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PURPOSE
The purpose is to provide instructions on performing Quality Control for the ABL90 Flex Analyzer.


_________________________________________________________________

POLICY
The Qualicheck5+ Control system must be analyzed at least every eight (8) hours on each shift before any patient testing.


______________________________________________________________________
SCOPE
Aside from the Qualicheck5+ Control System, the ABL9 Flex is equipped with a quality management system, and all necessary checks are done automatically and continuously by the analyzer.  The Quality Management System is based on the following checks:
· Built in QC 

· System Checks

· Analysis Check (performed before, under and after each activity)
Quality management is performed on six different solutions that are built into the solution pack.  Three solutions (CAL1, CAL2, CAL3) are used for calibration, analysis check and system check, and three solution (QC1 [S9030], QC2 [S9040], and QC3 [s9050] are used for quality controls.
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 LAMC-PPP-0123, 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 LAMC-PPP-0128, specifically, but not limited to, exposure to body fluids.
· For proper hand washing, see LAMC-PPP-0132, specifically, not limited to, proper hand washing.

· For proper infection control, see LAMC-PPP-0127, specifically, but not limited to, proper use of gloves.
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_________________________________________________________________

· For proper handling of regular and infectious waste, see LAMC-PPP-0129, specifically, but not limited to, proper disposal of regular and bio hazardous waste.

· For proper cleaning of work area, see LAMC-PPP-0130 – Cleaning Work Are 

· For proper handling of chemicals and reagents, see the Chemical Hygiene Plan.

·  For proper storage and disposal of chemical hazardous waste, see LAMC-PPP-0134.

MATERIALS
Gloves



Solution Pack




Qualicheck 5+




Qualicheck Adapter




Ampule opener

	Step
	Action

	1.
	QC ampoules must be conditioned before measurement. Store the

ampules for 5 hours at a constant temperature between 18-32 °C.

Control solutions are sensitive to light, so always keep the ampoule

box closed.

	2.
	Hold the ampoule between two fingers as shown

and shake it vigorously for at least 15 seconds.

[image: image1.emf]

	3.
	Tap the top of the ampoule until all of the solution collects at the

bottom.

	4.
	Place the ampoule in the ampoule opener and

break off the ampoule neck.

	5.
	Place the ampoule fully into the QUALICHECK

adapter.

	6.
	Open-ampoule stability: To ensure the reliability of the

measurement, each QC ampoule must be used immediately after

opening, for one measurement on one analyzer.


BEFORE 

MEASUREMENT

ON A CONTROL

SOLUTION
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_________________________________________________________________

	Step
	Action

	1.
	Check that the analyzer is in the Ready mode.

	2.
	Lift the inlet to the syringe position

	3.
	Select Ampoule - QC.

	4.
	Place the adapter tip against the inlet gasket and press it upwards. The probe extends into the ampoule and the QC solution is automatically aspirated.

NOTICE: Be careful not to bend the probe.  Hold on to the adapter when removing the QC solution.

	5.
	When prompted by the analyzer, remove the adapter and close the inlet.

	6.
	Dispose of used ampoules as infectious waste.


INTRODUCING

A SOLUTION    
ENTERING
	Step
	Action

	1
	Activate the "Enable general barcode support" check button in

Miscellaneous setup, if not already done (Menu > Utilities >

Setup > General setup > Miscellaneous setup).

	2.
	Highlight the "Operator" field and scan "Operator" from your ID card.

If the name is included in the list of the analyzer's registered users,

the barcode automatically will identify the person and fill in the

name.


INFORMATION

WITH BARCODE

READER
ENTERING

INFORMATION

	Step
	Action

	1
	Highlight the item to be edited, using the up/down arrows.

• The solution is entered automatically. Choose the specific slot

from the screen.

• Lot is entered automatically if only one lot for each solution is

used. Otherwise highlight the desired item on the screen and

confirm with the Enter button.


MANUALLY
Radiometer ABL90 Flex Analyzer

Quality Control
Continued..



	2.
	Enter the ambient temperature (default: 25 °C) on the keypad and

confirm with the Enter button.

	3.
	Enter "Department" on the keypad and confirm with the Enter

button

	4.
	Enter "Operator" on the keypad or keyboard and confirm with the

Enter button (filled in automatically when operator is logged on).


VIEW MANUAL

QC RESULTS
In most cases the Quality control result screen will be displayed Automatically when the measurement has been completed. However, 
if the QC identification took longer time to enter than the measurement, 
you can press Result:
• on the Quality control identification screen

• from Menu > Analyzer status > Quality control

• from the Quality control log.l

The absence of any markings next to a parameter indicates that a parameter was measured without fault.
If quality control result is outside the expected limits, re-run the control and document in the corrective action log


__________________________________________________________________







Controlled
The controlled documents are as follows:
Documents


	Document No.
	Name of Documents

	LAMC-PPP-0026
	Quality Control (QC) Policy

	LAMC-PPP-0123
	Safety Practices

	LAMC-PPP-0127
	Infection Control

	LAMC-PPP-0128
	Universal Body Substance Precautions

	LAMC-PPP-0129
	Handling of Regular and Infectious Waste

	LAMC-PPP-0130
	Cleaning Work Areas

	LAMC-PPP-0132
	Hand washing Policy

	LAMC-PPP-0134
	Storage and disposal of Chemical Hazardous Waste
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The Non Controlled Documents are as follows:
CONTROLLED 

DOCUMENTS
	Document No.
	Name of Documents

	
	Radiometer ABL90 Flex Analyzer Operator’s Manual
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