
www.visuresolutions.com

SYSTEM VALIDATION WITH IRQA IN 
MEDICAL/PHARMACEUTICAL SECTOR

Jürgen Gladigau



www.visuresolutions.com Copyright 2008 © Visure Solutions, The Requirements Company - +34 91 806 17 13 - info@visuresolutions.com - 28760 Tres Cantos MA DRID 2

Validation (GAMP 5)

�9 Validation: Establishing documented evidence which provides a high 
degree of assurance that a specific process will consistently produce a 
product meeting its pre -determined specifications and quality 
attributes.
FDA (US Food and Drug Administration) Guidelines on General Principles of Process 
Validation, May 1987

�9 De facto standard to perform validation activities in 
Medical/Pharmaceutical sector: GAMP 5 (Good Automated 
Manufacturing Practice Guide), February 2008, ISPE ( International Society 
for Pharmaceutical Engineering, www.ispe.org )
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Validation framework
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GAMP5 :  A basic Framework for 
Specification and Qualification

Verifies

Verifies

Verifies

PQ: Performance Qualification
OQ: Operational Qualification
IQ: Installation Qualification



www.visuresolutions.com Copyright 2008 © Visure Solutions, The Requirements Company - +34 91 806 17 13 - info@visuresolutions.com - 28760 Tres Cantos MA DRID 4

Validation activities

VALIDATION ACTIVITIES

Activities Description Deliverables

URS Write, review and approve URS. URS – User Req. Specs.

Validation plan Define strategy and validation activities. VPL – Validation plan

Functional 
Specifications

Review and approve functional 
specifications.

FS – Functional Specs.

Design 
Specifications

Review and approve design 
specifications.

DS – Design Specs.

Development Review code

Risk Analysis Evaluate function’s risk factor.
Test effort according to risk factor.

RAS – Risk Analysis

IQ Write IQ protocol
Execute IQ protocol + Write report

IQ Protocol/Report

OQ Write OQ protocol
Execute OQ protocol + Write report

OQ Protocol/Report

PQ Write PQ protocol
Execute PQ protocol + Write report

PQ Protocol/Report

VRE Final validation report VRE – Validation report.
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How IRQA supports validation

�9 Define validation projects meta -model
�9 Manage user requirements and attributes
�9 Manage functional specification
�9 Define IQ, OQ, PQ tests
�9 Manage traceability matrices
�9 Create documents based on templates

Also:
�9 Manage design specification
�9 Conduct Risk Analysis
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Validation meta -model in IRQA

Requirements
�9 Functional
�9 Non-functional
�9 Regulatory

Functional Specs 
(Services)

Tests
�9 PQ
�9 OQ
�9 IQ

Traceability
�9 FS x URS
�9 DS x FS
�9 URS/FS/DS x 

Tests

Risk Analysis
�9 Risk Factors
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Manage URS

�3 Basic attributes
�3 Code

�3 Name

�3 Description

�3 Hierarchy
�3 Hierarchy relationships

�3 Meta-model
�3 Type

�3 User defined attributes

�3 Change control
�3 Check-in / check-out

�3 History
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Manage FS (Services)

�3 Basic attributes
�3 Code

�3 Name

�3 Description

�3 Trace to URS
�3 Manage rel. as a list

�3 Manage rel. as a matrix

�3 Dangling FS/URS

�3 Change control
�3 Check-in / check-out

�3 History
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Conduct Risk Analysis

�3 Parametric mode
�3 Probability 

�3 Business impact

�3 Function complexity

�3 Export / Import
�3 Export to Excel

�3 Import from Excel

�3 For user review

�3 For calculations

�3 Final Risk Factor
�3 4 categories: A,B,C,D

�3 Determines test effort
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Manage IQ, OQ, PQ tests

�9 Basic attributes
�9 Code

�9 Name

�9 Description

�9 Traceability
�9 Test �Å�ÆURS

�9 Test �Å�ÆFS

�9 Test �Å�ÆDS

�9 Test steps
�9 Step Id

�9 Action

�9 Expected result
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Manage traceability matrixes

�9 Features
�9 Select axes

�9 Apply filters

�9 Show non-related items

�9 User defined “motive”

�9 Export to Excel
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Create documents

�9 Custom reports types
�9 List reports

�9 Output
�9 Word, PDF, HTML, etc.

�9 Options
�9 Select attributes

�9 Order results

�9 Apply filters

�9 Traceability
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Produce documents

�3 Excel
�3 Export to Excel

�3 Import from Excel

�3 Select attributes

�3 Apply filters

�3 Order rows

�3 Flat  / Hierarchy
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Benefits of using IRQA in validation of automated systems

�9 Support to the validation process according to GAMP 5 or other 
standards

�9 Customization of the validation process according to the validation 
process applied in the company

�9 Customization of the validation process according to the 
characteristics of the system being validated

�9 Reuse of URS
�9 Reuse of Qualification protocols.
�9 Support to traceability between URS and functional specifications, 

or between functional and design specifications. Coverage 
analysis (are all URS traced to functional specifications?)
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Benefits of using IRQA in validation of automated systems

�9 Support to traceability between specifications and qualification 
protocols. Coverage analysis.

�9 Support to traceability between risks and specifications. 
Identification of specifications with associated high impact risks.

�9 Team work support.
�9 Report generation based on company templates.


