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	Purpose
	The Clinical Laboratory Improvement  Amendments of 1988 (CLIA) regulations require a laboratory to have quality control (QC) procedures to monitor the accuracy and precision of the complete testing process. The IQCP option offers the laboratory flexibility for meeting regulatory QC requirements appropriate for the testing performed or when a new test is added.
IQCP is an all inclusive approach to assuring quality. IQCP can be applied to all non-waived testing performed, including existing and new test systems.


	Policy Statements
	( IQCP will allow the laboratory to develop customized QC specific to the specimens that are tested, the test system, reagents, environment, and testing personnel.


	Three Steps of    
 IQCP
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	1.) RISK ASSESSMENT

     A risk assessment identifies and evaluates potential failures and sources of errors that could occur during the pre analytical (before testing), analytical (testing), and post analytical (after testing) phases of testing. It must include, at a minimum, an evaluation of the following five components:
     (  Specimen

     (  Test System

     (  Reagent

     (  Environment

     (  Testing personnel

2.) QUALITY CONTROL PLAN (QCP)

     A Quality Control Plan is a written document describing the practices and procedures performed by the laboratory to reduce the chance of possible failures and errors in test processes. The QCP must ensure that the accuracy and reliability of test results for a specific process are appropriate for patient care. The QCP must provide for immediate detection of errors that occur due to system failure, adverse environmental conditions and operator performance. It must also monitor, over time, the accuracy and precision of test performance that may be influenced by changes in the specimen, test system, 

reagent, environment or variance in operator performance.
NOTE: Laboratories cannot establish QC procedures that are less stringent than those specified by the manufacturer of the test system. 
Practices, procedures and resources incorporated into a QCP may include, but are not limited to:

     (  Electronic controls

     (  Internal Controls

     (  Proficiency testing (PT)

     (  Calibration
     (  Maintenance

     (  Training and competency assessment

List of Individualized Quality Control Plans - Mpls.
List of Individualized Quality Control Plans - St. Paul
3.) QUALITY ASSESSMENT (QA)

     Quality Assessment is the continuous process of monitoring the effectiveness of the QCP. The laboratory must update the risk assessment and modify the QCP, as necessary based on the information obtained from the QA. Practices, processes and resources to consider for monitoring the effectiveness of a QCP may include, but are not limited to:

     (  QC Reviews                        (  Patient results review
     (  PT performance reviews      (  Records of preventive measures, corrective action and follow up 
     (  Chart reviews                      (  Personnel competency records                                               
     (  Turnaround time reports      ( Maintenance logs          
     (  Complaint reports                ( Training records  

	
	    Quality Assessment helps to:
     ( Make sure that the QCP is working as expected

     ( Monitor errors and QC failures

     ( Identify errors and failures so the appropriate corrective action can be taken

     ( Investigate the cause of the error and reassess risk assessment , if indicated

     ( Evaluate whether any changes need to be made in the QCP
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      http://wwwn.cdc.gov/clia/default.aspx
2.) CDC IQCP Workbook and Resources

      http://wwwn.cdc.gov/CLIA/Resources/IQCP/
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      http://www.cms.gov/Regulations-and-Guidance /Legislation/CLIA/CLIA/Regulations
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