PAGE  
Kaiser Permanente
SCPMG Laboratory System

Medical Care Program
Equipment

California Division – South
Procedure


Diagnostica Stago STA Compact
Calibration/Verification
Purpose
To define calibration/verification procedures for Anti-Xa and D-Dimer 


Assays using the STA®-Compact®.  There must be a valid 

Standard Curve in memory before controls and patient samples are analyzed.  

Policy



· Calibration/Verification is performed on these assays based on the following criteria:
1. Change of reagent lots for chemically or physically active or critical components

2. If QC materials reflect an unusual trend or shift or are outside of the laboratory’s acceptable limits, and other means of assessing and correcting unacceptable control values fail to identify and correct the problem

3. After major preventive maintenance or change of critical instrument component

4. At least every 6 months

Workplace
All laboratory employees are expected to maintain a safe working environment 

Safety

and an injury-free workplace.  Laboratory employees are responsible for their



own safety, and the safety of others and adhering to all departmental and medical 



center safety policies and procedures.

· For standard precautions and safety practices in the laboratory;  see LGM

8000, specifically, but not limited to, equipment safety, proper body mechanics, sharps exposure and proper use of personal protective equipment (PPE).

· For Universal Body Substance precautions, see LGM 8005, specifically, but not limited to, exposure to body fluids.

· For proper handwashing, see LGM 8010, specifically, not limited to, proper handwqashing.

· For proper infection control, see LGM 8004, specifically, but not limited to, proper use of gloves.

· For proper handling of regular and infectious waste, see LGM 8006, specifically, but not limited to, proper disposal of regular and biohazardous waste.

· For proper cleaning of work area, see LGM 8007  –  Cleaning Work Areas.
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· For proper handling of chemicals and reagents, see the Chemical Hygiene Plan.

· For proper storage and disposal of chemical hazardous waste, see LGM 8012.

Procedure
Anti-Xa Calibration
Reagent 
STA® - Owren-Koller Buffer
and

STA® - Liquid Anti-Xa Assay kits (UFH and LMWH)
Materials       STA® - Quality HNF/UFH 2 and 7 controls


STA® - Quality HBPM/LMWH 8 and 14 controls


STA® Multi Hep Calibrator

	Step
	Action

	1
	For Anti-Xa calibration, reconstitute the following vial of the STA® Multi Hep Calibrator with 1.0 ml reagent grade water. 
· Reagent 1: STA® - Multi Hep Calibrator 0: human plasma free of heparin  (see enclosed Assay Value Insert)

· Reagent 2: STA® - Multi Hep Calibrator 4: human plasma containing a well defined quantity of UFH  (see enclosed Assay Value Insert)

· Reagent 4: STA® - Multi Hep Calibrator 10: human plasma containing a well defined quantity of UFH  that is greater than that of Reagent 2                       

(see enclosed Assay Value Insert)
Let stand 30 minutes at room temperature. Swirl gently to ensure each vial is completely mixed. Reconstituted stability is 4 hours on Analyzer.

	2
	Request the reagent drawer to open through the MAIN MENU under LOADING and bar code each vial of calibrator.  Place each vial of the calibrators into the drawer after it has been bar coded.  The assay value for each Heparin Level is transferred to the STA® - Compact® when each calibrator is loaded and prompted for the bar code information.

	3
	All standard dilutions are automatically prepared by the STA® - Compact® by diluting the STA® - Multi Hep Calibrators with STA® - Owren-Koller Buffer according to the parameters entered in the Test Set-up.
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	4
	To order calibration: Through the MAIN MENU select CALIB/CONTROL. Select CALIBRATION and press Enter ( . Place the cursor on UFH ASSAY. Select UFH ASSAY by pressing F1 and then F10 Type in your Access Code Enter ( to run the calibration.

	5
	Run STA® - Quality HNF/UFH Controls 2 and 7 to validate the calibration.

	6
	Evaluate the calibration curve: Through the MAIN MENU under CALIB/CONTROL select CALIBRATION and press Enter ( . Place the cursor on UFH ASSAY and press Enter (. The calibration curve will appear on the STA® - Compact® screen

	7
	To verify the calibration curve is valid: Check that the correlation coefficient (r value) of the curve is 0.980 or greater.  If any controls are outside the expected range, the control must be repeated. If the value is still outside the expected range, a new calibration must be run along with fresh controls.

	8
	To print the calibration curve: While examining the calibration curve on the STA® - Compact® screen, press ESC key for options and Select PRINT. Select Execute and press Enter (. The STA® - Compact® cannot print a calibration curve while the analyzer is running.




     D-Dimer Calibration Verification

                 D-Dimer Calibration Verification is performed using the CAP Calibration 

    Verification/Linearity kit.  The process of receiving, processing, testing, 

    reporting and evaluation of calibration verification is the same as

    proficiency testing.  Refer to QM 5.6.4.100.
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Controlled
The controlled documents are as follows:
Documents

	Document No.
	Name of Documents

	LGM 2022
	Quality Manual

	LGM 2041
	Calibration Verification

	QM 5.6.4.100
	Proficiency Testing

	LGM 8000
	Safety Practices

	LGM 8004
	Infection Control

	LGM 8005
	Universal Body Substance Precautions

	LGM 8006
	Handling of Regular and Infectious Waste

	LGM 8007
	Cleaning Work Areas

	LGM 8010
	Hand-washing Policy

	LGM 8012
	Storage and disposal of Chemical Hazardous Waste


Non


The Non Controlled Documents are as follows:
Controlled

Documents
	Document No.
	Name of Documents

	
	STA®-Compact® Reference Manual
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