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[bookmark: _Toc70225871][bookmark: _Toc70769927][bookmark: _Toc421203153]Purpose
.
This document summarizes the validation approach, from planning through test execution and production operation. 

The Validation Summary Report provides confirmation that all activities identified within the Validation Plan have been completed and the acceptance criteria for system deployment has been met. 

Approval of this document indicates that the system is suitable for intended use and authorized for deployment.
[bookmark: _Toc421203154]Scope

Define the scope of the system and/or project that is covered by this Validation Summary Report.  Note any portion(s) of the system and/or project that are excluded from this document.

[bookmark: _Toc92642494][bookmark: _Toc421203155]Definitions, Acronyms and Abbreviations
	Term
	Definition

	FRS
	Functional Requirements Specification

	IQ
	Installation Qualification

	OQ
	Operational Qualification

	PQ
	Performance Qualification

	SDS
	System Design Specification

	SOP
	Standard Operating Procedure

	URS
	User Requirements Specification

	
	

	
	

	
	

	
	

	
	

	
	



[bookmark: _Toc421203156]Validation Strategy
This section describes the validation strategy for the project.  Validation activities were conducted to follow the procedures outlined in the following Standard Operating Procedures (SOP) 
1. xx-xxx, Computer System Validation
2. yy-yyy, Software Development Life Cycle
3.
4.
Specifically, five separate stages comprised the system validation strategy.  
1. User requirements and functional requirements were created to specify the operation of the system.  
2. Three operating environments (Development, Test and Production) were built to allow development, testing and production use of the system.  
3. Test scripts were developed to test the system requirements.
4. The test scripts were executed to test the specified functionality of the system.
5. The test results were summarized and documented for review.
[bookmark: _Toc421203157]Specification
The first stage of the validation strategy was to define and document the necessary functionality that must be available.  The following documents were created to document the required functionality and design:
1. User Requirements Specification (URS)
2. Functional Requirements Specification (FRS)
3. System Design Specification (SDS)
[bookmark: _Toc421203158]Systems Installed
Next, a system was built and installed using approved hardware and software Installation Qualification (IQ) documentation.  
1. System x ….  
[bookmark: _Toc421203159]Test Script Development 
The next stage of the validation strategy was to create test scripts to test the functionality defined in the requirements documents.  The following validation test scripts were created:

	#
	Title of Validation Test Script

	
	

	
	

	
	

	
	

	
	

	
	



[bookmark: _Toc421203160]Test Execution
The testers executed the test steps as documented in test script.  If the actual results matched the expected results the step was passed.  If the results did not match, the testers were instructed to notify the test administrator.  The test administrator then classified the error, per the approved Validation Test Plan, and made a decision as to whether the test should be stopped or continued.  For each completed test script, the tester provided:
· Test Result (Pass/Fail) for each step
· Initial & date for each step
· Signature & date for the test script

Upon completion of test execution, the test administrator reviewed the test script per the guidance in the approved Validation Test Plan, and then on the first page of the script wrote the script's status (Pass/Fail) and signed and dated.


[bookmark: _Toc421203161]Summarize Test Results
	#
	Title of Validation Test Script
	Issue(s) Reported	
	Issue Description
	Issue Status
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This section lists all the documents included in the validation package, as defined in the Validation Plan.

	Deliverable
	Version
	Approved Date

	Project Plan
	
	

	User Requirements Specification (URS)
	
	

	Functional Requirements Specification (FRS)
	
	

	System Risk Assessment
	
	

	Vendor Assessment
	
	

	System Design Document
	
	

	Testing Plan
	
	

	Code Review Report(s)
	
	

	Unit Test Results
	
	

	Validation Protocols (OQ/PQ) pre-approval
	
	

	Trace Matrix
	
	

	Validation Protocols (OQ/PQ) post-approval
	
	

	21 CFR Part 11 Assessment
	
	

	Validation Test Report
	
	

	Validation Summary Report
	
	

	Deployment Plan
	
	

	Data Conversion Plan
	
	

	Training Plan
	
	

	IQ - Test System Server Hardware
	
	

	IQ - Test System Workstations
	
	

	IQ - Test System Software
	
	



[bookmark: _Toc421203163]Additional Deliverables
Describe any additional deliverables identified in the Validation Plan and provide confirmation of completion. [examples]
[bookmark: _Toc421203164]User Procedures and Training
List the procedures and training required to ensure that users are qualified and prepared to utilize the system, per its intended use.  E.g., SOPs for how to use the system, user manuals, user training materials and training classes.
[bookmark: _Toc421203165]Technical Support Procedures and Training
List the procedures and training required to ensure that support are qualified and prepared to support the system, per its intended use. E.g., SOPs for back-ups, recovery, disaster recovery, routine maintenance, change control, configuration management, security management, incident management; technical support manuals; technical training materials and classes.
[bookmark: _Toc421203166]Conclusions & Recommendations

Verification of Acceptance Criteria

List the acceptance criteria (from the Validation Plan) that has been met to prepare the system for production use.  For example:
· All Unit Tests have been executed and approved
· All Validation Protocols have been executed and approved
· All Trace Matrices have been completed and approved
· All Validation Incident Reports have been closed
· The Validation Summary Report has been approved
· All system operation and maintenance procedures have been approved
· All training on the system and supporting procedures has been completed
Based on the test results and supporting system documentation within the Validation Package, the system functions as specified and is suitable for intended use.  

[bookmark: _Toc92640123][bookmark: _Toc421203167]Revision History

	Document Version Number
	Document Revision Date
	Revisions Made By:
	Revision Summary
(Reference section[s] changed)
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Signatures below indicate agreement with the contents of this Validation Summary Report as an accurate representation of the system validation strategy, deliverables, conclusions, and recommendations.

	Document Prepared by:

	Function
	Name
	Signature
	Date

	
	
	
	



Signatures below indicate that the approvers are in agreement that the system is suitable for intended use and ready for deployment to production.

	Document Approvals:

	Function
	Name
	Signature
	Date
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