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IRIS ALIFAX TEST 1 ESR ANALYZER
MAINTENANCE
PURPOSE
The purpose is to give instructions and guidelines on performing maintenance for the Iris Alifax Test 1 ESR Analyzer.


        ______________________________________________________________
POLICY
Maintenance must be performed in accordance to the guideline provided in this  procedure to ensure the analyzer’s optimum performance.


        _____________________________________________________________


WORKPLACE
All laboratory employees are expected to maintain a safe working 
SAFETY
environment 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 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.
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Gloves, wash tubes
MATERIALS
0.5% Bleach



DI Water



Printer Paper




Empty Test tubes




Universal Card




Waste Tank Container
SWITCH ON

 
INSTRUMENT

	Step
	Action

	1.
	Verify that the front door is closed.

	2. 
	Press the rear side switch to turn on analyzer.

	3.
	Wait at least 2 minutes before starting analysis to allow temperature to reach 37 C to get its stability

	4.
	When activated, the instrument is going to prints and gives two acoustic beeps. And then proceed with initialization phase moving all mechanical arts. After which printer prints the following information:

a. The installed SW version.

b. Serial Number of the instrument

c. Date & Time

d.  Test available inside the instrument to perform ESR analysis.



_________________________________________________________________
TANK EMPTYING 

OR REPLACEMENT


Warning! A SW function calculates the volume of blood wasted into the waste 


tank after analysis. A counter is going to increase each processed sample and the 




number of analysis that can be processes before activating the waste tank alarm is 


set to 1500
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	Step
	Action

	1.
	Analyzer displays 0 = NOT EMPTY; 1 = EMPTY.

	2.
	If Key 0  (Not Empty) = allows the instrument to go on counting for the further discarded tests.

	3.
	If Key 1 (Empty) to reset the wated samples counter to 0.

	4.
	The reset process can also be recalled manually by pressing Key 9 which is Tank Replace on Main Menu and then 9.

	NOTE
	For the disposal of the waste tank content, follow the standard safety procedures in use in the laboratory.




__________________________________________________________________
MAIN MENU
To access the Operator Main Menu:
OPTION

	Step
	Action

	1.
	Press Key 8 (Operat. Menu) 

	2.
	Pres Key 1 – to print the list of the functions assigned to each key.


________________________________________________________________________

CHANGING

DATE & TIME
	Step
	Action

	1.
	Press Key 4 on Main Menu

	2.
	If date or time is correct, press ENTER.

	3.
	If date or time needs to be changed, Press CLEAR.

	4.
	Type the correct date.  For the year, only the last two digits can be changed.




_________________________________________________
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	Step
	Action

	1.
	Open the cover of the printer and remove the residual part of paper.

	2
	Pull out roughly 15cm of paper from the roll, remove the part stuck on paper and be sure that the paper stream descends from the bottom side of the roll.

	3.
	Place new roll into the printer lodgement with the paper border out from the printer.

	4.
	Close the cover pressing it deeply until the two retaining clips are locked to the printer.

	5.
	Press Paper Feed on the keypad or the icon on the printer to obtain more paper I it is necessary.


LOADING 
PRINTER 

PAPER



__________________________________________________________________
INCREASING

The instrument works with credits of test which can be loaded by means 
TEST 


of Smart Card ALIFAX supply.  The amount of credits the customer can
AVAILABILITY
acquire is between 1000, 4000, 10000,20000. 

	Step
	Action

	1.
	On Main Menu, press Key 0

	2.
	Press Key 1

	3
	When “SM FST Area OK” is displayed, insert Card into the reader slot and press ENTER.

	4
	Printer will print-out a message with the number of tests available.

	5.
	Printer will print-out a message with the number of tests available.













____________________________________________________________

	Step
	Action

	1.
	Press 2, and analyzer will ask to insert the card into the slot.

	2.
	Insert Card and wait.

	3
	The display will show  information according to the Smart Card status, either “Used Card” or “Not Used Card” 

	NOTE
	To  get Smart Card Log, Press 3 and history print-out cam be accessed.


HOW TO CHECK
CARD






_____________________________________________
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SMART

Malfunctions may be caused by:
CARD 


1. Smart card not inserted properly or inserted upside down.
ERRORS

2. The Card contact  plaque not set to the internal side of the instrument.



3. The reader contacts don’t allow the card to be read.



___________________________________________________________
WASHING

This procedure is designed to clean the complete capillary tubing to set it 
PROCEDURE
free from blood or Latex residuals.  In order to  maintain the capillary cleaned and to increase its own working life, the operator should carry-out washings in different ways as described below:
A. Washing Using 2 Test Tubes:
           Used during the instrument working day when the instrument activates the warning to be washed by automatic request.
	Step
	Action

	1.
	Prepare 2 test tubes 3/4filled with distilled water.

	2.
	Insert in position 1 and 2.

	3.
	Press Key 2 (Washing) on Main Menu

	4.
	Insert rack in the instrument.

	5.
	Wait until Main Menu is displayed again, which point out the end of process.


B. Washing Using 3 Test Tubes:
Execute at the end of the working day to maintain the capillary cleaned during the night and therefore to increase its working life and to an easy way to remove residuals of blood particles from the needle and capillary tubing.
	Step
	Action

	1.
	Prepare 3 test tubes ¾ filled with distilled water. 

	2.
	Insert in the first three (3) positions.

	3.
	Press Key 2 (Washing)  on Main Menu.

	4.
	Load the rack into the instrument.

	5.
	Wait until “Test 1 off” message is displayed.

	6.
	Press “Enter” if operator chooses to continue with running samples or operator can Switch the instrument off for the night.
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WSASHING
PROCEDURE

FOR MAINTENANCE

	Step
	Action

	1.
	Prepare tow (2) test tubes ¾ filled with distilled water.

	2.
	Load in 1st and 2nd positions.

	3.
	Press Key 2 (Washing)

	4.
	Insert rack into the instrument and wait for the procedure to end.

	5.
	Prepare one test tube ¾ filled with Sodium Hupochlorite (5% of dilution).

	6.
	Load in 1st position.

	7.
	Prepare one test tube ¾ filled with distilled water.

	8.
	Load in 2nd position.

	9.
	Press Key 2 (Washing).

	10.
	Insert rack into the instrument and wait for the procedure to end.

	11.
	In order to rinse the capillary, prepare two (2) test tubes ¾ filled with distilled water 

	12.
	Load in 1st and 2nd positions.

	13.
	Press Key 2 (Washing), 

	14.
	Insert the rack into the instrument and wait for the procedure to end.

	
	


NOTE: Washing procedure for maintenance is done when running daily controls. 
At the end of each washing procedure, the software is going to report its value matched with suffix T100.  At every incorrect washing procedure, will generate Z error and a new washing procedure will be requested.  Document performance of  Washing Procedure for Maintenance on the Maintenance Log Sheet with date and CLS initial.


_________________________________________________
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QUICK NEEDLE    
REPLACEMENT

WARNINGS:  DO NOT touch the top of the syringe piston, because a light pressure could allow the needle to escape.  Moreover,  the needle tip could pierce the glove and the skin.  Operate with extreme caution and wear the appropriate PPE at all times.
	Step
	Action

	1.
	With instrument powered ON, open the front door to access the waste tank.

	2.
	Rotate the metallic knob and open the metallic door to access the needle-syringe group.

	3.
	Press Clear at the Main Menu, “Change Needle Enter Continue” message will be displayed.

	4.
	Press Enter and the syringe group will move towards the front of the instrument.  During this operation, the following message will be displayed “ Enter to End”.

	5.
	After having unscrewed the retaining screw that locks the piston assembly to the support, grasp the piston with fingers and pull itowards you so that it will be inclined to 45 degrees.

	6.
	Unscrew the piston cap and use the supplied tool if it is necessary.

	7.
	Take the green tool applied over the plastic flab internal side and insert into the piston hole and unscrew to remove the needle.

	8.
	Take the new kit (PN SI195077), with the needle inside, set over the plastic flap internal side and insert it to the piston hold and twist it.

	9.
	After removing the green tool re-cap the piston 

	10.
	Push the piston assembly gently inside the instrument until the square magnets retains it vertically lock the piston assembly by twisting the retaining screw.

	11.
	Lock the piston assembly by twisting the retaining screw.

	12.
	Press Enter to reset the piston assembly to home position and close the doors.

	13
	Document with date replaced and CLS initial under As needed maintenance.
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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

	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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