Waived Testing Key Terms

CLIA (Clinical Laboratory
Improvement Amendments)

Federal regulations established to ensure accuracy, reliability,
and timeliness of laboratory test results regardless of where the
test is performed.

CMS (Centers for Medicare & The government agency responsible for administering the
Medicaid Services) CLIA program and issuing laboratory certificates.

CDC (Centers for Disease Control Provides technical assistance, training, and guidelines for
and Prevention) quality laboratory practices.

Quality Control Routine testing of known materials (controls) to verify that the test system
(QO) and reagents are performing correctly.

The demonstrated ability of personnel to correctly perform testing procedures and
produce reliable results.

A chemical or substance used in a test that reacts with the patient specimen to produce
a measurable result.

Competency

Reagent

Control A known specimen used to check the accuracy of a test system; should produce
Sample a predictable result.



Waived Testing Key Terms

Expiration The date after which a reagent, test strip, or control may no longer produce
Date accurate results.

Recording all test results, QC checks, maintenance, and any problems to
ensure traceability and compliance.

Analytical Phase The actual testing process when the specimen is analyzed.

Proficiency External testing used by non-waived labs to check accuracy; not required for
Testing waived labs, but good practice for quality improvement.

Package The manufacturer’s written instructions that explain how to properly perform the
Insert test, handle specimens, interpret results, and perform QC.

Preventive Regular care and servicing of instruments to prevent problems and

Documentation

Maintenance ensure reliable performance.

The ability of a test to produce the same result consistently when repeated under the
same conditions.

Precision



