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IRIS ALIFAX TEST 1 ESR ANALYZER
QUALITY CONTROL
PURPOSE
The purpose is to give guidelines in running the Quality Control for the Iris Alifax Test 1



ESR Analyzer before a patient samples is performed.
	Policy
	Quality control must be processed and be acceptable every 24 hours before sample results can be released.
QC will be run once every 24 hours.  Running of QC will rotate every month and will be run at the beginning of the shift. 1st day of the month will have 2 runs of Quality Control

(1 from previous shift and 1 from the next assigned shift).

 Schedule for running of Quality Control by shift:

 Day Shift: JANUARY, APRIL, JULY, OCTOBER

PM Shift: FEB, MAY, AUGUST, NOVEMBER

GY Shift: MARCH, JUNE, SEPTEMBER, DECEMBER


	
	


Control must be run after any scheduled or unscheduled preventive maintenance or repair, after calibration for calibration verification.  Controls are run as a patient, using the same reagents, and performed by the same personnel testing patient samples.  When quality control tolerance limits are exceeded, corrective action must be performed and recorded before analyzing patient samples.


Before use, controls must be stored between 4 to 25 C.  From the first piercing, keep refrigerated between 2 to 8 C and stable for 6 weeks.  Refrigerated control material should be returned to room temperature before running on the instrument.  
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.
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· For proper hand washing, see LGM 8010, specifically, not limited to, proper hand washing.

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

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

MATERIALS
Latex Controls



Printer Paper



Gloves
3 Test Tubes ¾ filled  and 3 Test tubes filled with 3ml distilled water
1 Test Tube ¾ filled with 5% Sodium Hypochlorite



	Step
	Action

	1.
	Execute first washing Procedure:

a. Press key 2 at Main Menu.

b. Using 2 test tubes, ¾ filled with distilled water, load tube in position 1 and 2 of the rack. 

	2.
	Execute second washing procedure:
a. Press key 2 at Main Menu.

b. Load 1 test tube filled with ¾ Sodium Hypochlorite in position 1 and 1 test tube filled with ¾ distilled water in position 2 of the rack.


BEFORE 

ANALYSIS   


_________________________________________________________________

	Step
	Action

	1.
	Verify that the analyzer is on Main Menu.


PROCEDURE
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	Step
	Action

	2. 
	Press KEY 6  (Electronic Calibration) to start the Latex Control Procedure. 

NOTE: If the instrument needs a washing, a message will be displayed “Make a washing”.  Follow the instructions described above “Before Analysis, #1).  Otherwise, proceed to #3.

	3.
	Press KEY 1 to start.

	4.
	Take a rack.  

a. Position 1 filled with at least 3 ml of distilled water.

b. Positions 2,3, and 4 with the three (3) Latex Control Tubes  (respecting the right order of the labels).

c. Positions 5 and 6 filled with at least 3 ml of distilled water.

	5.
	When “Insert rack STD” is displayed, open the door, insert the rack in the instrument and close the door.

	6.
	After inserting rack with test tubes, analyzer will start mixing and a “Mixing” message will be displayed, which takes about one minute an half to be completed.
NOTE: If “STD N X xxxx” appears instead of Mixing, it means the scanner did not read the code on one of the test tubes.  In this case, insert the code manually as described in the procedure below, “Latex Codes Typed Manually”.- 

	7.
	After mixing, the Latex Controls are analyzed and displays some messages which are shown during first washing, during latex analysis and during the last test tube of washing as follows:
a. A1 1023 A2 970 T100 3529

b. STD procedure wait

c. A1 1023 A2 970 T100 3529

	8.
	When analysis is completed, result of the latex analysis is printed and removal of rack message is displayed

	9.
	When “Extract rack” is displayed, open the loading door and remove the rack.  Close the front door.  From this position, the instrument can perform analysis cycle with blood.



________________________________________________________________________










Continued on next page
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LATEX CODES
At the first use of a new control kit and if the scanner cannot read one or more of 
TYPED 

the three (3) codes, each missed code could be typed manually.  
MANUALLY


	Step
	Action

	1.
	Press Clear twice

	2.
	Go back to Main Menu

	3.
	Recover the rack and take note of the three (3) codes on paper.

	4.
	Press Key 6 and restart the Control process





_________________________________________________________________




Before mixing , the display should show a message like:

	Message
	Action

	STD N 2
	Type the complete code of the test tube marked number 2, the space between the two parts of the code will be assigned automatically.

	STD N 3
	Type the complete code of the test tube marked number 3, the space between the two parts of the code will be assigned automatically.

	STD N 4
	Type the complete code of the test tube marked number 4, the space between the two parts of the code will be assigned automatically.



___________________________________________________________
If the scanner cannot read one or more of the three (3) codes during the second or the remaining four latex processes, the display will report the code stored at the first Control process:
	Message
	Action

	STD N 2

Memo 1534 xxxxx
	Press Enter and the stored code will be confirmed automatically.

	STD N 3

Memo 1534 xxxxx
	Press Enter and the stored code will be confirmed automatically.

	STD N 4

Memo 1534 xxxxx
	Press Enter and the stored code will be confirmed automatically.



____________________________________________________________
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REVIEWING

The result print-out will include the following information:
RESULT
PRINT-OUT
a. Date and time of washing – confirms the correct functioning of the photometer.

b. ESR values and ranges the internal scanner reads from the labels at the beginning of the Control process.

c. Instrument type (Test 1)
d. Software version

e. Serial Number

f. Date and Time of Latex Control

g. The parameter related to the analyzer gains (FDF, BoosterY, MFACT).

h. The values given from the latex controls, which should tay within the expected ranges – the suitable reference values could vary from Lot to Lot.  Refer to the IFU’s to present in the kit box.
If controls are within the acceptable limits, proceed with patient testing.  If control result values exceeds the allowable limits, corrective action must performed and recorded before analyzing patient samples.

____________________________________________________________
Controlled
The controlled documents are as follows:
Documents


	Document No.
	Name of Documents

	LGM 2022
	Quality Manual

	LGM 8000
	Safety Practices

	LGM 8004
	Infection Control

	LGM 8005
	Universal Body Substance Precautions

	LGM 8006
	Handling of Regular and Infectious Waste
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	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

	
	Iris Alifax Test 1 Analyzer  Operator’s Manual

	
	

	
	


Author


Marianne Muyrong, CLS
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Reviewed and approved by:

	SIGNATURE
	DATE

	
	

	Julie Toti, CLS, MS

Manager, Clinical Laboratory – Los Angeles Medical Center
	

	
	

	Joseph Thompson, M.D.

Director, Clinical Laboratory – Los Angeles Medical Center
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