Validation Summary Report Template
	Validation Summary Report Title 
	

	Qualitative or Quantitative Assay
	

	Written By
	

	Date
	

	Associated SOP and/or job aids
	

	Proposed Test Implementation Date
	



This validation summary report describes how the laboratory established the performance characteristics of lab developed tests (LDTs) or modified FDA cleared tests. Performance characteristics established for each test system included: accuracy, sensitivity, specificity, PPV, NPV, precision, analytical sensitivity (limit of detection), analytical specificity (cross reactivity/interfering substances), reportable range, reference ranges (normal values), and analytical measurement range (AMR), as applicable.  This validation summary report must be completed and signed off by the Laboratory Director before performing patient testing. 

	Overall Data Summary


Include an overall summary of the data and acceptance criteria results. If any modifications were made to the validation plan, include a statement and rationale.  
	Validation Study Component
	Expected
	Observed
	Outcome (Pass/Fail)

	Accuracy
	≥ 95%
	
	

	Sensitivity
	
	
	

	Specificity
	
	
	

	PPV
	
	
	

	NPV
	
	
	

	Precision/Reproducibility
	CV < 15%
	
	

	Analytical Sensitivity/LOD
	
	
	

	Analytical Specificity/Cross Reactivity
	None
	
	

	Interfering Substances
	None or Known
	
	

	Reportable Range
	
	
	

	Reference Range (normal values)
	
	
	

	Analytical Measurement Range/AMR (if applicable)
	
	
	


	Performance Data Results



· Deviations to sample size or acceptance criteria from the validation plan
If deviations to sample size or acceptance criteria were made, include justification.  A statement of impact should be included. 


· Results of Testing and Calculations of the Performance Characteristics
Tables or examples from the validation testing should be included in this section.     
· Accuracy
Show how total accuracy was determined, along with calculations for PPV, NPV, sensitivity and specificity.


· Precision (reproducibility)
Show how the intra-run and inter-run precision was determined, along with CV calculations.

 
· Analytical Sensitivity (LOD)
Show how the analytical sensitivity was determined along with calculations.   


· Analytical Specificity (cross reactivity, interfering substances)
Show how the analytical specificity was determined.  Add or remove rows as needed
	Target 
	Cross Reactivity Result 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	Primer Sequences 
	Cross Reactivity Result 

	 
	 

	 
	 

	 
	 

	Probe Sequences 
	Cross Reactivity  Result 

	 
	 

	 
	 

	 
	 

	Interfering Substances 
	Interference Result 

	 
	 

	 
	 

	 
	 

	 
	 


· Reportable Range
Describe and show calculations for how the reportable range was established.


· Reference Range
Describe and show calculations for how the reference range was established.


· Analytical Measurement Range (AMR)
For quantitative tests, describe and show calculations for how the AMR was established. 


· Explanation of Discrepancies
Describe how discrepancies were resolved. 

· Limitations of the Test System
Describe any limitations of the test system which was observed during the validation process.  
 

	Conclusion


Include a statement regarding the acceptability of the method, its fitness for use, and any clinical claims that will be made (if applicable). Include recommendations for changes that need to be made to the test process based on the validation process.  If the study shows that the test system is not acceptable, include documentation of corrective action steps, and its approval by laboratory leadership.  



	Completion of Associated Documents and Validation Packet


Complete any associated documents and include as part of the validation packet.   
The validation packet should contain the following:
· Approved Validation Plan
· Approved Validation Summary Report
· SOP and any job aids
· Individualized Quality Control Plan (IQCP), if applicable
· Training documentation
· Related Instrumentation functionality and maintenance documentation
· LIMS updates and verification

	Approvals



	Statement
	This validation summary report has been reviewed and has been considered acceptable for patient testing.  

	Lead Signature and Date
	

	Supervisor Signature and Date
	

	Quality Assurance Officer Signature and Date
	

	Laboratory Director Signature and Date
	




	Test Implementation



Once the validation summary report is approved by the Laboratory Director, the laboratory can move onto implementation activities.
The following considerations should be made:
· Adding the SOP to the document control system
· Adding new instrumentation to the laboratory’s maintenance and calibration plan (if not already completed)
· Training additional laboratorians
· Updating scope of service documents, as applicable
· Delegation statement, if responsibilities are delegated by Laboratory Director
· Scheduling proficiency testing or comparison studies, if no commercial PT is available
· Updating the laboratory’s quality assurance plan and quality control processes to include continuous monitoring
· Communicating implementation to submitters
· Confirming electronic patient test result output with submitters

NOTE:  The validation packet must be retained for the life of the test, and another 2 years (minimum) after the test has been discontinued.    
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