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el R coginan 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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GAMP5 : A basic Framework for
Specification and Qualification

User
Requirements Verifies PQ
Specification

Functional <
Specification Veriies oY
Design
Specification Ver IQ
System Build

PQ: Performance Qualification
OQ: Operational Qualification
1Q: Installation Qualification
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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. RAS- Risk Analysis
Test effort according to risk factor.

1Q Write 1Q protocol IQ Protocol/Report
Execute 1Q protocol + Write report

0Q Write OQ protocol OQ Protocol/Report
Execute OQ protocol + Write report

PQ Write PQ protocol PQ Protocol/Report
Execute PQ protocol + Write report

VRE Final validation report VRE- Validation report.
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wsml:!rme How IRQA supports validation

Define validation projects meta -model
Manage user requirements and attributes
Manage functional specification

Define 1Q, OQ, PQ tests

Manage traceability matrices

Create documents based on templates

© O© © © ©O© ©

Also:
9 Manage design specification
9 Conduct Risk Analysis
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Functional Requirements

REQ| Type of Reguirement

Mon-Functional Requirements ok Requiremerb User Requirements Specification Verify Test Scenarios PQ
REQ REQ TS|
Type of Reguirement
tisfy
Regulatory Requirements
-_— Functional Specification Verify Test Scenarios 0Q
Risk Mitigation Activity i Verify
REQ
Design Specification Verify sk Seenanos il
REQ TS
Requirements  Functional Specs  Tests Traceability Risk Analysis
9  Functional (Services) 9 PQ 9 FSXURS 9 Risk Factors

9 0Q 9 DSXxFS
9 1Q 9 URS/FS/DS x
Tests

9 Non-functional
9 Regulatory
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= IROA 4 - [Pharmaceutical Model - Pharmaceutical Project v 0.0 ( ADMIN ) : Requirements (59) "User Requirements Specification”]

Project Edit Engineering process  Tools Reports  View  Window Help

AN WX ¥ B T aCeStiessamssess 3 Basic attributes

~ No active block = -3 LR - e E LS 4+ = Whole Specification T
. ‘lstlevel: Document - Validation Framework = 2nd Level: User Requirements Spec = 3 Cod e
CEEET Y | serting number Code Name |REQUIRED ~  |SUPPORTED | 21CFRP1L ICHES & 3 3 Name
[ User Ry ts Specificatio A F : K s
_fe;u:?;g:;’;lqui;enf'e:; ol 11.2.9 REQ_0630 Login rejection 7 2 3 Descri ptlon
.- REQ_0028 The system shall reject login attempts if an inappropriate username / password combination is supplied. Il
- REQ 0029 1210 REQ_0640  User profiles i 3 Hi h
B R0 The system shall allow creation of user groups each having different rights with regard to accessing requirements, ierarc y
; EEQ-EESE tests and aftributes. . i i
; RES_DIDD 1.2.10.1 REQ_0710 Users allocation to user groups o] con 3 H|erarChy relat|onSh|pS
- REQ_D120 The system shall allow allocation of individual users to groups. The user will then inherit the privileges associated
- REQ_0130 with the group. 3 M t d |
REQ_0150 : e a-mO e
| REQ 0160 1.3 Regulatory Requirements
REQ_1120
- REQ_ 0170 1.3.1 REQ_0010 Open RDBMS 0 DEV V1126 V14 3 Type
-+ REQ 0230 'The system shall allow the choice of the RDBMS to be used for data collection from industry standard applications. . .
HECER020) )y (If132 REQ_0740  Unique requirement codes ([ W 1L100 133 3 User defined attributes
- REQ_0270 ; = z
- REQ_0290 The system shall prevent the user from entering a non unigue reguirement Code__‘
- REQ_0300 43 REQ_0750 Mandatory requirement cod... 7_"711-10(*? Vi 3 Change CO ntrol
ki The system shall prevent the user from saving a requirement with no code.
eq 00 134 REQ_0800 Requirement author ) 3 Check-in/ check-out
RED)_0440 The system shall automatically associate a ‘requirement author’ (the user who is logged into the application) to
REQ_0450 requirements when created or modified. 1
REQF;E“?E%D 1.3.41 REQ_0810 Contral of requirement author M 11.100) 3 Histo ry
REg:MgD The system shall not allow the ‘requirement author’ field to be altered.
REQ_0500 135 REQ_0820 Requirement creation date ... 11-3‘3
: E:g—g_ﬁ The system shall automatically include the creation date / time with the requirement record when created or <
] = modified.
- REQ_0730 - = - I~ 11.3(a)
¥ 11351 REQ_0830 Control of t creation d... COoN
¢ v IS o . v
Description
Ready ROWS

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




visure

the requirements company

Manage FS (Services)

3 Basic attributes
3 Code
3 Name
3 Description

3 Trace to URS

3 Managerel. 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 Businessimpact
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 1Q, OQ, PQ tests

9 Basic attributes
9 Code
9 Name
9 Description

9 Traceability
9 Test AAURS
9 Test AA&AFS
9 Test A&ADS

9 Test steps
9 Stepld
9 Action
9 Expected result

www.visuresolutions.com
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N ABR cogppany Manage traceability matrixes

9 Features
9 Select axes
Apply filters
Show non-related items
User defined “motive”

© O© ©O© ©

Export to Excel
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9 Custom reports types
9 Listreports

9 Output
9 Word, PDF, HTML, etc.
9 Options

9 Select attributes
9 Order results

9 Apply filters

9 Traceability
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3 Excel

3 Export to Excel
Import from Excel
Select attributes
Apply filters

Order rows

W W w w w

Flat / Hierarchy
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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

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?)

o
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N ABR cogppany 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.
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