Introduction of New Waived Test:  Validation Study 
Test:  _________________________

Month _________         Year  ____________

Health Dept:   ___________________

Clinic:  _____________________

Reagent Manufacturer:   ____________

Control Manufacturer: ________________________
QC Data (reagent specifics): 
	
	Lot number
	Expiration date
	Expected Result/Range

	Test Kit
	
	
	NA

	Negative Control
	
	
	

	Positive Control
	
	
	


Test Results

	Date
	Result
	Expected Result
	Agreement

(Y/N)
	Testing Personnel

Initials

	Positive Control
	
	
	
	

	Negative Control
	
	
	
	

	Sample #1
	
	
	
	

	Sample #2
	
	
	
	

	Sample #3
	
	
	
	

	Sample #4
	
	
	
	

	Sample #5
	
	
	
	

	Sample #6
	
	
	
	

	Sample #7
	
	
	
	

	Sample #8
	
	
	
	

	Sample #9
	
	
	
	

	Sample #10
	
	
	
	


NOTE:  This form is for use with CLIA waived tests only.  Validation studies for tests are to be conducted with a minimum of 10 samples 
when introducing a new test, changing test methods, or changing instruments.  Consult your laboratory director before adding or changing a test.

Agreement:
Qualitative tests (positive or negative result), result and expected result must be identical.


Quantitative test (numeric value), result and expected result must agree within 10%.
Determination of Acceptability:  Qualitative tests (positive or negative):  90% of tests results must be in agreement





Quantitative tests:  90% of staff results must agree within 10% of expected results
Statement of Acceptability:  Based on the criteria stated above, we have determined that the results of this validation study are acceptable
and satisfy the requirements of the Michigan Regional Laboratory System for introduction of a new CLIA waived test in our clinic.
 __________________________ ____/____/____                     ___________________________________ ____/____/____


Site Coordinator                          Date

            Lab Director/Technical Consultant                          Date
RLF-70   12/2006







