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Proc. #4840-MB-201

TITLE: Biochemical and Reagent Quality Control

PRINCIPAL:

In order to comply with NCCLS and CAP requirements, all biochemicals, 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 each new lot/new shipment or weekly.  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. All external QC materials are provided by or recommended by the maufacturer.
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 biochemical or reagent shall not be used to perform patient testing.

PERSONNEL:

Medical Technologists

SPECIMEN:

Not applicable

EQUIPMENT:

Ambient air incubator

CO2 incubator

Heating block

Eyewash
REAGENTS:
Spot oxidase

Staphaurex

Catalase

Beta-Lactamase (Cefinase)

Spot indole

Catarrhalis Disks

Bile solubility (Desoxycholate)

PYR

Furazolidone

Novobiocin

Optochin

Streptex components

X,V,X&V disks

Gram stain reagents:

· Crystal violet

· Grams iodine

· Grams decolorizer

· Safranin

Blood Agar Plate (BAP)

Chocolate Agar Plate (CHOC)

Sabouraud Dextrose Agar Plate (Sabs)

Mueller Hinton Agar

RapID NH kit

RapID ONE kit

Genexpert cartridges
ID Now –  Flu,RSV, Strep A (All Waived)

Biofire Panels
QUALITY CONTROL:

Quality Control on all commercially prepared culture media adheres to NCCLS M22-A2 standards. Refer to Quality Control on Commercially Prepared Media procedure.

RECOMMENDED PROCEDURE:

If new lot QC is not performed upon receipt the lot shall be marked with a red marker to signify lot is not ready for use. Upon completion of successful new lot QC the lot shall be marked with a green marker to signify lot may be used for patient testing.
All of the organisms needed for performing QC are kept at the workstation. These isolates must be sub-cultured every Monday in order to make sure that the organisms used are viable. If subcultures are nonviable, or rarely used organisms are needed, they can be subcultured from the –70C freezer stocks.

Among the organisms that need to be sub-cultured are:

· Haemophilus parainfluenzae ATCC 7901

· Pseudomonas aeruginosa ATCC 27853

· Escherichia coli ATCC 25922

· Staphylococcus aureus ATCC 29213

· Staphylococcus epidermidis ATCC 41134

· Micrococcus luteus ATCC 4698

· Staphylococcus saprophyticus ATCC 49453

· Enterococcus faecalis ATCC 29212

· Streptococcus pneumoniae ATCC 6303

· Haemophilus influenzae ATCC 9006 

· Haemophilus influenzae ATCC 10211 (Beta-Lactamase -)

· Beta-Hemolytic Streptococcus Groups A,B,C,F,G

· Neisseria lactamica ATCC 23970

· Moraxella catarrhalis ATCC 25238/8176
· S. aureus 33591 (MRSA)

· H. haemolyticus ATCC 33390
· E. faecalis ATCC 51299
· S. aureus ATCC 25923

· C. parapsilosis ATCC 22019
· C. albicans ATCC 24433
· E. aerogenes ATCC 13048
· P. mirabilis ATCC 43071
· S. mitis ATCC 9811
· A. baumanii ATCC BAA-1605
· S. aureus ATCC BAA-976
· S. aureus ATCC BAA-977
· N. gonorrhoeae ATCC 43069
NEW LOT/SHIPMENT QC:

1. The following QC must be performed before a reagent is placed in use. Hemoccult and Gastroccult kits have no external QC products available so a known positive and negative CAP proficiency sample shall be used. 

· Spot oxidase

Pseudomonas aeruginosa ATCC 27853

Escherichia coli ATCC 25922

· Catalase


Staphylococcus aureus ATCC 29213

Enterococcus faecalis ATCC 29212

· Spot indol


Escherichia coli ATCC 25922

Pseudomonas aeruginosa ATCC 27853

· Bile solubility

Streptococcus pneumoniae ATCC 6303

Streptococcus mitis ATCC 9811

·  PYR


Enterococcus faecalis ATCC 29212

S. mitis ATCC 9811
·  Furazolidone

Staphylococcus aureus ATCC 29213

Micrococcus luteus ATCC 4698

·   Novobiocin

Staphylococcus aureus ATCC 29213

Staphylococcus saprophyticus ATCC 49453

· Optochin

Streptococcus pneumoniae ATCC 6303

Streptococcus mitis ATCC 9811

· Staphaurex Latex 
Staphylococcus aureus ATCC 29213

Staphylococcus epidermidis ATCC 41134

· X, V, & XV disks
Haemophilus influenzae ATCC 9006





Haemophilus parainfluenzae ATCC 7901

· Gram stain
reagents
Escherichia coli ATCC 25922

Staphylococcus aureus ATCC 29213

· PathoDX Components
Beta hemolytic Streptococcus Groups A,B,C,F,G

· Catarrhalis Disks

Moraxella catarrhalis ATCC 25238






Neisseria lactamica ATCC 23970

· Cefinase


Staphylococcus aureus ATCC 29213

Haemophilus influenzae ATCC 10211

· Refer to appropriate procedures for guidelines on how to perform tests. Record all results in the New Lot QC Logbook.
WEEKLY QC: The following tests must be performed weekly.

· Gram stain


Escherichia coli ATCC 25922

Staphylococcus aureus ATCC 29213

· Check eyewash functions
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