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8:00 - 8.45 amellou
8.45 - 9.00 Woin

9:00 - 10:15 Introduction

O What is Computerized System, Computerized System Life Cycle, and Computerized
System Validation?

O The importance of Good Automated Manufacturing Practice and why we do
Computerized System Validation

O When do we do Computerized System Validation?

O Examples of Computerized System in pharmaceutical industries (Manufacturing,
Quality Control, Warehousing and Distribution, Quality Assurance, etc.)
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10:30-12:00

12:00 - 13:00

13:00 - 14:00

14:00 - 15:00

15:00 - 15:15
15:15 - 16:15

Overview of related to Computerized System Validation and Good Practices Related to
Computerized Systems

O Audit Trail
Electronic Records
Electronic Signatures
Business Continuity Plan
Backup and Recovery Plan
Interface and Stand alone
Authorized levels
Vendor selection
System Security
Archiving
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Commercial of the shelf and Customized system
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THAI FDA inspection related to CSV
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How to manage ‘System Users, Electronic Records, Electronic Signatures, and
System Security’  according to PICs, ICH, Annex 11, and 21CFR part 11.
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Examples of Warning Letter from USFDA inspection related to Computerized Systems
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8:30 - 9:00

9:00 - 10:00

10:00 - 10:15

10:15 - 11:45

11:45 - 13:00

13:00 - 14:30
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Panel: Computerized System Validation: Step by step from the start to completion
(eg. Enterprise Resource Planning, ERP, system)
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Panel: Computerized System Validation: Step by step from the start to completion (eg.
Enterprise Resource Planning, ERP, system) (5i0)
lay  anysny aasgalsan
wazAn.atiud Juganade
UTEN 23AN1SNdUNTIU-LBT3Le03TYIng 911in
WNFUUTENIUBIMITNANIY

Group Workshop on User Requirement Specification (URS)
O Source 1 : Operation needs

O Source 2 : Compliance & System Security
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14:30 - 14:45  WASUUTEMIUBINNTIN

14:45 - 16:15  Group Workshop: a design and control to support compliance when new computerized
system is needed
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8:30 - 9:00 gLl
9:00 - 10:30 Group Workshop: Creating Validation Plan
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10:45 - 11:45  Group Workshop: Creating Test Script for User Acceptance Testing
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13:00 - 14:30  Group Workshop: Creating Requirement Traceability Matrix (RTM)
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14:45 - 15:45  Group Workshop: Completing Validation Report
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