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POLICY:
1. The facility has a CLIA Waiver which is required and obtained in order to perform blood glucose and pregnancy testing.
2. The CLIA Waiver must be posted in a visible patient area.
3. Glucometer quality control testing of machines used for testing must be performed each surgery day and logged. Two controls must be used for each quality control test.
4. The Governing Body must approve any testing performed in the facility at the point of care. Such testing also meets The Food and Drug Administration and Clinical Laboratory Improvement Act (CLIA) / Amendment requirements for waived testing.

PROCEDURE:
1. Diagnostic vs. screening laboratory testing: Tests defined as diagnostic are those that initiate treatment at the facility level based on the laboratory test result. Tests defined as screening are those that do not initiate treatment at the facility level. Only diagnostic waived testing is performed.
2. Only personnel who have the clinical expertise to perform, interpret, and take appropriate action on waived tests may perform waived testing. Any personnel performing waived testing must have first completed successfully a competency evaluation on the specific test. At a minimum, competency is proven during orientation and annually thereafter. The Director of Nursing will determine any additional frequency of competency evaluation for any waived testing procedure performed in the facility.
3. Preventive maintenance on lab equipment and instruments is done per manufacturer’s instructions and are documented and dated. 
3.1. Testing equipment will be of the type that can be used on multiple patients.
4. Calibration verification is performed and documented per manufacturer’s instructions and or facility policy. When calibration results are unacceptable, the action taken is documented.
5. Quality Control Check Instructions:
5.1. Before using the monitor for the first time;
5.2. Before being used on a patient;
5.3. Surgery day quality checks;
5.4. If the cap is left off the vial of test strips;
5.5. If the monitor is dropped;
5.6. Whenever the result does not reflect the assessment of the patient;
5.7. Whenever it is necessary to check the performance of the blood glucose test;
5.8. If a test has been repeated and the blood glucose result is still lower or higher than expected;
5.9. No reagent is used after its expiration date.


2

