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Proc. #7180-MB-201

TITLE:  Reagent Quality Control

PRINCIPAL:

In order to comply with NCCLS and CAP requirements, reagents and test kits must be Quality Controlled before being used for patient testing. Quality control testing is performed upon receipt or before patient testing of new lot/shipment, weekly, lot-to-lot, or every 30 days.  Quality control specimens are tested in the same manner and by the same personnel as patient samples.  Controls must be reviewed as acceptable before reporting patient results.

It is implicit that patient test results are not reported if derived through a method with quality control failure. It is the responsibility of the technologist to verify quality control results before reporting patient results. In case of a quality control failure the technologist shall repeat the testing. If it is determined human error did not cause the failure the appropriate corrective action will be persued and the reagent shall not be used to perform patient testing.

PERSONNEL:

Medical Technologists

SPECIMEN:

Not applicable

EQUIPMENT:

Eyewashes

REAGENTS:
Gram stain reagents:

· Crystal violet

· Grams iodine

· Grams decolorizer

· Safranin

Alere i Strep A 2 assay (waived)
Alere i Rapid RSV  (waived)
Alere i Influenza A & B 2 (waived)
Alere i Covid -19 (waived)

Biofire Respiratory Panel

Hemoccult Sensa

QUALITY CONTROL:

RECOMMENDED PROCEDURE:

If new lot QC is not performed upon receipt the lot shall be marked with a red sticker to signify lot is not ready for use.  Upon completion of successful new lot QC the lot shall be marked with a green sticker to signify lot may be used for patient testing.  The hanging calendar shall be checked on a daily basis to monitor lots that may be due for 30 day QC. 
Refer to appropriate procedures for guidelines on how to perform tests.  QC is kept track of in the Microbiology Maintenance Records binder.

NEW LOT/SHIPMENT QC:

1. The following QC must be performed before a reagent is placed in use.  All Alere i kits are tested using the controls supplied in the kits.  Alere i Influenza A & B 2, Alere i RSV, Alere i Covid-19,  and Alere i Strep A 2 are waived tests and only receive New Lot QC.  Hemoccult have no external QC products available so internal QC results are recorded with each patient test and a known positive and negative CAP proficiency sample shall be used. 

· Gram stain
reagents
Escherichia coli ATCC 25922

Staphylococcus aureus ATCC 29213

The quality of smear preparation and staining is satisfactory for all microbiology stains (ie, proper smear thickness, free of precipitate, proper cell distribution, appropriate staining reactions, etc)
WEEKLY QC: The following tests must be performed weekly.

Gram stain


Escherichia coli ATCC 25922

Staphylococcus aureus ATCC 29213

Check eyewash functions
30 DAY QC: CAP requires that external QC testing be performed every 30 days for non-waived direct antigen test kits.  New Lot/Shipment QC is included in the 30 day cycle.  Including the following tests:

            N/A 
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