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1. [bookmark: _Toc511813380][bookmark: _Toc5698549]Purpose and Scope
[bookmark: _Toc20206649][bookmark: _Toc60700541][bookmark: _Toc511813381][bookmark: _Toc5698550]Purpose
The purpose of this document is to define <Company Name> intended uses for the Minitab <insert version#> in Current Good Manufacturing Practice (CGMP) areas (those that are regulated for product quality and patient safety purposes).  User Requirements (section 3) describe the high-level functions that Minitab supports.  Installation Specifications (section 4) describe the software components required to support the Minitab application. Functional Specifications (section 5) describe the functions and applicable controls in connection to the use of Minitab.
[bookmark: _Toc20206650][bookmark: _Toc60700542][bookmark: _Toc511813382][bookmark: _Toc5698551]Scope
[bookmark: _Toc412656718][bookmark: _Toc514858385][bookmark: _Toc5698552]Installation Components
This section defines the software that directly supports the Minitab application. Application Installation Qualification (IQ) protocol testing will demonstrate that software components are installed properly according to the Specifications in section 4.  

[bookmark: _Toc412656717][bookmark: _Toc514858386][bookmark: _Toc5698553]User Requirements and Functional Specifications
The User Requirements in section 3 describe the high-level requirements containing statistical feature sets used for CGMP business processes. The Functional Specifications in section 5 describe the specific functionalities to support user requirements.
[bookmark: _Toc20206651][bookmark: _Toc60700543][bookmark: _Toc511813383][bookmark: _Toc5698554][bookmark: _Toc535389111]Definitions, Acronyms, and Abbreviations
This section defines key terms, acronyms, technical terms, etc. which are included in the specification and are essential to understanding the document’s content. <Update this section as needed>
	Acronym
	Term/Description

	CGMP
	Current Good Manufacturing Practices

	FS
	Functional Specification

	IQ
	Installation Qualification

	OQ
	Operational Qualification

	QA
	Quality Assurance

	UR
	User Requirement

	URFS
	User Requirements & Functional Specifications

	VP
	Validation Plan 

	VSR
	Validation Summary Report

	VTM
	Validation Traceability Matrix


[bookmark: _Toc511813384][bookmark: _Toc5698555]References
<List the internal and external references in the table below.>

	Document ID/ 
File No.
	Document Title

	<insert Document ID>
	Minitab Validation Plan

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

	<insert Document ID>
	Minitab Deployment Guide

	<insert Document ID>
	Software and Development Life Cycle

	<insert Document ID>
	Data Back-up Procedure



2. [bookmark: _Toc5698556]System Description
Minitab is an off-the-shelf licensed statistical software that is installed on the individual desktop/laptop.  It operates on 64-bit version operating systems.  The feature sets in Minitab span a range of functions, including basic statistics, regression and ANOVA (analysis of variance), quality tools, design of experiments, and control charting.  The Minitab project files containing the data, worksheets, tables, graphs and reports are stored in the specific folder in the drive C of the Windows computer.   Access to this folder is limited to the authorized person based on the assigned roles and/or specific Windows Security permissions.  <Include a statement if the company is using LDAP.  Example, Users accounts are authenticated via LDAP per <Company> procedure <insert document id>.>  
<Include a statement on how the Minitab files are being backed-up. Example, Minitab automatically saves a single backup copy of a project each time that the project is opened. A backup file contains the contents of the project as they were the last time the project was opened successfully. The backup file has a .bak extension and is saved in the folder where the original file is saved. Minitab files are automatically backed up to an offsite redundant server daily.  This server is managed by <department/group responsible> according to <insert document id for company back-up procedure>.
< The following diagram is an example only, you may change or remove accordingly.>
[image: ]
Figure 1.  Minitab Statistical Software


3. [bookmark: _Toc512333021][bookmark: _Toc512333291][bookmark: _Toc512333561][bookmark: _Toc512333832][bookmark: _Toc512333040][bookmark: _Toc512333310][bookmark: _Toc512333580][bookmark: _Toc512333851][bookmark: _Toc512333041][bookmark: _Toc512333311][bookmark: _Toc512333581][bookmark: _Toc512333852][bookmark: _Toc206453073][bookmark: _Toc5698557]User Requirements
<The requirements listed in this section shall be updated with the actual Minitab features that are used by the organization in their CGMP areas.>
This section contains Minitab feature sets that comprise the specifications for Minitab.  The statements below provide the high-level business requirements that define the overall intended uses of Minitab impacting CGMP areas. Each requirement statement is uniquely identified.
[bookmark: _Toc512333043][bookmark: _Toc512333313][bookmark: _Toc512333583][bookmark: _Toc512333854][bookmark: _Toc512333050][bookmark: _Toc512333320][bookmark: _Toc512333590][bookmark: _Toc512333861][bookmark: _Toc512333051][bookmark: _Toc512333321][bookmark: _Toc512333591][bookmark: _Toc512333862][bookmark: _Toc5698558][bookmark: _Toc206453076]Statistical Features
	UR ID
	Requirement Description

	UR-SF-01
	The user shall be able to perform general statistics.
· Basic Statistics
· Regression
· Analysis of Variance (ANOVA)
· Nonparametrics
· Tables
· Multivariate Analysis
· Time Series Analysis
· Equivalence Test
· Power and Sample Size
· Resampling Techniques

	UR-SF-02
	The user shall be able to generate quality control charts and reports.
· Quality Control Charts and Reports
· Tolerance Intervals

	UR-SF-03
	The user must be able to perform a reliability and survival analysis.

	UR-SF-04
	The user must be able to perform design of experiments.
· Screening Design
· Factorial Design
· Split-Plot Design
· Response Surface Design
· Mixture Model

	UR-SF-05
	The user must be able to generate graphs and execute Assistant menu.

	UR-SF-06
	The user must be able to perform the following on a project file:
· Create
· Modify
· Display

	UR-SF-07
	The user must be able to print the following:
· a worksheet
· output (including tables and graphs)
· project history

	UR-SF-08
	The user must be able to perform an analysis using the Predictive Analytics menu.


[bookmark: _Toc467597821][bookmark: _Toc467599765][bookmark: _Toc467600574][bookmark: _Toc467597823][bookmark: _Toc467599767][bookmark: _Toc467600576][bookmark: _Toc467597824][bookmark: _Toc467599768][bookmark: _Toc467600577][bookmark: _Toc467597826][bookmark: _Toc467599770][bookmark: _Toc467600579][bookmark: _Toc467597828][bookmark: _Toc467599772][bookmark: _Toc467600581][bookmark: _Toc206453080][bookmark: _Toc467600582]
[bookmark: _Toc5698559]Invalid Record Detection 
	UR ID
	Requirement Description

	UR-IR-01
	The system must be able to detect invalid records.



[bookmark: _Toc512333177][bookmark: _Toc512333447][bookmark: _Toc512333717][bookmark: _Toc512333988][bookmark: _Toc467597832][bookmark: _Toc467599776][bookmark: _Toc467600585][bookmark: _Toc467597835][bookmark: _Toc467599779][bookmark: _Toc467600588][bookmark: _Toc467597837][bookmark: _Toc467599781][bookmark: _Toc467600590][bookmark: _Toc467597841][bookmark: _Toc467599785][bookmark: _Toc467600594][bookmark: _Toc467597843][bookmark: _Toc467599787][bookmark: _Toc467600596][bookmark: _Toc467597844][bookmark: _Toc467599788][bookmark: _Toc467600597][bookmark: _Toc467597845][bookmark: _Toc467599789][bookmark: _Toc467600598][bookmark: _Toc467597846][bookmark: _Toc467599790][bookmark: _Toc467600599][bookmark: _Toc467597847][bookmark: _Toc467599791][bookmark: _Toc467600600][bookmark: _Toc467597850][bookmark: _Toc467599794][bookmark: _Toc467600603][bookmark: _Toc467597853][bookmark: _Toc467599797][bookmark: _Toc467600606][bookmark: _Toc467597854][bookmark: _Toc467599798][bookmark: _Toc467600607][bookmark: _Toc512333191][bookmark: _Toc512333461][bookmark: _Toc512333731][bookmark: _Toc512334002][bookmark: _Toc512333192][bookmark: _Toc512333462][bookmark: _Toc512333732][bookmark: _Toc512334003][bookmark: _Toc512333193][bookmark: _Toc512333463][bookmark: _Toc512333733][bookmark: _Toc512334004][bookmark: _Toc512333194][bookmark: _Toc512333464][bookmark: _Toc512333734][bookmark: _Toc512334005][bookmark: _Toc512333195][bookmark: _Toc512333465][bookmark: _Toc512333735][bookmark: _Toc512334006][bookmark: _Toc5698560][bookmark: _Toc101394693][bookmark: _Toc206453090]Access and Security 
	UR ID
	Requirement Description

	UR-AS-01
	User access and permissions shall be limited to the authorized individuals with valid user accounts (e.g., Windows username and password).

	UR-AS-02
	The user must be able to limit access to project files via Windows Security.

	UR-AS-03
	The user must be able to secure a project file by assigning a password to open. 


4. [bookmark: _Toc511813393][bookmark: _Toc514858398][bookmark: _Toc5698561]Installation Specifications
<Company name> has defined the following installation specifications for Minitab application.  
	IS ID
	IS Description

	IS-IQ-01
	The correct version of Minitab is installed.

	IS-IQ-02
	The minimum system requirements and components are met to use Minitab:
· Operating System
· RAM
· Processor
· Hard Disk Space
· Screen Resolution
· Connectivity
· Browser
· Additional Software (e.g. Microsoft Visual C++)
· Printer




5. [bookmark: _Toc511813394][bookmark: _Toc5698562]Functional Specifications
<The requirements listed in this section shall be updated with the actual Minitab features that are being used by the organization in their CGMP areas. The functional requirements should have a corresponding user requirement in section 3>
This section provides a more detailed description of the requirements for Minitab expressed in terms that are measurable and verifiable. The specifications in this section define the specific functions that the Minitab system must provide to meet <Company Name> User Requirements (refer to section 3 of this document). The specifications described in this section are Minitab features / functions that are used in CGMP area. Each specification statement is uniquely identified.
Note:  Unless stated otherwise in the specification, functional uses of Minitab are executed through desktop/laptop computer.
[bookmark: _Toc467597858][bookmark: _Toc467599802][bookmark: _Toc467600611][bookmark: _Toc467597859][bookmark: _Toc467599803][bookmark: _Toc467600612][bookmark: _Toc467597860][bookmark: _Toc467599804][bookmark: _Toc467600613][bookmark: _Toc467597861][bookmark: _Toc467599805][bookmark: _Toc467600614][bookmark: _Toc467597865][bookmark: _Toc467599809][bookmark: _Toc467600618][bookmark: _Toc467597866][bookmark: _Toc467599810][bookmark: _Toc467600619][bookmark: _Toc467597870][bookmark: _Toc467599814][bookmark: _Toc467600623][bookmark: _Toc467597871][bookmark: _Toc467599815][bookmark: _Toc467600624][bookmark: _Toc467597876][bookmark: _Toc467599820][bookmark: _Toc467600629][bookmark: _Toc467597877][bookmark: _Toc467599821][bookmark: _Toc467600630][bookmark: _Toc467597879][bookmark: _Toc467599823][bookmark: _Toc467600632][bookmark: _Toc467597880][bookmark: _Toc467599824][bookmark: _Toc467600633][bookmark: _Toc467597881][bookmark: _Toc467599825][bookmark: _Toc467600634][bookmark: _Toc467597885][bookmark: _Toc467599829][bookmark: _Toc467600638][bookmark: _Toc467597887][bookmark: _Toc467599831][bookmark: _Toc467600640][bookmark: _Toc467597888][bookmark: _Toc467599832][bookmark: _Toc467600641][bookmark: _Toc467597889][bookmark: _Toc467599833][bookmark: _Toc467600642][bookmark: _Toc467597890][bookmark: _Toc467599834][bookmark: _Toc467600643][bookmark: _Toc467597891][bookmark: _Toc467599835][bookmark: _Toc467600644][bookmark: _Toc467597892][bookmark: _Toc467599836][bookmark: _Toc467600645][bookmark: _Toc467597893][bookmark: _Toc467599837][bookmark: _Toc467600646][bookmark: _Toc467597894][bookmark: _Toc467599838][bookmark: _Toc467600647][bookmark: _Toc467597897][bookmark: _Toc467599841][bookmark: _Toc467600650][bookmark: _Toc467597898][bookmark: _Toc467599842][bookmark: _Toc467600651][bookmark: _Toc467597903][bookmark: _Toc467599847][bookmark: _Toc467600656][bookmark: _Toc467597913][bookmark: _Toc467599857][bookmark: _Toc467600666][bookmark: _Toc512333198][bookmark: _Toc512333468][bookmark: _Toc512333738][bookmark: _Toc512334009][bookmark: _Toc5698563][bookmark: _Toc136410915][bookmark: _Toc206453100][bookmark: _Toc133123680]Statistical Features
[bookmark: _Toc5698564]General Statistics
	FS ID
	Requirement Description

	FS-GS-02
	The user must be able to perform basic statistics.
· Test and CI for One Proportion
· One-Sample Z
· One-Sample T 
· Two-Sample T-Test and CI 
· Correlation
· Covariance
· Standardize 
· Descriptive Statistics
· Store Descriptive Statistics
· Outlier Test

	FS-GS-03
	The user must be able to perform a regression analysis.
· Regression Analysis
· Prediction
· Regression Analysis (Durbin-Watson Statistic)
· Regression Analysis (Stepwise Selection) 
· Best Subsets Regression (with and without constant term)
· Poisson Regression Analysis
· Stability Study
· Nonlinear Regression

	FS-GS-04
	The user must be able to perform an analysis of variance (ANOVA). 
· ANOVA
· General Linear Model
· General Linear Model (MANOVA)
· One-way ANOVA 
· Mixed Effects Model

	FS-GS-05
	The user must be able to perform a nonparametric analysis.
· Mood's Median Test
· Runs Test
· Wilcoxon Signed Rank Test
· Mann-Whitney
· Sign CI
· Pairwise Slopes
· Pairwise Differences
· Friedman Test

	FS-GS-06
	The user must be able to generate tables (tabulations).
· Tabulated Statistics
· Tally for Discrete Variables
· Cross Tabulation and Chi-Square

	FS-GS-07
	The user must be able to perform a multivariate analysis.
· Discriminant Analysis
· Principal Component Analysis
· Factor Analysis
· Cluster Analysis of Observations
· Cluster Analysis of Variables
· K-means Cluster Analysis

	FS-GS-08
	The user must be able to perform a time series analysis.
· Time Series Plot
· Autocorrelation Function
· Partial Autocorrelation Function
· ARIMA Model
· Trend Analysis

	FS-GS-09
	The user must be able to perform an equivalence test.
· Two-Sample Equivalence Test

	FS-GS-10
	The user must be able to perform a power and sample size analysis.
· Power and Sample Size: 1-Sample Z Test
· Power and Sample Size: General Full Factorial Design
· Power and Sample Size: 2-Sample Equivalence Test
· Sample Size for Tolerance Intervals

	FS-GS-11
	The user must be able to perform resampling techniques.
· Bootstrapping for Difference in Means
· Randomization Test for 1-Sample Mean



[bookmark: _Toc5698565]Quality Control
	FS ID
	Functional Specification

	FS-QC-01
	The user must be able to generate quality control charts and reports.
· Xbar Chart
· R Chart
· S Chart
· Probability Plot
· Box-Cox Plot
· I Chart
· Moving Average Chart
· P Chart
· Pareto Chart
· Gage R&R Study
· I-MR-R/S (Between/Within) Chart
· Symmetry Plot
· Process Capability Report
· Between/Within Capability Sixpack Report
· Poisson Process Capability Report
· Attribute Gage Report (Analytic)

	FS-QC-02
	The user must be able to generate quality control tolerance intervals (distribution).
· Normal Method
· Lognormal Method
· Gamma Method
· Exponential Method
· Smallest Extreme Value Method
· Largest Extreme Value Method
· Logistic Method
· Loglogistic Method
· Weibull Method



[bookmark: _Toc5698566]Reliability/Survival Analysis
	FS ID
	Requirement Description

	FS-RS-01
	The user must be able to perform a reliability and survival analysis.
· Distribution Analysis (Right censoring)
· Distribution Analysis (Arbitrary censoring)
· Parametric Growth Curve
· Estimation Test Plans
· Probit Analysis



[bookmark: _Toc5698567]Design of Experiments
	FS ID
	Requirement Description

	FS-DE-01
	The user must be able to generate a screening design.
· Definitive Screening Design
· Screening Design Model
· Screening Design Binary Logistic Regression

	FS-DE-02
	The user must be able to generate a factorial design.
· Fractional Factorial Design
· Plackett-Burman Design 
· Full Factorial Design
· Factorial Regression
· Factorial Binary Logistic Regression
· Multilevel Factorial Design

	FS-DE-03
	The user must be able to generate a split-plot design. 
· Full Factorial Split-Plot Design

	FS-DE-04
	The user must be able to generate a response surface design. 
· Box-Behnken Design
· Central Composite Design
· Response Surface Regression
· Optimal Design

	FS-DE-05
	The user must be able to generate mixture models.
· Response Optimization
· Simplex Centroid Design
· Simplex Design Plot




[bookmark: _Toc5698568]Graphs and Assistant Menu 
	FS ID
	Requirement Description

	FS-GA-01
	The user must be able to generate graphs:
· Scatterplot
· Histogram
· Boxplot
· Pie chart
· Surface plot
· Empirical CDF
· Contour plot
· Marginal plot
· Bubble plot

	FS-GA-02
	The user must be able to perform an analysis using the Assistant menu:
· Create Modeling Design
· I-MR Chart
· 2-Sample t Test for the Mean
· Graphical Summary
· Before/After Capability Comparison
· Regression



Predictive Analytics
	FS ID
	Requirement Description

	FS-PA-01
	The user must be able to perform an analysis using the Predictive Analytics menu:
· CART Classification
· Predict
· CART Regression



[bookmark: _Toc5698569]Project File 
	FS ID
	Requirement Description

	FS-PF-01
	The user must be able to perform the following on a project file:
· Create
· Modify
· Display

	FS-PF-02
	The user must be able to print the following:
· a worksheet
· output (including tables and graphs
· project history



[bookmark: _Toc5698570]Invalid Record Detection 
	FS ID
	Requirement Description

	FS-IR-01
	The system must be able to detect invalid records.
· Invalid field entries
· Incorrect data format (e.g., text in numeric-only field)
· Incorrect file format



[bookmark: _Toc512333249][bookmark: _Toc512333519][bookmark: _Toc512333789][bookmark: _Toc512334058][bookmark: _Toc512333250][bookmark: _Toc512333520][bookmark: _Toc512333790][bookmark: _Toc512334059][bookmark: _Toc512333251][bookmark: _Toc512333521][bookmark: _Toc512333791][bookmark: _Toc512334060][bookmark: _Toc512333253][bookmark: _Toc512333523][bookmark: _Toc512333793][bookmark: _Toc512334062][bookmark: _Toc512333263][bookmark: _Toc512333533][bookmark: _Toc512333803][bookmark: _Toc512334072][bookmark: _Toc512333274][bookmark: _Toc512333544][bookmark: _Toc512333814][bookmark: _Toc512334083][bookmark: _Toc5698571]Access and Security
The system access and security are controlled in the Windows security settings. The general security permissions (e.g., read-only access to data/files) are set in Windows based on roles and/or user account. 
	FS ID
	Requirement Description

	FS-AS-01
	User access and permissions shall be limited to the authorized individuals with valid user accounts (e.g., Windows username and password).

	FS-AS-02
	The user must be able to limit access to project files via Windows Security.
· Windows roles and permissions

	FS-AS-03
	The system must create and display roles.

	FS-AS-04
	The system must change and display roles.

	FS-AS-05
	The system must allow only the system administrator to assign and remove roles.

	FS-AS-06
	The user with read only roles must not be able to change and delete a Minitab file.

	FS-AS-07
	The user must be able to secure a project file within Minitab by assigning a password to open. 




6. [bookmark: _Toc518309074][bookmark: _Toc5698572]Revision History
	Revision
	Date
	Author
	Summary of Changes

	1.0
	13-AUG-2018
	Minitab LLC
	New Document

	1.1
	04-APR-2020
	Minitab LLC
	To support Release 20.2:
· Add UR ID: UR-SF-08, Predictive Analytics 01 
· Add section 5.1.6 Predictive Analytics, FS ID: FS-PA-01 

	1.2
	15-SEP-2020
	Minitab LLC
	Remove “Windows 32-bit” from section 2 System Description

	1.3
	16-MAR-2023
	Minitab LLC
	In Referenced documents section 1.4, 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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