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HOW TO EVALUATE QC VALUES





	PRINCIPLE
	Westgard rules are used to evaluate the acceptability of a set of observed control data.  These rules are based on the theory that repeated assays of a control will fall within a random yet predictable "scatter" about a pre-defined mean.







	 MATERIALS & REAGENTS
	Sysmex e-Check QC (3 levels)
Sysmex XE-2100

	
	








	SAFETY
	All specimens 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:  Policy and Procedures Safety Manual Infection Control and Procedures 11-085-01


                                                                                                 


PROCEDURE
	Step
	Action

	   1.
	Run e-Check controls on each shift on Sysmex XE 2100.     

     AM shift – 0830 All 3 levels of controls in closed mode.                                             

     PM shift – 1630 All 3 levels of controls in closed mode.

     Night shift – 0030 Level 1 and Level 3 in closed mode. Level 2 in open mode.
QC run time can be performed within +/- 30 minutes of the established time.

	2. 
	To make sure that control values are within limits:

· Select the QC icon.  

· Select the specific control you want to review.  

· Use the scroll bars on the window to view all parameter results and graphs. 

· Verify that all controls are within limits.

	3. 
	Controls are flagged in red if the values fall outside of 2 SD. When this occurs, the CLS needs to check the QC chart for the corresponding shift and classify rules broken.

	4. 
	When a rule violation occurs, document in the ACTION LOG and perform appropriate remedial action.  




	QC RULES & DEFINITIONS
	1.  One 3S rule = One control exceeds X + 3 SD limit, DO NOT REPORT PATIENT RESULTS until corrective action is performed.
2.
Two 2S rule = (Across run) Same control exceeded the same -2 SD or +2 SD limit, DO NOT REPORT PATIENT RESULTS until corrective action is performed.

3.
Two 2S rule = (Within run) Both controls exceeded the same -2 SD or +2 SD limit, DO NOT REPORT PATIENT RESULTS until corrective action is performed.

4.
Four 1S rule = Four consecutive values outside the same 1S, report patient results. Monitor future control runs for rules violations 

5.
Ten consecutive values on one side of mean report patient results. Monitor future control runs for rules violations 
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