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[bookmark: _Toc5698519]
Purpose
This Validation Plan (VP) provides an overview of objectives, scope, activities, deliverables, responsibilities and overall approach that will be followed to validate Minitab Statistical Software (Minitab).
[bookmark: _Toc5698520]Objective
<Company Name> is validating the Minitab <insert the version #> (Minitab) statistical software tool in order to comply with [current industry standards and U.S. Code of Federal Regulations]. [These statutes, including FDA-enforced Current Good Manufacturing Practices (CGMP) regulations, expect that software applications like Minitab be validated since they automate functions and produce calculations used for Quality decisions and/or CGMP uses that may have [direct or indirect] impact product quality and consumer safety.]
[bookmark: _Toc14596474][bookmark: _Toc5698521]Scope
[bookmark: _Toc102896191][bookmark: _Toc102896445][bookmark: _Toc102896192][bookmark: _Toc102896446][bookmark: _Toc102896193][bookmark: _Toc102896447][bookmark: _Toc102896194][bookmark: _Toc102896448][bookmark: _Toc102896195][bookmark: _Toc102896449][bookmark: _Toc102896196][bookmark: _Toc102896450][bookmark: _Toc102896197][bookmark: _Toc102896451][bookmark: _Toc102896198][bookmark: _Toc102896452][bookmark: _Toc102896199][bookmark: _Toc102896453][bookmark: _Toc102896200][bookmark: _Toc102896454][bookmark: _Toc102896201][bookmark: _Toc102896455][bookmark: _Toc102896202][bookmark: _Toc102896456][bookmark: _Toc102896203][bookmark: _Toc102896457][bookmark: _Toc102896204][bookmark: _Toc102896458][bookmark: _Toc102896205][bookmark: _Toc102896459][bookmark: _Toc102896206][bookmark: _Toc102896460][bookmark: _Toc102896207][bookmark: _Toc102896461][bookmark: _Toc102896208][bookmark: _Toc102896462][bookmark: _Toc102896209][bookmark: _Toc102896463][bookmark: _Toc5698522]In-Scope
3.1.1 Business and Regulatory Scope
[bookmark: _Toc104689160][bookmark: _Toc104689181][bookmark: _Toc104689182][bookmark: _Toc104689183][bookmark: _Toc104689184][bookmark: _Toc104689185][bookmark: _Toc14596477][bookmark: _Toc104689186][bookmark: _Toc109776852]<Company Name> utilizes the Minitab software tool for statistical analyses supporting a wide range of CGMP uses, [including technical services and product development]. Statistical features used by <Company Name> within Minitab and applicable regulatory requirements will be tested as part of this validation effort.
[bookmark: _Toc5698523]Out of Scope
The following are outside the scope of this validation effort:
<List the items that are out of scope (e.g., Equipment qualification, Macros and Customizations, etc).>
[bookmark: _Toc5698524]System Description
Minitab is an off-the-shelf licensed software that is installed on the individual desktop/laptop.  It operates on 64-bit version operating systems.  The feature sets provided in this statistical software span a range of functions, including basic statistics, regression and ANOVA (analysis of variance), quality tools, design of experiments, and control charting.  The specific feature sets incorporated in the validation will be documented in the User Requirements and Functional Specifications (URFS) <insert URFS Document ID>.
[bookmark: _Toc5698525]System Background
<Explain the company’s background/drivers/decisions that led to Minitab implementation.> 
<Example: The <company name>’s current statistical software no longer meets the current needs.  Minitab has been selected as it has a more comprehensive features that will satisfy current needs of the business area. > 
[bookmark: _Toc5698526]System Interface
<Include a statement about system integration if Minitab is interfacing with other system(s). Example: Minitab is interfacing with <insert system name> system via ODBC (Open Database Connectivity).  ODBC is a protocol used to import data from <insert system name> database files.  This is a one-way interface only (i.e., Minitab is pulling data from <insert system name>).
<If there is no interface with other system(s), include statement.  Example: There is no system interface with Minitab. Or, remove this section.>
[bookmark: _Toc5698527]System Diagram
<Insert diagram(s) and Minitab components.  The following is an example only.>
[image: ]
Figure 1.  Minitab Statistical Software Diagram

[bookmark: _Toc5698528]References
< List any applicable and/or appropriate references to the given validation document. References include Standard Operating Procedures, external documents including applicable Standards, etc.>

 5.1 <Company name> Governing SOPs
	SOP Number / 
Policy Number
	Document Title

	<insert Document ID>
	Validation Policy

	<insert Document ID>
	Software Development Life Cycle (SDLC)

	<insert Document ID>
	Change Management / Change Control Procedure



 5.2 Referenced Documents
	Document ID/ 
File No.
	Document Title

	<insert Document ID>
	Minitab Support, https://support.minitab.com/en-us/minitab/

	<insert Document ID>
	Minitab Deployment Guide



[bookmark: _Toc20206651][bookmark: _Toc60700543][bookmark: _Toc511813383][bookmark: _Toc514858388][bookmark: _Toc5698529]Definitions, Acronyms, and Abbreviations
This section defines key terms, acronyms, technical terms, etc. which are included in this document.
	Acronym
	Term/Description

	CGMP
	Current Good Manufacturing Practices

	FS
	Functional Specification

	IQ
	Installation Qualification

	IT
	Information Technology

	OQ
	Operational Qualification

	QA
	Quality Assurance

	SOP
	Standard Operating Procedure

	UR
	User Requirement

	URFS
	User Requirements & Functional Specifications

	VP
	Validation Plan

	VSR
	Validation Summary Report

	VTM
	Validation Traceability Matrix



[bookmark: _Toc5698530]Roles
The roles involved and required during this validation effort are:
	Role
	Description of Responsibilities

	Project Manager
	The project manager is responsible for delivering the project to scope, time, cost, resource and predefined quality. The manager manages the team members, ensuring that the requirements of the project are met.  In addition, the project manager is responsible for the following:
· Lead the project through its stages and obtaining the approval from the stakeholders as required during the project.
· Ensure clarity of and communicate project roles and responsibilities.
· Manage project risk.
· Ensure project decision-making processes are robust
· Obtain appropriate authorization for any changes in project scope.
· Develop and execute the project plan.
· Review the project and communicate the lessons learned.
· Manage the handover process and close the project.

	Business Owner
	The business owner is responsible for ensuring the delivered application (software) will be used in accordance with standard IT and business area processes and procedures, and that suitable maintenance, support and training is available for users throughout the operational lifetime of the system.
The business owns is also responsible to review and approve key validation deliverables identified within the Validation Plan.

	Information Technology / Technical System Owner
	The IT / Technical system owner is responsible for ensuring the application (software) is delivered and installed in accordance with standard IT processes and procedures, and that suitable maintenance and support are available throughout the operational lifetime of the system.

	Quality Assurance
	Assure that project activities are conducted in accordance with the <state the quality document or, if not applicable, the Validation Plan>.  Review and approve key validation deliverables identified within the Validation Plan.

	IT Compliance Lead
	Provides quality and compliance expertise. Assure that projects activities are conducted in accordance with the <state the quality document or, if not applicable, the Validation Plan>. Review and approve key validation deliverables identified within the Validation Plan.

	Validation Lead
	Lead the testing effort for the project. Author/prepare key validation deliverables identified within the Validation Plan. Manage all test design/development and execution activities. Identify and source the support required from the business area. Maintain the testing project plans; provide test approach, test guidelines, ensure that all defects are closed and author the test summary reports.



[bookmark: _Toc5698531]Training
<Describe the training requirement.  Refer to the statement below as example.>
[bookmark: _Toc5698532] Validation Team
The validation team members must complete the <Company> required training requirements in connection to their specific roles.  The team members must be trained with the following procedures (among all others):
· Software Development and Life Cycle
· Good Documentation Practices
[bookmark: _Toc5698533] Minitab Users
Minitab Administrator and regular users must complete the required Minitab training commensurate to their roles.  Also, a classroom type of training will be available for the Minitab users.

[bookmark: _Toc14596486][bookmark: _Toc104689216][bookmark: _Toc109776861][bookmark: _Toc122491063][bookmark: _Toc5698534][bookmark: _Toc424198315][bookmark: _Toc424198383][bookmark: _Toc424259201][bookmark: _Toc457957053]Validation Approach
[bookmark: _Toc431565002][bookmark: _Toc379980658][bookmark: _Toc452020900][bookmark: _Toc508028122][bookmark: _Toc514148634][bookmark: _Toc5698535] Software Category
Minitab is a Category 3 software based on GAMP 51 being a commercial off-the-shelf software (COTS).  The system will be installed and put into production use as is.
[bookmark: _Toc5698536] Risk-Based Approach for Validating Minitab
Although Minitab is considered as Category 3, the organization will ensure that appropriate controls are in place as described below:
· Procedural Controls:  Business Process Listings / Work instructions / SOP are in place to support the use of the software application.
· Testing System Functions:  Testing will demonstrate that Minitab operates as intended according to user requirements and functional specifications. This will include Installation Qualification and Operational Qualification.
[bookmark: _Toc5698537] Risk Management
Project risk will be monitored on an ongoing basis and will be appropriately mitigated.  Any identified risk will be documented, assessed and mitigated or resolved as part of the project management.
[bookmark: _Toc5698538] Validation Process
The validation activities surrounding the CGMP-related statistical uses of Minitab within <Company Name> follow a stepwise approach consistent to the <Company> procedure.  
[bookmark: _Toc122491070]The following sections outline the major activities in the validation process.  The stages of this validation process are further described in these sections.
[bookmark: _Toc372896146][bookmark: _Toc5698539]Validation Planning
The Validation Plan (this document) will describe the objectives, scope, activities, deliverables, responsibilities and overall approach for this Minitab validation effort.  This document must be approved before any of the other deliverables are approved.  
[bookmark: _Toc122491071][bookmark: _Toc372896147][bookmark: _Toc5698540]Protocol Development
The following protocols will be developed to test the Minitab system.  The objective of each protocol is summarized below.
Installation Qualification (IQ) Protocol - This protocol will verify and document the minimum system requirements for installing Minitab on a desktop/laptop.  The IQ test cases will prove that the Minitab software tool was properly installed.


____________________
 Good Automated Manufacturing Practice Guidelines version 5, International Society for Pharmaceutical Engineering, Tampa, FL, 2008  


Operational Qualification (OQ) Protocol - This protocol will verify and document the output of statistical feature sets within Minitab as defined in the URFS.  The OQ test will demonstrate that Minitab properly generates the statistical feature set.  The OQ contains an automated script to test a representative set of Minitab commands and subcommands characterizing most functional areas of the software.  The automated script has already been used and tested rigorously by Minitab, and the expected results have been provided for comparison.  The applicable regulatory requirements will be included and verified in the OQ Protocol.
[bookmark: _Toc122491072][bookmark: _Toc372896148][bookmark: _Toc5698541]Protocol Execution
The IQ and OQ Protocols will be executed on a single desktop/laptop.  The protocol will be pre-approved before it is executed.  Tests will be executed by one or more persons and subsequently verified by someone other than the test executor.  Actual test results will be supported by objective evidence (e.g., attached screen prints and reports) where called for.  Deviations (e.g., cases where actual results do not match expected results) will be identified, documented, resolved, and attached to the protocol.  After executing all tests in a protocol, the results will be reviewed and post-approved by management.
[bookmark: _Toc122491073][bookmark: _Toc372896149][bookmark: _Toc5698542]System Acceptance
[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]Once all test results are complete, the Validation Summary Report will be developed.  This document summarizes the results of the testing, reports the resolution of any deviations, and provides a conclusion statement.  Once this document is approved by management, the Minitab system will be considered validated and ready for production use.
[bookmark: _Toc535377325][bookmark: _Toc535389120][bookmark: _Toc14596492][bookmark: _Toc104689236][bookmark: _Toc109776866][bookmark: _Toc372896150][bookmark: _Toc5698543]Deliverables and Responsibilities
<This section lists the deliverable and assigned responsible team member who will prepare, review/approve and execute.  See example below.>
The validation effort in will produce the set of deliverables identified in the table below.  Responsibilities have been assigned to each deliverable.
VL – Validation Lead; BO – Business Owner; IT - Information Technology/ Technical System Owner; QA - Quality Assurance; N/A - Not applicable 
	Document Title
	Document #
	Prepare
	Approve
	Execute
	Approve Results

	Validation Plan
	<Document ID>
	VL
	BO, IT, QA
	N/A
	N/A

	User Requirements and Functional Specifications
	<Document ID>
	VL
	BO, IT, QA
	N/A
	N/A

	Installation Qualification
	<Document ID>
	VL
	BO, IT, QA
	VL
	BO, QA

	Operational Qualification
	<Document ID>
	VL
	BO, IT, QA
	VL
	BO, QA

	Requirements Traceability Matrix
	<Document ID>
	VL
	BO, IT, QA
	N/A
	BO, QA

	Validation Summary Report
	<Document ID>
	VL
	BO, IT, QA
	N/A
	N/A




[bookmark: _Toc104689237][bookmark: _Toc104689238][bookmark: _Toc104689239][bookmark: _Toc104689241][bookmark: _Toc104689242][bookmark: _Toc104689243][bookmark: _Toc104689244][bookmark: _Toc104689245][bookmark: _Toc104689250][bookmark: _Toc14596499][bookmark: _Toc104689251][bookmark: _Toc109776870][bookmark: _Toc122491076][bookmark: _Toc5698544]11. Acceptance Criteria
[bookmark: _Toc104689252][bookmark: _Toc14596500][bookmark: _Toc104689253][bookmark: _Toc109776871]Each of the tests within the protocols has a test objective and an expected result.  The test objectives represent the acceptance criteria for the tests.  The expected results identify the means by which these objectives are verified.  The Minitab system will be considered validated after all tests in each protocol have been successfully performed, all deviations have been resolved, all protocols have been post-approved, and the validation summary report has been approved.

[bookmark: _Toc122491077][bookmark: _Toc5698545]12. Change Control
Future changes to Minitab will be documented, tested, and evaluated following <Company Name>’s established change control procedure (<Document ID>).

[bookmark: _Toc5698546]13. Revision History
	Revision
	Date
	Author
	Summary of Changes

	1.0
	13-AUG-2018
	Minitab LLC
	New Document

	1.1
	04-APR-2020
	Minitab LLC
	For clarity, name section 5.1 “<Company name> Governing SOPs”

	1.2
	15-SEP-2020
	Minitab LLC
	Remove “Windows 32-bit” from section 4 System Description

	1.3
	16-MAR-2023
	Minitab LLC
	In Referenced documents section 5.2, replace Minitab User Guide with link to Minitab Support






-End of the document-

This document contains confidential, proprietary information of <Company Name>.  It may not be reproduced or copied without prior written permission from <Company Name>.
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