Validation Plan Template
	Validation Plan Title 
	

	Qualitative or Quantitative Assay
	

	Written By
	

	Date
	

	Proposed Test Implementation Date
	



This validation plan describes how the laboratory intends to establish the performance characteristics of laboratory developed tests (LDTs) or modified FDA cleared tests.  This plan must be approved before performing the actual validation.   

	Introduction and Reason for the Study


· Purpose
Describe the reason for implementing this test and its intended use. Include all acceptable specimen types, and how test results will be used (screening, diagnostic, confirmatory or monitoring).


· IRB Review
Describe if internal review board (IRB) approval is required, and if a request is needed

· Established SOP or Job Aids
Describe whether an SOP and/or job aids will need to be created or modified
 

· Package Inserts/Literature References
Include any technical and/or literature used in the validation planning process


	Safety Considerations


Describe any safety concerns with the implementation of this test system.  Include a biorisk assessment or chemical risk assessment, as appropriate.  See toolkit for guidance.  

	Methodology for Each Performance Characteristic Being Evaluated


· Test Principle 
Describe the scientific basis of the test

· Instrumentation and Reagents
Describe the reagents/ kit and instrumentation that will be used in the validation. Add rows below as needed. 
 
	Instrument 
	Serial Number 
	Manufacturer 

	 
	 
	 

	 
	 
	 


 
	Reagent 
	Lot Number 
	Expiration Date 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 



· Quality Control and Calibrators
Describe what controls are performed with each run and required calibrators (if applicable).  Determine if an IQCP would be appropriate.  See toolkit for guidance.


· Number and Type of Samples
Describe the samples that will be evaluated in the validation plan, including each acceptable specimen type.  See toolkit for guidance.  

List the samples that will be analyzed below, including the appropriate data.  Rows may be adjusted for the number of samples.  For large validations, the well-characterized samples may be summarized, and this table can be deleted.      
	Sample # 
	Source 
	Sample ID
	Target  
	Expected Result 
	Other 

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 

	3
	 
	 
	 
	 
	 

	4
	 
	 
	 
	 
	 

	5
	 
	 
	 
	 
	 

	6
	 
	 
	 
	 
	 

	7
	 
	 
	 
	 
	 

	8
	 
	 
	 
	 
	 

	9
	 
	 
	 
	 
	 

	10
	 
	 
	 
	 
	 

	11
	 
	 
	 
	 
	 

	12
	 
	 
	 
	 
	 

	13
	 
	 
	 
	 
	 

	14
	 
	 
	 
	 
	 

	15
	 
	 
	 
	 
	 

	16
	 
	 
	 
	 
	 

	17
	 
	 
	 
	 
	 

	18
	 
	 
	 
	 
	 

	19
	 
	 
	 
	 
	 

	20
	 
	 
	 
	 
	 

	21
	 
	 
	 
	 
	 

	22
	 
	 
	 
	 
	 

	23
	 
	 
	 
	 
	 

	24
	 
	 
	 
	 
	 

	25
	 
	 
	 
	 
	 

	26
	 
	 
	 
	 
	 

	27
	 
	 
	 
	 
	 

	28
	 
	 
	 
	 
	 

	29
	 
	 
	 
	 
	 

	30
	 
	 
	 
	 
	 

	31
	 
	 
	 
	 
	 

	32
	
	
	
	
	

	33
	
	
	
	
	

	34
	
	
	
	
	

	35
	
	
	
	
	

	36
	
	
	
	
	

	37
	
	
	
	
	

	38
	
	
	
	
	

	39
	
	
	
	
	

	40
	
	
	
	
	



· Performance Characteristics
· Accuracy
Describe how testing will be performed to evaluate accuracy.  See toolkit for guidance.  
   
· Precision
Describe how testing will be performed to determine the precision or reproducibility of the test system.  See toolkit for guidance.  

· Analytical Sensitivity (limit of detection)
Describe how testing will be performed to determine the analytical sensitivity (LOD) of the test system.  See toolkit for guidance.   


· Analytical Specificity (cross reactivity/interfering substances)
Describe how testing will be performed to establish the analytical specificity of the test system. See toolkit for guidance.  


· Reportable Range
Describe how the reportable range will be established.  See toolkit for guidance.  

· Reference Ranges (normal values)
Describe how the reference range will be established.  See toolkit for guidance.

· Analytical Measurement Range (quantitative only)
For quantitative tests only, describe how the AMR will be established.  


· Gold Standard Comparator
Describe what will be used as the comparator in determining performance characteristics.

· Environmental and Storage Conditions
Describe sample and reagent environmental and storage conditions 

· Limiting Factors 
Indicate any known limitations or unusual characteristics of the test system.  
 

	Acceptance Criteria



· Accuracy
Determine your acceptance criteria for accuracy.  Calculate the estimated sensitivity, specificity, total accuracy, positive predictive value (PPV), and negative predictive value (NPV).  Results should correlate with an expected total accuracy of ≥95% agreement with the reference method.  See toolkit for guidance.  
 

· Precision
Determine your acceptance criteria for precision/reproducibility.  Calculate the intra-run and inter-run precision.  The ideal Coefficient of Variation is <15%, and generally should not exceed 20%. See toolkit for guidance.  

· Analytical Sensitivity
Determine your acceptance criteria for analytical sensitivity.  
 

· Analytical Specificity 
Determine your acceptance criteria for analytical specificity.  


	Data Analysis and Evaluation Plan


Describe how the data will be analyzed and evaluated for establishing performance characteristics. 

	Approvals



	Statement
	This validation plan has been reviewed and has been considered acceptable for initiation of establishing performance characteristics of the proposed test. 

	Lead Signature and Date
	

	Supervisor Signature and Date
	

	Quality Assurance Officer Signature and Date
	

	Laboratory Director Signature and Date
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