Method Verification/Validation Plan Approval Form


1. 	Name of person submitting verification/validation plan                   

_____________________________________

2.	Test or test modification to be verified or validated
a. Reason for study
☐ Validation of new laboratory-developed test method
☐ Modification of laboratory-developed test method
☐ Verification of FDA-cleared or approved test
☐ Modification of FDA-cleared test
☐ Other (please describe) _______________________________________________

b. Will IRB approval be required/requested for this study? Please explain.


c. Is there a current signed SOP for this method?
☐ Yes
☐ No

d. Is this a quantitative test?
☐ Yes
☐ No

e. Which performance characteristics will be evaluated? Check all that apply.
☐ Analytical Sensitivity
☐ Analytical Specificity
☐ Accuracy
☐ Precision
☐ Reference Range
☐ Reportable Range

f. Will this test be run on multiple instruments? Verification or validation must be done on every instrument used for testing. Identify the instruments used for this study.
☐ Yes 	Instruments: 
☐ No 	Instrument: 

g. What specimen types will be included?
☐ Serum
☐ Plasma (list acceptable types. Lithium heparin, EDTA, etc.):
☐ Whole blood
☐ Urine
☐ Isolate
☐ Blood Spots
☐ Other (list):

3.	Determination of Analytical Sensitivity (Limit of detection)
a. What sample type(s) will be tested?

b. How many samples will be tested?

c. How many replicates will be tested? 

d. Unit of Quantitation 
☐ Colony forming units
☐ TCID50
☐ DNA copies
☐ RNA copies
☐ Other (please describe) _______________________________________________

e. Additional experimental details and special considerations.


f. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?)

4.	Analytical Specificity (Interfering substances)
a. What interfering substances/organisms will be analyzed?


b. Experimental details and special considerations


c. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?

5.	Accuracy (Test reliability)
a. What will be used as the “gold standard” for comparison?

b. How will discrepant results be resolved?

c. Number and type of positive and negative samples to be tested

d. Experimental details and special considerations

e. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?)

6.	Precision (Test reproducibility)
a. Intra-Run 
i. Number of samples 

ii. Number of replicates

iii. Experimental details and special considerations

iv. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?)

b. Inter-Run
i. Number of samples

ii. Number of replicates 

iii. Experimental details and special considerations

iv. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?)

7.	Reportable Range (for quantitative test only)
a. Number of samples

b. Number of replicates

c. Experimental details and special considerations

d. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?)

8.	Reference Range (for quantitative test only)
a. Number of samples

b. Number of replicates

c. Experimental details and special considerations

d. Data evaluation and acceptance criteria (How will the data be evaluated? What statistical methods will be used? What are the acceptance criteria?)




I hereby approve of the validation plan as outlined. 
Unit Supervisor: ______________________________________	Date: ___________________
Section Manager: ____________________________________ 	Date: ___________________
Quality Assurance Officer: _____________________________ 	Date: ___________________
Laboratory Director: __________________________________ 	Date: ___________________

