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Note: This document is intended to be used as a template for summarizing results of a method validation for approval after the validation is performed. Existing entries are intended as guidance and may be changed, deleted, or augmented as needed for the laboratory’s specific requirements. Parentheses in blue provide specific examples for appropriate input.

1.0 Scope
1.1 Method Validation Report for: (insert method name)
1.2 Branch/Laboratory: (branch and laboratory name)
1.3 Test Procedure Document Number(s) and Revision Number: 
	Document Name
	Document Number
	Revision Number
	Effective Date

	
	
	
	

	
	
	
	



2.0 Changes from the method validation plan, as applicable: If new document versions were created, provide details describing the change. Examples include changes to the test method, changes to the number or origin of samples. If new document versions were created, record them in the table.
	Document Name
	Document Number
	Revision Number
	Effective Date

	[bookmark: _GoBack]
	
	
	

	
	
	
	



3.0 Summary of Results
	Characteristic
	Number of samples tested
	Actual Performance (complete calculations)

	Accuracy
	(# of positive samples and # of negative samples) were measured
	

	Precision/ Reproducibility (Qualitative)
	(# of positive samples and # of negative samples) were measured in (#) separate runs over at least (#  ≥ 3) days, at least (#) days apart, by (#) different operators.
	

	Precision/ Reproducibility (Raw Value) (e.g. ANI score), as applicable
	(# of positive samples and # of negative samples) were measured in (#) separate runs over at least (#  ≥ 3) days, at least (#) days apart, by (#) different operators.
	

	Clinical Sensitivity
	(# of positive clinical samples) were measured
	

	Analytic Sensitivity
	(# of quantifiable samples at specified concentration levels near the expected detection limit) were measured
	

	Clinical Specificity
	(# of negative clinical samples) were measured
	

	
Analytic specificity
	(# of negative samples known to contain potentially cross-reactive agtents or analytes) were measured
	
With description of cross-reactive agents or analytes

	Limit of Detection
	Depth of coverage range of (# to #) and consensus (% to %)were used to determine the bioinformatics LOD
Target biological material present in the range (# to #) were used to determine the biological LOD
	Bioinformatics LOD = (minimum depth of coverage and consensus %)
Biological LOD = (minimum amount of target biological material) 

	Reference/Normal value
	Determine: Literature review or to generate in-house data. 
In house:  (# of normal population samples) were evaluated
	Summary of results
Provide references here

	Applicable genome region
	(#) samples were sequenced
	Region of the genome in which sequence of acceptable quality was derived in the tested samples

	Clinical validity
	Determine: Literature review or generate in-house data.
	Positive Predictive Value: TP / (TP + FP) , and Negative Predictive Value : TN / (TN + FN) by sample type and/or population
or
Provide references here

	Interfering substances
	List those tested
	Summary of results

	Matrix Equivalency, as applicable
	Measured # of titrations of analyte (high, medium, low, and equivocal if applicable) in # replicates of negative reference matrix in parallel to # replicates of negative test matrix 
	



	Multiplex Assay Performance, as applicable
	List common co-infections
	Describe the analytical sensitivity in the presence of co-infections



4.0 Interpretation of Results
4.1 Evaluation of discrepant results: Provide details describing any discrepant results when compared to the gold standard. Provide evidence to support whether new method is likely true or not true result. If a decision is made to recategorize/exclude the sample from validation, additional evidence needs to be provided to support this decision.
4.2 Limitations:  Provide description of method limitations. Statements may include: 1) The method is not appropriate to determine (describe the restriction). 2) The method is not appropriate for use under (describe the condition(s) under which it should not be used). 
a. Mitigating Processes: Decribe processes used to mitigate the assay limitations (e.g., reject certain specimen types, reflexive testing for certain results).
4.3 Disclaimers (as applicable):  Provide pertinent method limitations to be included on the final test report.
4.4 Fast Tracked test QA monitoring plan (as applicable):  For tests that have been fast tracked due to urgent public health need, describe the metrics to be monitored and the additional evidence of test performance characteristics to be gathered. Include the timeline for gathering this evidence.
5.0 Statement of Suitability
5.1 The method validation of (method name) has been completed according to the documented plan.  The (method name) meets all of the acceptance criteria and is approved for use in the (Insert name) Laboratory.
5.2 The method validation is applicable to the documents listed within the Method Validation Plan. Subsequent revisions involving technical changes to the procedure may require additional validation.

6.0 Summary Report Approval (as applicable, please submit concurrently to CLIA Laboratory Director for approval)

Approved By:  _________________________________ Date: _______________
CLIA Technical Supervisor (as applicable)


Approved By:  _________________________________ Date: _______________
Team Lead


Approved By:  _________________________________ Date: _______________
Quality Manager (as applicable)


Approved By:  _________________________________ Date: _______________
Branch Chief

[bookmark: 7][bookmark: 8]
7.0 Appendices
7.1 Summary data: Please provide a line-by-line listing of all samples and results, and relevant summary data. Excel spreadsheets are acceptable.
7.2 Note: Please retain all validation data (worksheets, controls) and have available for review.
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