
 
What is IQCP?  

The Centers for Medicare and Medicaid Services (CMS) has implemented IQCP (Individualized Quality Control 

Plan) as an acceptable QC option. As of January 1, 2016, the CMS no longer recognizes EQC (Equivalent Quality 

Control) as an acceptable option to meet Clinical Laboratory Improvement Amendments (CLIA) requirements for 

QC of non-waived testing (i.e., Blood gas, ACT, ROTEM, etc.) 

What are the components of the IQCP? The IQCP has 3 key elements:  

1. Risk Assessment (RA) includes the identification, evaluation, and mitigation of “significant” potential failures 

(hazards/errors) that can impact test result quality in all three phases (pre-analytical, analytical, and post-

analytical) of the testing process. The CMS mandates, at a minimum, that RA includes the evaluation of the 

specimen, environment, reagent, test system, and testing personnel. The IQCP policy highlights many resources 

to assist with the RA process  

2. Quality Control Plan (QCP) describes the practices, resources, and procedures to control the quality of a 

particular test process, ensure the accuracy and reliability of test results, and ensure that result quality is 

appropriate for patient care  

3. Quality Assessment (QA) monitors the ongoing effectiveness of the IQCP 

Basically, IQCP requires two additional processes: Risk Assessment and Quality Assessment. 

Are there any test systems or instruments that are exempt from IQCP?  

The use of an IQCP is voluntary and there are specific eligibility criteria defined for use. If an IQCP is not 

implemented for eligible tests, laboratories must follow the minimum daily QC requirements and default CLIA 

regulations for daily QC of non-waived testing.  The default CLIA regulations were written for the traditional 

daily testing of two levels of external control materials. To be considered an external control material, the 

control material must have a similar matrix to that of patient specimens, be treated in the same manner as 

patient specimens, and go through all elements of the analytic process as applicable. Function checks, 

instrument/electronic checks, and procedural controls do not meet the definition of an external control 

material. Those types of checks only verify electronic components or detect function of the instrument and may 

only monitor a portion of the analytic process. 

What are the components of a Risk Assessment?  

The required components of a Risk Assessment include evaluation of: 1. Five required elements: reagents, 

environment, specimen, test system, and testing personnel 2. All phases of testing: pre-analytic, analytic, and 

post-analytic 3. Data from the laboratory’s testing environment, instrument/equipment performance, and 

testing personnel 4. All variations in test performance (eg, multiple test sites, devices, types of testing 

personnel). 

Do I have to perform all new studies to gather data/information for my Risk Assessment?  

No. Historical data accumulated during the laboratory’s routine operations may be used. The laboratory must 

evaluate the potential sources of errors, manufacturer’s instructions, and historical test performance to identify 

the appropriate control processes. 

What is required for ongoing assessment of an IQCP?  

Ongoing assessment must include evaluation of errors relating to the different phases of the testing process, QC 

failures and corrective action, and complaints from clinicians and other providers on the quality of results. It 

must also include a determination of the need to reassess and revise the IQCP. Quality control and 

instrument/equipment maintenance and function check data must continue to be reviewed at least monthly. 

If an inspector asks about the IQCP risks and quality assessment tool for your area, refer him/her to your department 

super-user and/or Point of Care team. 


