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Beckman Coulter Unicel DxH 800 System
Quality Control

PURPOSE
The purpose is to provide instructions on running the Quality Control materials before patient sample analysis.



________________________________________________________________________
POLICY
The 6C Cell Control and Retic Control must be analyzed at the beginning of each eight (8) hours of operation plus or minus 15 minutes and be within the established limits before patient testing can be started.  The scheduled Quality Control testing as follows:

Day Shift - 06:30 AM  (+/- 15 mins)


Evening Shift - 2:30 PM (+/- 15 mins)


Night Shift – 10:30 PM  (+/- 15 mins)


_________________________________________________________________
SCOPE
The 6C Cell Control and Retic Control must be run after any scheduled or unscheduled preventive maintenance or repair, after calibration, or calibration verification.  The controls are run as a patient, using the same reagents, and performed by the same personnel testing patient samples. Levey Jennings Graph must be reviewed for each parameter at every QC run. When quality control tolerance limits are exceeded, corrective action must performed and recorded before analyzing patient samples.


The Latron CP-X Control must be analyzed after start-up on a daily basis.  Latron CP-X Control also monitors the stability of the electrical processing and the fluidic flow rate systems used to measure the volume, conductivity and light scatter.  

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.

	Parameters run on Controls
	6C Cell Control

· WBC, RBC, HGB, HCT, MCV, MCH, MCHC,RDW, RDW-SD, PLT, MPV, NE%, LY%, MO%, EO%, BA%, NRBC, NE#, LY#, MO#, EO#, BA#, NRBC#

Retic- X Control

· RET


MATERIALS
COULTER® 6C Cell Control




COULTER® Retic-X Cell Control




COULTER® Latron CP-X Control

Specimen Casettes
Gloves

Specimen Cassettes


	QC Setup
	Follow procedure for QC Setup on LHM 299.16 Beckman Coulter DxH800 Changing Control Lot Numbers 
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A. Running a Quality Control

A.1.
COULTER® Latron CP-X Control
	Step
	Action

	1
	Note: Bring Coulter Latron CP-X Control to Ambient Temperature before use.  The Control is used when performing Daily Checks.

Gently mix at room temperature by inversion of five (5) to eight (8) times.  AVOID FOAMING.

	2
	Place the controls into a sample cassette ensuring the barcode is viewable.

	3
	Load the cassette into the input buffer.

	4
	After the running the control materials, and results are within acceptable limits, store in room temperature.


A.2.
COULTER® 6C Cell Control
	Step
	Action

	1
	Remove control tube(s) from the refrigerator and warm at Ambient Temperature for 10-15 minutes.

	2.
	After warming, mix by hand as follows:

a.  Roll the tube slowly between the palms of the hands eight (8) times in an upright position.

b. Invert the tube and slowly roll it between the palms eight (8) times.

c. Gently invert the tube eight (8) times

Note: Perform 2a to 2c two (2) times.  Do Not Over Mix.  Do Not use any type of mechanical mixer.

	3
	Put instrument Online by selecting the Start Button from the upper right, on the system icons. Place the controls into a sample cassette ensuring the barcode is viewable.

	4
	Place the controls into a sample cassette ensuring the barcode is viewable.

	5
	Load the cassette into the input buffer.

	6
	After the running the control materials, and results are within acceptable limits, return the control tube(s) to the refrigerator within 30 minutes.
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A.3.
COULTER® Retic-X Cell Controls
	Step
	Action

	1
	Remove control tube(s) from the refrigerator and warm at Ambient Temperature for 10-15 minutes.

	2.
	After warming, mix by hand as follows:

a.  Roll the tube slowly between the palms of the hands eight (8) times in an upright position.

b. Invert the tube and slowly roll it between the palms eight (8) times.

c. Gently invert the tube eight (8) times

Note: Perform 2a to 2c ONCE ONLY.  Do Not Over Mix.  Do Not use any type of mechanical mixer.

	3
	Put instrument Online by selecting the Start Button from the upper right, on the system icons. Place the controls into a sample cassette ensuring the barcode is viewable.

	4
	Place the controls into a sample cassette ensuring the barcode is viewable.

	5
	Load the cassette into the input buffer.

	6
	After the running the control materials, and results are within acceptable limits, return the control tube(s) to the refrigerator within 30 minutes.












Continued on next page
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B. Reviewing Quality Control Results

B.1. COULTER® 6C Cell Control and Retic-X Control Results
	Step
	Action

	1.
	Log in to your DXH instrument profile.

	2.
	Select the Quality Control Status Icon.
NOTE :  If any of the control runs had out-of-range values, a dialogue box opens with a list of the those controls.  If everything was within range, the Quality Control (Data View) screen opens with the last control that was viewed.


	3.
	To review a different control/level, use the Select Control button from the local navigation bar. 

	4.
	Choose the control/level for review, hightlight and select OK.

	5.
	The most recent run will be on the right side, column is highlighted blue.  LJ graph must be reviewed for each parameter per QC level at each QC run to check for any Shifts and Trends.

	6.
	If all results are within acceptable limits, click “Reviewed by” to document that QC had been reviewed.

	7.
	LJ graphs can be viewed by selecting graph button from the local navigation bar. (To return to the data screen, select view data button).

	8.
	For results outside the acceptable limits, result values will be in red color.   Select the “Reviewed By” to document that unacceptable results were reviewed. 

	8.
	Rules applied are:

13S, 2of32S

	10.
	Select the Comment button from the local navigation bar to document any corrective action performed.  Enter Rule(s) violated if 13S, 2of32S, and if there is Shifts, or Trends occurring on a parameter of that level.  If 2 levels are having issues, make sure to put a comment on both levels for corrective action performed. You may add or modify comments after saving them.  (Once saved, a “yellow page” icon will appear to denote a comment is available to view).












Continued on next page
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	11.
	Follow QC Criteria table for corrective action
NOTE: “Exclude button” is available at the bottom of the column, only exclude bad runs such as R-Flagged runs and Partial aspirate/vote out runs.  


	QC Criteria
	Definition
	ACTION

	13s
	Indicates that control limits are set as the mean plus 3s and the mean minus 3s. A run is rejected when a single control measurement exceeds the mean plus 3SD or the mean minus 3SD control limit.
	Repeat run on QC level greater than 3SD. Do further investigation if run is still out.

	2of32s
	The run is rejected when 2 of 3 Controls exceed the mean value +2SD or the mean –2SD limits. It should be applied within and across runs. This rule is violated within the run when two consecutive control values of three controls exceed the “same” ( mean (2SD) limit. The rule is violated across runs when the previous value for a particular control level exceeds the "same" (mean (2S) limit.
	Repeat run on QC levels that violated this rule.  Do further investigation if run is still out.
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A trend in a quality control chart refers to a series of 5 to 7 daily control values that contribute either to increase or decrease from the mean value.

A shift in a quality control chart is when 5 to 7 or more daily control values for a period of days distribute themselves above or below the mean value, but are maintaining a constant level.

Trends and Shifts are not used as criteria to reject a quality control run as long the quality control run conforms to the primary QC criteria for the particular testing aforementioned above. Please notify the Laboratory Manager to initiate a corrective action if a problem exists in the procedure or instrumentation. In both cases, if a problem exists, immediate action must be taken to resolve the problem and documentation must indicate the reason for the shift or trend and the corrective action taken. Comments for corrective action are entered on the last QC Run of the level having issues in the instrument.
B.2. COULTER® Latron CP-X results
	Step
	Action

	1.
	Select the Quality Control Status Icon. 

	3.
	Choose Coulter Latron CP-X control for review, hightlight and select OK.

	4.
	The most recent run will be on the right side, column is highlighted blue.  Values outside the expected range are in red.

	5.
	Examine the Mean/Mode Channel and Coeficient of Variation results for the volume, conductivity and various light scatter measurements. Compare the results to the Table of Expected Results.

	6.
	If run is unacceptable, make sure control material does not have any bubbles, then proceed with re-running the Latron CP-X Control.

	7.
	Select the Comment button from the local navigation bar to document any corrective action performed.  

	8.
	After re-running Latron CP-X Control and results are still out, inform Manager, and then call Technical Support for assistance.




 _________________________________________________________________
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Controlled
The controlled documents are as follows:

Documents


	Document No.
	Name of Documents

	LGM 2022
	Quality Control Policy

	LGM 8000
	Safety Practices

	LGM 8007
	Cleaning Work Areas

	LGM 8010
	Hand washing Policy

	LGM 8012
	Storage and disposal of Chemical Hazardous Waste

	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

	
	Beckman Unicel DxH Coulter Operator’s Manual

	
	

	
	




_________________________________________________________________

Author


Alvin Castillo, CLS
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__________________________________________________________________
Reviewed and approved by:

	SIGNATURE
	DATE

	
	

	Alvin Castillo, CLS

Supervisor, Clinical Laboratory- Los Angeles Medical Center
	

	
	

	Jocelyn Javier, CLS

Quality Manager, Clinical Laboratory – Los Angeles Medical Center
	

	
	

	Julie Toti, CLS, MS

Laboratory Director, Clinical Laboratory – Los Angeles Medical Center
	

	
	

	Joseph Thompson, M.D.

Medical Director, Clinical Laboratory – Los Angeles Medical Center
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