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1.  PURPOSE
The purpose of the Westgard Rules is establish guidelines for the review of Quality Control material and the action necessary to maintain accurate patient results.

2. SCOPE

This document applies to all testing procedures in the laboratory. The overall review of QC is a shared responsibility that features unique roles as described below.
3. RESPONSIBILITY

Testing personnel have the primary responsibility for adhering to QC procedures on a daily basis, with each batch, worklist or group of patient samples. The Core Lab Supervisor has the primary responsibility for the weekly and monthly review of the QC records and on a daily basis to assist in problem solving. All monthly QC records are signed off by the Medical Director.

4. DEFINITIONS 


N/A

5. PROCEDURE

In the evaluation of a control run’s acceptability or rejection, consult the following Westgard rules:

1-2S:
Any one data point that falls outside +/- 2 SD from the mean.  The 1-2S rule serves as a WARNING rule.  This requires further investigation to judge whether the data should be accepted or rejected.  Patient results may be reported as this is only a warning.

1-3S:
Any one data point that falls outside +/- 3 SD from the mean.  This is a FAILURE and suggests random and systematic error.  REJECT run and DO NOT REPORT PATIENT RESULTS until problem is corrected.

2-2S:
Two consecutive data points outside +/- 2 SD from the mean and found on the same side of the mean.  This is a FAILURE and suggests systematic error.  REJECT run and DO NOT REPORT PATIENT RESULTS until problem is corrected.

4-1S:
Four consecutive data points outside +1 SD or –1SD from the mean and found on the same side of the mean.  Treat this as a WARNING but accept the run and report patient results.

R-4S:
A range between 2 consecutive data points is greater than or equal to 4 SD.  This is a FAILURE and suggests systematic error.  REJECT run and DO NOT REPORT PATIENT RESULTS until problem is corrected.

10X:
Ten consecutive data points falling on the same side of the mean. This is a WARNING, accept the run and report patient results. Monitor subsequent control runs to see if trend continues and correct as necessary.

NOTE:
All failures must be investigated further, prior to reporting of any patient results.  Courses of action might include:

a. rerun the control

b. reconstitute a new control and rerun
c. change reagents

d. recalibrate instrument

As per overall laboratory QC protocol, insure that any course of action taken is properly documented.

6. RELATED DOCUMENTS

N/A
7. REFERENCES

Westgard J O, Groth T. Power functions for statistical control rules. Clin Chem 1979, 25: 863-69
8. REVISION HISTORY

	Version
	Date
	Revision Purpose
	Reviser
	Approval

	000
	3/5/2012
	Update Approval to “Laboratory Approval” and annual  review table to “Review”.
	N. Johnson
	R. Levy

	
	
	
	
	

	
	
	
	
	


9. ADDENDA AND APPENDICES


N/A
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