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An Ongoing Process  

Åñémonitoring a test, procedure, or 

method to ensure that it continuously 

performs as expected; simply put 

ñDoes the test still work?òò 

Åñéconfirms that the test continues to 

perform satisfactorily according to the 

laboratoryôs requirements or the 

manufacturerôs claimséò 

 
Source: Cumitech 31A. 2009. ASM Press 



Complete Testing 

Process  

ÅPreanalytic 

ÅAnalytic 

ÅPost-analytic 

 



CLIA Subparts ñValidation  

ÅSubpart K. Quality systems for 

nonwaived testing 

ïSubspecialty specific 

ïGeneral laboratory systems 

ïPreanalytic systems 

ïAnalytic systems 

ïPost analytic systems 

 Source: http://wwwn.cdc.gov/clia/regs/toc.aspx 



CLIA Subpart K ñQuality 

Systems, General Laboratory  

ÅConfidentiality of patient information  

ÅSpecimen identification and integrity 
ïñéfrom time of collection or receipt of specimen 

through completion of testing and reporting of 
resultsò 

ÅComplaint investigations 
ïñédocument complaints and problems reportedé 

conduct investigationséwhen appropriateò 

ÅCommunications 
ïñéidentify and document breakdown in 

communication between laboratory and authorized 
individual who orders or receives test resultséò 

 



CLIA Subpart K ñQuality 

Systems, General Laboratory  

ÅPersonnel competency assessment 

ÅEvaluation of proficiency testing 
performance 

ïPerform at least twice annually; review results 

ÅGeneral laboratory systems assessment 

ïñéestablish and follow written policies and 
procedureséto monitor, assess, and, when 
indicated, correct problemséò 

ïReview effectiveness of corrective actions 

 



CLIA Regulations ñ

Preanalytic  

ÅTest request 
ïContents 
ÅName and address or other identifiers of authorized 

person requesting the test 

ÅPatient name or unique identifier 

ÅPatient sex and age or DOB 

ÅTest(s) to be performed 

ÅSource, if appropriate 

ÅDate and time (if appropriate) of collection 

ÅAdditional relevant information 

ïLaboratory must ensure information entered 
into LIS is transcribed accurately 

 



CLIA Regulations ñ

Preanalytic  

ÅSpecimen submission, handling, and 
referral 
ïWritten procedures must include:  
ÅPatient preparation  

ÅSpecimen collection  

ÅSpecimen labeling 

ÅSpecimen transport, storage and preservation  

ÅSpecimen processing  

ÅSpecimen acceptability and rejection  

ÅSpecimen referral 

ïThe laboratory must document the date and 
time it receives a specimen 

 


