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Clinical Laboratory Standards Institute 
is an international nonprofit organization

Their mission is to develop voluntary 
consensus standards and guidelines for 

patient testing



 Uses International Standards Organization 
(ISO9000) to ensure harmonization of language

 Document development is meant to facilitate the 
rapid creation of guidelines and their dissemination

 It is an ongoing process and revised editions are 
expected to be released as the field develops

 The FDA has the authority to use CLSI guidelines 
for in vitro diagnostic testing standards



 Document development committee (DDC) is 
composed of experts in the field

 Approval of the document is by unanimous 
vote of the DDC with solicited comments by the 
CLSI delegates 

 Final approval is by the Consensus Committee  



2008
Wisconsin begins statewide screening

2009
Massachusetts begins statewide screening

2010
SCID is added to U.S. Recommended Uniform 
Screening Panel (RUSP)

2010
California and New York begin screening

2011
Connecticut, Colorado begin screening



August 2011 
CLSI convenes DDC in Atlanta

June 2012 
DDC votes to adopt the CLSI draft

Oct-Nov 2012
draft document is open for comments from 
CLSI Delegates (~1100)

March 2013
draft is finalized and approved by consensus 
committee
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 CLSI guidelines on 
Newborn Blood Spot 
Screening for SCID are 
now available

 An ongoing review 
process will initiate 
updates of this 
document at regular 
intervals 
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