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PURPOSE 
 
Each laboratory testing unit of the [Lab Name] is required to monitor the entire testing process through 
the use of quality control (QC) samples.  This policy provides rules and guidelines that apply to the QC 
testing and monitoring processes throughout the [Lab Name]. 
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POLICY 
 
Quality Control (QC) in the clinical laboratory is a system designed to increase the probability that each 
result reported by the laboratory is valid and can be used with confidence by the provider to make a 
diagnostic or therapeutic decision.  QC procedures detect analytical errors and, when used and 
monitored properly, alert analysts to problems that might limit the usefulness of the test.  In practice, 
most QC procedures operate by submitting controls (sample materials well characterized by previous 
testing) to the laboratory testing process, and comparing the results of current testing to an expected 
range of values derived from previous testing. 
 
1. The laboratory is responsible for selecting the appropriate quality control (QC) material for the test 

method.  The laboratory is not required by CLIA regulations to use the specific QC product 
recommended by the test manufacturer, however the chosen material must meet the 
manufacturer’s requirements for monitoring the test and QC testing must occur at the minimum 
frequency specified by the manufacturer.  The laboratory must ensure that the testing requirements 
meet any regulatory requirement, such as CLIA, EPA, or FDA.  For milk testing, the QC requirements 
come from the program.  Selecting the appropriate controls includes the number of controls 
performed per run or per day, the analytical concentrations (low, medium, high, etc.), the frequency 
of testing control materials and the placement of the controls in the analytical process. 

 
2. For clinical methods, the laboratory must choose QC material that, if available, is of a similar matrix 

to that of patient specimens and the QC material must be treated in the same manner as patient 
specimens and go through all analytic test phases.  If calibration material is used as a control 
material, the calibrator must be from a different lot number than that used to establish a cut-off 
value or to calibrate the test system.  For environmental methods, EPA requires calibration material 
being used as QC to come from a different vendor if available. 

 
3. If control materials are not available, the laboratory must have an alternative mechanism to detect 

immediate errors and monitor test system performance over time.  This alternative system must be 
included in the test validation and must be approved by the Laboratory Director.  

  
4. If the manufacturer does not specify a frequency for performing QC, the laboratory must determine 

the interval in which the measuring system is expected to be stable.  CLIA requires that QC be 
tested, at minimum, every 24 hours that testing occurs.  QC must also be tested after calibration, 
after a change in reagents, after maintenance, and after replacement of a critical part.   For new 
procedures, QC may need to be performed more frequently until the stability of the assay is firmly 
established.   

 
5. All results of QC testing must be recorded for the date performed, either manually or electronically.  

Over time, rotate QC testing among all personnel who perform patient testing. 
 
6. For quantitative testing, QC results must be evaluated using appropriate statistics for the number of 

controls and the method.  Establish means and standard deviations to calculate appropriate control 
limits.  
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7. Each test system that has an extraction phase must include a control material capable of detecting 
errors in the extraction process. 

 
8. Molecular amplification procedures must include two control materials (positive and negative) and, 

if reaction inhibition is a significant source of false negative results, a control material capable of 
detecting the inhibition. 

 
9. Each electrophoretic procedure must include, concurrent with patient specimens, at least one 

control material containing the substances being identified or measured. 
 
10. Each batch of media must be checked for sterility, if sterility is required for testing. Each batch of 

media must be checked for its ability to support growth and, as appropriate, select or inhibit specific 
organisms or produce a biochemical response. All media used at the [Lab Name] must have QC 
checks performed either by [Media Unit] or the laboratory performing testing.   

 
11. CLIA no longer exempts performance of in-house QC on commercially prepared microbiological 

culture media that is controlled by the manufacturer in accordance with CLSI guidelines. This 
exception has been rescinded and the laboratory is now responsible for performing its own media 
checks or developing an Individualized Quality Control Plan (IQCP) for this process. 

 
12. QC results must be reviewed and evaluated for trends or shifts in performance prior to releasing 

patient results.  Qualitative QC results must meet test expectations. All corrective actions must be 
documented and included in the supervisory review.  DO NOT REPORT TEST RESULTS IF QC IS 
OUTSIDE ACCEPTABLE LIMITS.   

 
13. Each laboratory must specify in writing the type of QC to be tested for each procedure, the 

frequency of testing, the QC acceptance criteria for each test and the actions to take if the QC 
results are unacceptable.  These criteria may be included in the test procedure or in a separate 
document. 

 
14. Laboratory supervisors are responsible for reviewing QC results and monitoring QC statistics at 

intervals adequate to assess the analytical process.  The review may occur electronically or on 
paper, however it must be documented in a manner that will be accessible to CMS or other 
regulatory surveyors. 

 
15. CLIA Individualized Quality Control Plan (IQCP) 

a. If the QC being performed for a laboratory test does not meet or exceed the CLIA 
requirement for testing QC, the laboratory must develop an IQCP for this test.  An IQCP 
includes a risk assessment (RA), Quality Control Plan (QCP) and Quality Assessment (QA). 

b. Contact the QA Office for assistance if an IQCP is required. 
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