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1. [bookmark: _Toc535377319][bookmark: _Toc535389108][bookmark: _Toc14596473][bookmark: _Toc104689157][bookmark: _Toc109776848][bookmark: _Toc5699890]
Objective
[bookmark: _Toc14596474]This Validation Summary Report (VSR) addresses how the validation testing was conducted on Minitab <insert version #>, summarizes the results of validation testing and the conclusion for the overall outcome of the validation effort. The functions were identified and documented in Minitab User Requirements and Functional Specifications (URFS) document and were tested during this validation effort through Installation Qualification (IQ) and Operational Qualification (OQ) protocols. 
A structured approach as documented in Minitab Validation Plan was followed in the performance of validation activities.  

2. [bookmark: _Toc5699891][bookmark: _Toc104689158][bookmark: _Toc104689159][bookmark: _Toc109776849]Scope
This Minitab Validation Summary Report summarizes the results of validation testing for the Minitab statistical features utilized in CGMP area as well as the applicable regulatory requirements.  The requirements that are within the scope of this validation effort were described in the URFS <insert document id>.
Software functions that do not impact quality system areas are outside the scope and not tested as part of this validation effort. 

3. [bookmark: _Toc104689160][bookmark: _Toc104689181][bookmark: _Toc104689182][bookmark: _Toc104689183][bookmark: _Toc104689184][bookmark: _Toc104689185][bookmark: _Toc5699892][bookmark: _Toc14596477][bookmark: _Toc104689186][bookmark: _Toc109776852]Validation Approach
A Validation Plan (VP) was produced that described the objectives, scope, activities, deliverables, responsibilities and overall approach for Minitab validation. User Requirements and Functional Specifications (URFS) document described the statistical features / functions that Minitab must perform supporting CGMP operations. The Validation Plan, User Requirements and Functional Specifications were approved prior to approval and execution of test protocols.
Testing activities were conducted in a controlled environment. Test protocol documents were developed and executed to validate Minitab, as follows: 
[bookmark: _Toc509417954][bookmark: _Toc5699893]Installation Qualification (IQ) Testing Phase
Installation qualification addressed the verification of software and minimum system requirement for installing Minitab on a desktop/laptop. Documented evidences were provided that the Minitab software was properly installed in validation and production environment.
[bookmark: _Toc509417955][bookmark: _Toc5699894]Operational Qualification (OQ) Testing Phase
[bookmark: _Hlk492886681]Operational qualification addressed the verification of statistical features/functions that are used for GMP purposes including the applicable regulatory requirements as defined in the URFS. The tests in the protocols contain an objective(s), step-by-step instructions, expected result(s), and entries of the actual result(s) by the tester.  Protocols were reviewed and pre-approved prior to their execution; executed protocols and testing results were reviewed and post-approved.  Deviations encountered during the course of test execution were properly identified, investigated, impact assessed and resolved (closed).
A Validation Trace Matrix was produced with the linkage between the URFS and tests within the IQ and OQ Protocols. 

4. [bookmark: _Toc511218905][bookmark: _Toc511218978][bookmark: _Toc511218910][bookmark: _Toc511218983][bookmark: _Toc511217960][bookmark: _Toc511218912][bookmark: _Toc511218985][bookmark: _Toc511217961][bookmark: _Toc511218913][bookmark: _Toc511218986][bookmark: _Toc5699895][bookmark: _Toc424198315][bookmark: _Toc424198383][bookmark: _Toc424259201][bookmark: _Toc457957053]Results of Validation Testing 
<insert document id> IQ Test Protocol and <insert document id> OQ Test Protocol documents were executed in the course of this validation study. The validation test results are summarized for each protocol in the table below.   Refer to Appendix A for details of deviations. <If no deviations, remove references to Appendix A.>
Table: Results of Testing
<Update the table below if necessary>
	Document Title & Number
	Number of Test Cases
	Number of Test Deviations Encountered
	Summary of Deviation and Their Resolution

	
	
	
	Deviation #
	Deviation Description & Resolution

	Minitab Installation Qualification Protocol <insert document id>
	<2>
	<Provide the number of deviation(s) or record “0” or none if no deviation>
	<Insert deviation id or record N/A if not applicable>
	<Provide the deviation description and resolution or record N/A if not applicable>

	Minitab Operational Qualification Protocol <insert document id>
	<31>
	<Provide the number of deviation(s) or record “0” or none if no deviation>
	<Insert deviation id or N/A if not applicable>
	<Provide the deviation description and resolution or N/A if not applicable>


 
5. [bookmark: _Toc5699896][bookmark: _Toc452020893][bookmark: _Toc283019133][bookmark: _Toc245877028][bookmark: _Toc508028116]Validation Deliverables
This validation effort produced the set of deliverables identified in the table below. This documentation has been assembled into a validation package, which will be stored in QA department. 
<Update the table below if necessary>
	Document Title/Description
	Document #
	Version

	Minitab Validation Plan (VP)
	<insert document id>
	<insert version #>

	Minitab User Requirements and Functional Specifications (URFS)
	<insert document id>
	<insert version #>

	Minitab Installation Qualification (IQ) Protocol – QA Environment
	<insert document id>
	<insert version #>

	Minitab Installation Qualification (IQ) Protocol – Production Environment
	<insert document id>
	<insert version #>

	Minitab Operational Qualification (OQ) Protocol 
	<insert document id>
	<insert version #>

	Minitab Validation Trace Matrix (VTM)
	<insert document id>
	<insert version #>

	Minitab Validation Summary Report (VSR)
	<insert document id>
	<insert version #>



6. [bookmark: _Toc5699897]Test Environment
Validation testing was conducted in the QA environment. The Validation testing was performed in a way that demonstrates equivalence with the Production environment.

7. [bookmark: _Toc453848484][bookmark: _Toc494450905][bookmark: _Toc5699898]Acceptance and Conclusion
[bookmark: _Toc104689217][bookmark: _Toc104689218][bookmark: _Toc104689219][bookmark: _Toc104689220][bookmark: _Toc104689221][bookmark: _Toc104689222][bookmark: _Toc104689223][bookmark: _Toc104689224][bookmark: _Toc104689225][bookmark: _Toc104689226][bookmark: _Toc104689227][bookmark: _Toc102896230][bookmark: _Toc102896484][bookmark: _Toc104689228]Each of the tests within the executed protocol contains a test objective and an expected result.  The test objective defines the acceptance criterion for the test.  The expected result identifies the means by which this criterion is verified.  The Minitab functionality that addresses the CGMP areas executed is considered validated. All test cases within the protocols have been executed, test results were properly reviewed and post-approved.  Any validation-related deviations have been properly resolved, the Validation Trace Matrix has been completed and approved.  Once the Validation Summary Report (this document) is approved the Minitab application will be considered validated and ready for production use.  

8. [bookmark: _Toc453848485][bookmark: _Toc494450906][bookmark: _Toc5699899]Validation of Changes
Following validation of Minitab, future changes to the system that impact the CGMP area will be appropriately documented, tested, evaluated and approved following established change control procedures (SOP #:<insert document id>) to ensure the system continues to operate on a validated state.



[bookmark: _Toc453848486][bookmark: _Toc494450907]
9. [bookmark: _Toc5699900]Appendix A
Details of Deviations
<Update the table below.  If no deviations, remove this section.>
	Deviation No.
	Protocol ID / Name
	Test ID
	Problem Identification
	Problem Evaluation & Investigation
	Problem Disposition
	Resolution Action Plan

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	




10. [bookmark: _Toc5699901]Revision History
	Revision
	Date
	Author
	Summary of Changes

	1.0
	13-AUG-2018
	Minitab LLC
	New Document

	1.2
	18-SEP-2020
	Minitab LLC
	Version number update only
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