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Beckman Coulter Unicel® DxH 800 System®

XB Analysis
	PURPOSE        To give the instructions for monitoring XB on Beckman Coulter Unicel DxH       

                           800 System.

	


	PRINCIPLE
	The XB Analysis is a quality control method that monitors instrument performance (calibration) by tracking the MCV, MCH, and MCHC parameters of all patient samples. The XB will be monitored on each shift for out of control, shift, and trends.



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

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

	DEFINITION
	Out of Control Batch – the XB analysis is out of control when the batch mean is not within the established limits of the target mean.

What does an “Out of Control” Batch mean?

· An instrument problem

· A reagent problem

· A sample handling problem

· A calibration problem

· A change in the patient population.

	
	


ACTION

REEQUIREMENTS



· Out of Control Batch – the technologist must evaluate the following criteria to determine if the instrument can be operated.     
· Shift Detected – if a shift is detected but results are within limits, continue to operate, however:

	Step
	Action

	1.
	Notify Manager/Designee.

	2.
	Monitor XB results during the shift to ensure that they remain within limits.
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	Step
	Action

	3.
	If problem is detected, correct/troubleshoot and continue to monitor.

	4.
	Document under Comment Icon on the Local Navigation Bar.


· Trend Detected – if a trend is detected and results are within limits continue to operate, however:
	Step
	Action

	1
	Notifiy Manager/Designee.

	2.
	Monitor the XB results during the shift to ensure that it remains within limts

	3
	If a problem is detected, correct/troubleshoot and continue to monitor.

	4.
	Document under Comment Icon on the Local Navigation Bar.




_________________________________________________

	TROUBLE SHOOTING
	· One batch is out of limits but no shift or trend is noted. Run Controls. If controls are in limits, continue to operate but monitor each XB batch. If XB continues to be out three or more batches, take remedial action or use back up procedures.
· One batch is out of limits and previous batches have demonstrated shift or trends which indicate that the out of limits is a result of an ongoing problem. Take remedial action use back up procedures.
· More than one batch is out of limits. Take remedial action or use back up procedures. 




_______________________________________________
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	REVIEWING XB/XM RESULTS
	Select XB/XM on the Alert Status Icon to display XB Batch Means. Click the XB icon twice and XM Batch Means will be displayed.

The workstation determines if the results should be included in a batch by considering several factors.
1. RBC value is less than 1.0 Mil.

2. Flow cell clog or partial aspiration

3. Non numeric value for MCV, MCH, and MCHC

4. Non numeric value for MCV, MCH, and MCHC and at least 25% of the samples have been excluded for MCV, or MCH, and or MCHC, or manually excluded by the operator.





 _________________________________________________________________
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
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NON


The Non Controlled Documents are as follows:
CONTROLLED 

DOCUMENTS
	Document No.
	Name of Documents

	
	Beckman Unicel DxH Coulter Operator’s Manual
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AUTHOR
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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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