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Beckman Coulter Unicel DxH 800 System

Changing Control Lot Numbers 
	Policy
	When a new lot number of controls are received, the new information must be entered into the Beckman Coulter DxH800 instrument workstation.


	Safety
	All reagents and controls should be handled as though capable of transmitting infectious diseases. Wear appropriate personal protective equipment when running patient samples or performing scheduled maintenance.

Refer to Laboratory Policy and Procedure Manual Safety Section SAF100.


	Setting up the Controls
	Follow the steps below to enter the information for the control files into the DxH 800 workstation.


	A.1   NEW BECKMAN COULTER CONTROL FROM BARCODE

	Step
	Action

	1.
	System Status screen; click QUALITY CONTROL ICON

	2.
	Select the "More Options" from Local Navigation Icon; select QC setup.

	3.
	Select “New Control from Bar Code.” 

	4.
	“Waiting for 2D bar code to be scanned from assay sheet” will pop up.

	5.
	Scan bar code from the new lot number insert.

	6.
	Click on Auto Stop 

	7.
	Select the "OK" to save.


	A.2  NEW MANUAL ENTRY (Beckman Coulter Control):

	Step
	Action

	1.
	System Status screen; click QUALITY CONTROL ICON

	2.
	Select the "More Options" from Local Navigation Icon; select QC setup.

	3.
	Select New Manual Entry to display the New Manual Entry Control dialog box

	4.
	Select a type from the Type drop-down list and a control level from the Level drop-down list.

	5.
	Select New to dislay the Create Control dialog box.

NOTE: If incorrect level, source, or type, the control file must be deleted and the control must be entered again.




Beckman Coulter Unicel DxH 800 System

Changing Control Lot Numbers 
	6.
	Enter a Lot Number and select an Expiration Date from the drop-down list.

CAUTION: Do not use hyphens, it will cause the control results to be stored as patient results.



	7.
	Enter the Target and Limit values for the parameters, or choose from the Assigned Target and Expected Limit options available on the screen. Click Auto Stop for Control Settings

	8.
	Select Save to save the control settings.


	Checking new lot numbers
	Follow the steps below to test the new lot numbers against the old lot numbers.


	Step
	Action

	1.
	Analyze the new lot of controls once and compare the values to the package insert. Results for all three levels of control should fall within the 5% of the expected range of the package insert. If it is not, consult with the supervisor.

	2.
	The new controls are analyzed a minimum of 10 runs on different shifts/days.  At the end of this time period, a new target value (mean) is established.

	3.
	Change the assay mean to the laboratory’s established mean. 

	4.
	After running the control 20 times, determine if the mean value calculated previously is still running the same.  If the control value is running above or below the target from the insert, recalculate and change the mean value.  The mean value should still be within the 5% of the expected range of the package insert.  Evaluate carefully and make sure the change is not an instrument problem.

	5.
	Standard deviations in use are calculated from historical data/Lab Limits.
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	Handling Old Lot Data
	Follow the steps below for the outgoing lot number of controls once the new lot number has been accepted for use:

Step

Action

1.

Print the data and charts for the outgoing lot.

2.

Click the Quality Control Icon, Click the printer Icon on the upper right of the window.
3.
Under QC Report Window, Choose Report type as Summary Report. Select outgoing lot numbers of controls. Select Full page under Graphical Reports. Click Print
3.
File all printouts on DXH QC Summary Report Binders





_________________________________________________
	Export 

IQAP Data


	Step
	Action

	1.
	Review control files.

	2.
	From the Control Setup Screen, highlight a control level or levels and then select the Export IQAP button.

	3.
	Under Control Data to Export, choose Selected DxH Control Lots.

	4.
	Under Data Export Grouping, choose Use Single Shift

	5.
	Under Destination, Choose Transfer to BCI, Click Start to upload data.

	6.
	eIQAP reports will available online 1-2 Days from time of upload



When ready to submit control data to IQAP:
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	Step
	Action

	1.
	Go to Beckmancoulter.com

	2.
	Select Hematology eIQAP

	3.
	Login: 4867Sunset

Password: Kaiser123

	4.
	Choose Instrument:

DxH 800 [06886-1-B1] – DxH 800 #4
DxH 800 [06886-1-B2] – DxH 800 #2

DxH 800 [06886-1-B3] – DxH 800 #3

	5.
	Choose Reports to Print.

	6.
	File all Reports to DXH eIQAP Binders


eIQAP 

Download of Reports
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