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▼
 SYSMEX XT-1800i QUALITY CONTROL PROCEDURE
	Purpose
	The purpose is to provide complete instructions for performing quality control on Sysmex XT-1800i analyzer. 


	Workplace Safety
	All laboratory employees are expected to maintain a safe working environment  and an injury-free workplace.  Laboratory employees are responsible for their own safety, 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, but not limited to, hand-washing.

· For proper infection control, see LGM 80004, specifically, but not limited to, use of gloves.

· For proper handling of regular and infectious waste, see  LGM 8006, 

       specifically, but not limited to disposal of regular and biohazardous  

       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.




Continued on next page

SYSMEX XT-1800i QUALITY CONTROL PROCEDURE
 Continued

	Procedure
	Follow the steps outlined below to perform QC on Sysmex XT1800i


	Running QC
	1. Remove Sysmex  e-CHECK Commercial Controls Instructions for Use e-CHECK vials from refrigerator and allow them to come to room temperature (18-24 degrees C) for approximately 15 minutes. 
2. Mix vials by gentle end to end inversion until the cell button in the bottom of the vial is completely suspended


	Entering Lot Information
	A. Entering the Lot Information for a New Lot of Controls
1. Click on the “QC” icon
2. Click on the Control tab.
3. Click on the [▼] beside Lot, and select New
4. Click on the [▼] beside Level and selec the leve 1-3. 

5. Click on the [▼] beside the Mode, and select the open  or closed mode for the control level.

6. Click on the “Lot No” button.
a. If data exists in the NEW lot file, Click on the “Cancel” button and first perform the Change Lot command.

b. “Change Lot” will move the NEW lot data to the CURRENT lot file replacing any data that was present in the CURRENT lot file.  Print or save to floppy disk any CURRENT data before executing the Change Lot command.
c. If no data is present in the NEW lot file, enter the lot number and expiration date into the fields.

7. Click on  “OK” to update the NEW lot information.

8.  Click on the “Change Lot ”button . Repeat the “Change Lot” steps above for levels 2 and 3.
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	QC Analysis
	B.  QC Analysis
 For peer group comparison purposes (Insight), run control in the mode most used for patient analysis; either auto-mode or open mode.  It is not recommended to combine results run in different analysis modes in the same file. 

    1.  QC analysis in the Automode with Barcodes.
a. Place the room temperature, mixed control vials in the rack with the bar code labels facing the instrument.

b. Click the [SAMPLER] icon, then “Sampler Start” from the dialog box, and OK.

c. After the controls are analyzed, click on the “QC” icon on the IPU.. 

d. Click on the Control tab to display the L-J charts.

e. Click on the [▼] beside the Level and select the 

                level 1-3.

f. Click on the [▼] beside the Mode , and select the closed mode.

g. Use the scroll bar on the right of the charts to view all the parameter charts.

h. Verify that all parameters fall within your established limits.  Contact Sysmex Technical Assistance Center to investigate any suspected control product failure.

2.   QC analysis in the Open Manual mode.

a. Click the controller icon on the Menu screen.  Double click on the

        “QC” analysis icon.

b. Click on the QC file for analysis from the QC file dialog box and  

        click OK.

c. Aspirate the room temperature, mixed control vial via the whole blood aspiration pipette.

d. Once results have appeared on the IPU ( lit in yellow or red.)

e. Click to accept results

f. Follow steps c-e to analyze other level controls.  
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	Auto Set Targets
	C. Auto – Set Targets
analyzing the three levels of control a minimum of twice a day for 5 days prior to expiration of the previous lot.  After a minimum of 10 data points are accumulated, Auto set the targets.

1. Click on the “QC” icon.

2. Click on the [▼]beside the Level, and select the level 1-3
3. Click on the [▼]beside the Mode , and select the open or closed mode for the control level.

         Click on {Change Lot} to move the NEW lot data to the CURRENT lot file  

         replacing any data that was present in the CURRENT lot file.  Print or back up    

         any CURRENT data before executing the Change Lot command.  Skip this    

          step if the data is already in the CURRENT file.
4. Click on [Target /Limit] button.
5. Click on individual parameters, or click and drag to select several parameters to be auto-set.

6. Click on the [Auto Setting] button.

7. Click the [Target]check box to select.  The TARGETs will be auto-set to the mean of the points in the QC file.  Click OK.

8. Click [OK] on the Set Target / Limit screen.
9. Repeat steps 2-8 for each level of control.

10.  Check that the new autoset “target” falls within the assay range on the control package inset.  Check the correct assay range for your appropriate mode (open vs closed)..
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	QC  Evaluation

	QC results  must be monitored daily  by the CLS performing the assay for shifts or trends or good results.  

          Hematology  LJ and , QC can be seen on XT1800i screen .  The CLS  will check  the QC and LJ on the screen of the Sysmex  1800i on a daily and  weekly basis.       

.  

          Pasadena Form A will be used to document or  reflect overall finding if QC/LJ  OK or not and will be filled on a daily basis . Any  action need to be documented in Pasadena FORM A (see form enclosed)  whether the result is good or  a corrective  action is needed  to correct the failure shown as a trend or a shift to which Form B shall be used. 

          Pasadena Form B shall be used to document corrective action on    any problem  noted as shown as  a trend or a shift or any other issues detected., CLS fills up the Corrective Action Log  (aka Pasadena Form B (see form enclosed  ) with any action taken to rectify the issue detected.  Corrective action must be documented on this form since the instrument does not allow documentation on its database to this effect.  The  Area Laboratory  manager must review it during the weekly inspection or if area lab manager is in the MOB  sooner  . 
·  The Area Lab Manager will sign both Pasadena FORM A (see attached)  and  Pasadena Form B (see attached)   after  weekly review of the XT1800i screen and the logs/forms  herein attached that have been signed and filed by the CLS.  Area Lab Manager  will sign both forms as to the weekly review conducted. The area lab manager will document finding and action taken whether there is or there is no problem noted.  
· CLS prints out the monthly IQAP which contain the LJ plot for that period.   If there is a need to print any range of the date in question, the CLS can print screen  from the XT1800i.

                                                                                                        Continued on next page
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	The CLS is responsible for observing the effects of new reagent lots and instrument elements (i.e. new flow cell, column) on assay performance,.  Reagent or instrument element changes must be noted on the QC records.  As need arises, CLS is responsible to call service/help desk  if corrective measures done does not work to correct the instrument QC issues
The CLS is responsible for printing and reviewing QC data and LJ plot  at least daily per shift, and documenting the review with initials and the date on the proper forms.  No patient results will be released until QC problem is resolved.  . 

The area lab manager follows up with the work done on the instrument to ensure instrument is functional, QCs are in and patients are good to be run.   Documentation on the state of the instrument is essential on to be summarized by area lab manager upon review of the issue found.  No patient results will be resulted out until QC  problem is resolved and QC datas  are all within range.     

         Corrective Action :   

             Any corrective action taken must be documented

             When control results are all outside  acceptable limits of acceptable QC, CLS will see QC  policy for details.  The following steps must be taken before a test result can be reported. 

· CLS to review procedure and analytic system for identifiable function check. QC and  LJ Plot reviewed daily.  Be sure to document findings of QC trends or shifts within the week in the Form enclosed. 

· If a likely source of error is determined , rerun with original controls.  If the repeat control is run within acceptable limits, patient results can be released and reported.

· If the repeat control run is still out, troubleshoot (calibrate, prepare fresh controls, conduct instrument preventive maintenance, etc. ) .  CLS will do these said  procedures  in conjunction with the Laboratory Manager if ALM available.   

· Document all corrective action taken using the ACTION LOG and/or the troubleshooting log.  All corrective action steps must be indicated even if they are not successful (e.g. recalibrate, prepare fresh controls, conducted instrument preventive maintenance, notified vendor to conduct for repairs and maintenance.   

· Contact HOT LINE for tech support to troubleshoot if none of the above corrective action is successful. 



	. 
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	Recording and storage of QC Data
	Recording and Storage of QC Data

QC is electronically captured  in the Sysmex QC files.  QC data is printed out at the end of the lot and saved on Insight disk and submitted for Insight program. 

      At the end of the lot. Printing QC Data.

a. Click on the “QC” icon.

b. Click on the [▼] beside the level 1-3.

c. Click on the[▼]beside the mode and select the open or closed mode for the control level.

d. Click on the “Report” on the Menu bar.
e. Click on the “Report (GP)”for a graphic printout of the L-J Chart of data, statistics, targets and limits OR click on “Ledger (LP)”  for the print  of data, statistics, targets and limits.

f. Repeat steps b-c to print each level and mode of QC data.

 

	

	
	At the end of  lot saving  “QC” Data on Disk

a.  Click on the QC icon.

b. Click on the [▼] beside the level 1-3.

c. Click on the[▼]beside the mode and select the open or closed mode for the control level.

d. Insert a formatted floppy disk into the disk drive (A).

e. Click on the [Save] button.

f. The save dialog box appears.  Enter a file name for the entire QC file.  All file information and data for all levels will be saved under this file name.

g. Click [Save]. Click [Cancel] if you do not wish to save the file once all the data has been saved to the floppy disk, open the file to ensure the results have been backed up properly for all three files.

                                                                            Continued on next page     
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	Establishing Historical Limits
	D. Establishing Historical Limit % for Commercial Controls

For each parameter of each level of control, an acceptable range around the mean must be established.  This range, called the LIMIT% is based on the historical performance of commercial control material when  the instrument is in good working  condition. 

Historical LIMIT % are established using three different lots of Sysmex e-CHECK (over a 6-month period for the 56 day-dated lot.)  Interim limit %’s suggested by Sysmex are used prior to establishing the analyzer-specific limits during the evaluation period.  Once three lots of QC data is collected, the CV% for each parameter is averaged.  To establish a 3CV% limit, multiply the average CV’s x 3.  These historical limits are manually entered for the LIMIT % in each file for each level of control and is used for all subsequent lots of controls.  These limits should provide acceptable error detection with a low probability of false rejection, and need not be reestablished. 



	 Entering QC 
Limits 


	Entering QC LIMIT %

a. Click on the “QC” icon.  Using the mouse and the numeric keypad, manually enter the LIMIT % into the New files for all levels of control.

b. Click on the Control tab.

c. Click on the [down arrow] beside the Level , and select the level 1-3 for the limits you wish to enter.

d. Click on the [down arrow ]  beside the Mode, and select the open or closed mode for the control level.  

e. Click on the [down arrow] beside the :Lot, and select New.

f. Click on the [Target/Limit]button.

g. Click on the parameter you wish to set  The selected parameter appears in the upper right dialog box.

h. Click and drag over the value in the LIMIT % field to highlight it.

i. Enter the historical LIMIT% with the numeric keys, and press [ENTER].  The value is entered and the cursor moves to the TARGET field for the next parameter.  Press [ENTER] again to highlight the next LIMIT for entry.

j. When all entries are complete, click [OK]

                                                  Continued on next page




	Sysmex Insight Program
	SYSMEX XT-1800i MAINTENANCE PROCEDURE, Continued
G.  Sysmex Insight Quality Assurance Program (QAP)

CLS is responsible for saving the data to a floppy disk and uploading the data to Insight on the Sysmex Web Site.  Data must be submitted no later than 3 days after the due date on the Sysmex e-CHECK assay sheet.

1. For peer group comparison purposes (QAP), run the control in the mode most used for patient analysis; either open, auto-mode , or closed.

2. Each lot has 2 data submission dates, approximately every 30 days for the 56-day dated product.

3. Saving Sysmex Insight data to floppy disk.

a. Insert floppy disk  into drive A.

b. From the Meni Screen, click on the “Sysmex Insight” icon.

c. Click on the [down arrow]beside the Material , and select the QC chart.

d. Click on the [down arrow]bside the Level , and select the level 1-3

e. Click on the [down arrow] beside the Lot and select Current or New. 

f. Click on the [Save}button.  The QC data selected will be saved to the floppy with the file name : [Lot#ins].

g. Perform steps (c-g)to save additional control files to the floppy disk.

h. Submit the data by uploading to the Sysmex Insight program on the Sysmex Web Site: www.sysmex.com.  Contact the Sysmex Data Center for questions regarding data submission by telephone or e-mail. 

         Sysmex Insight telephone : 847-726-3563

         Insight @sysmex.com

Note:  Keep the diskette containing the Insight files until the Insight report is 

           Received.
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	X-Bar M
	E. Patient Moving Averages – X-BarM (Xm
1. Establishing XbarM (Xm) Historical Limit %

Targets and Limits for Xm.  Are established using a f200 data points, representing 4000 samples in 20 patinet size batches.  Historical Xm means are collected over multiple reagent lots, including all types of patient samples normally encountered.  Limits are set at historical mean +/- 3% MCV, MCH and MCHC parameters are monitored.  Record any outlying batches and documentaction in the XbarM log.


	Uncontrolled Documents
	Complete Blood Count of Whole Blood on the Sysmex XT-Series

Sysmex XT-Series Operator’s Manual (Document 329-00-1002)


	Controlled Documents
	

	LGM 8000
	Standard precautions and safety practices in the laboratory

	LGM 8005
	Universal Body Substance precautions

	LGM 8010
	Proper hand-wahsing

	LGM 8006 
	Infection Control

	LGM 8007
	Cleaning Work Areas

	LGM 8012
	Proper storage and disposal of chemical hazardous waste

	LHM 299.05
	Sysmex XT-1800i Operating Procedure

	LGM2022 
	Quality Control Policy


	Author
	Mary Maxie M. Orbita-Chua, CLS , MBA
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