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POLICY AND PROCEDURES



Department: Laboratory


Effective Date:
April 11, 2000

Revised Date:            May 6, 2014
Reviewed Date:
November 16, 2005

Policy Name: Quality Assurance of Point of Care Testing


PURPOSE:

Bath County Community Hospital Laboratory shall insure the accuracy of each waived test result by running quality control material based on known values supplied by the appropriate manufacturer at intervals recommended by the manufacturer.  Testing personnel will follow manufacturer’s instructions for testing procedure, quality control testing, specimen collection, and storage of kits, reagents, and controls.
POLICY:

Quality Control

Quality control tests are performed for all waived testing procedures.  QC shall be performed on each day of use for each glucose meter.  QC is performed with each new shipment or lot of all other CLIA-waived tests or more frequently, if recommended by the manufacturer.  The laboratory manager or lead technologist routinely reviews the QC data.  The laboratory supervisor generates and reviews monthly QC summaries for each glucose meter.  Waived testing and internal QC results other than whole blood glucose are entered into the laboratory information and are reviewed by the laboratory manager along with all other laboratory results. All whole blood glucose results (patient and QC) are stored on a server and are downloaded to the laboratory manager’s computer on a monthly basis.  These files are backed up to cloud storage and to an external hard drive.  Patient results, QC, and competency records are stored for no less than two years.

If QC results are unacceptable, patient results are not reported.  If, upon correction of obvious errors and repeat testing, acceptable QC results are not obtained, contact the laboratory or manufacturer for additional assistance.  Patient results may not be released when QC is unacceptable.  Do not report results until the cause of the QC failure has been identified and corrected.
Linearity

Glucose meter linearity verification procedures are performed by the laboratory no less than once every six months.  

Proficiency Samples

The laboratory is also enrolled in a CLIA approved proficiency testing program.  This program is renewed on an annual basis.  This program supplies the laboratory with specimens of unknown values to be run as patients and the results are submitted for comparison with other laboratories using the same instrumentation across the nation.  These results are then mailed back to BCH laboratory with peer group analysis and grading performed for CLIA to serve as proof the laboratory is performing within the required limits.  All remedial actions to deficiencies are documented and attached to the final proficiency report and reviewed by both the lab manager and medical director.

Competency Verification

Employees performing waived tests must undergo a competency evaluation for all point of care procedures at hire, at six months, and at one year. Point of care testing skills are then reviewed annually as part of routine competency evaluations.  Competency assessment must include pre-analytic, analytic, and post-analytic phases of testing and may be accomplished through written exercises, blind sample analysis, direct observation, or other methods as determined by the laboratory manager or designee.

Revised by: Tara Craft 05/06/2014

Approved by: ___________________________________ Date: __________________
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