T R O L  W O R K S H O P  
1 8  M a rch  2 0 0 5  

 

Lea rn  abou t the  cu rren t and  fu tu re  te chno logy  o f Q C .   

E xpe rien ce  con tr ib u ting  to  the  fu tu re  o f Q C . 

 N e tw o rk  w ith  co lleagues  
 (N CC LS P res id en t’s  R ecep tion , 17  M arch  a t 7 :0 0  p .m .)  

P a rt ic ip a te  in  d iscu ss ion  and  b reakou t g roups . 

A va ilab le  fo llow ing  the  m ee ting : a  m ee ting  repo rt, 
N CC LS  consensus gu ide lines  w ith  Q C  m echan ism s 
and  a  p lan  fo r fu tu re  Q C . 

 
 

P re sen ted  b y  recogn ized  expe rts , th is  one -day  w o rkshop  is  in tended  fo r te chn ica l 
and  m anagem en t labo ra to ry  pe rso nne l, IV D  indus try  rep resen ta t ives  and  

gove rnm en t s ta ff. 
 

O rg a n ize rs : A A C C , A S C L S , A d v a M e d , C D C , C M S , F D A , N C C L S  
 

C om e  be  a  p a rt o f th e  Fu tu re ! 
 

Fo r m ore  in fo rm a tio n , v is it h ttp ://w w w .ncc ls .o rg /  

 



NCCLS
…Coming January 1, 2005…

CLSI

Providing NCCLS Standards and Guidelines, ISO/TC 212 Standards, and ISO/TC 76 Standards



NCCLS/CLSINCCLS/CLSI
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