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Doc. 
Level Doc. No. Doc. Name Key Contents 

1 VP-008 CSV Validation Master 
Plan 

• CSV lifecycle 
• Validation approach linked to GAMP5 category 
• CSV supporting processes  

(CoC & deviation, supplier assessment, risk management, training, 
document) 
 

• CSV strategy for legacy system 
• Inventory List 

2 VDC-010 Computerized System 
Validation Procedure 

• Validation plan 
• URS 
• DS/FS 
• IQ/OQ/PQ 
• Validation summary report 
• Traceability matrix 
• Validation of legacy systems 

2 VDC-011 

Computerized System 
GxP Assessment, 
Software Categorization 
and Risk Assessment 

• GxP assessment 
• GAMP5 software categorization 
• Overall (initial) risk assessment 
• Functional risk assessment 

2 VDC-012 Computerized System 
Handover Procedure 

• Verification of the establishment of operational 
SOP 

2 VDC-014 Computerized System 
Incident Management 

• Identification and evaluation of incidents 
• Incident log 

Phase 1 Phase 2 Phase 3 
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Doc. 
Level Doc. No. Subject Key Contents 

2 VDC-015 Computerized System 
Periodic Evaluation 

• Frequency of evaluation 
• Preparation of relevant information 
• Conducting the evaluation 
• Output from the evaluation 

2 VDC-016 
Computerized System 
Security and Privilege 
Management 

• Access management 
• Physical and technical security measures 
• Virus management 

2 VDC-017 
Computerized System 
Back-up and Restore 
Management 

• Backup and restore procedure 
• Media used for storage 
• Backup log 
• Testing of backup and restore process 

2 VDC-018 
Computerized System 
Archive and Retrieval 
Management 

• Archive and retrieval procedures 
• Media used for storage 
• Archive log 
• Periodic review of archived data over retention 

period 
• Periodic exercise of retrieval process 

2 VDC-019 Excel Spreadsheet 
Management 

• Spreadsheet creation and control 
• Spreadsheet validation 

2 VDC-020 Computerized System 
Retirement Management 

• System withdrawal 
• Data and record migration, archiving and 

destruction 

CSV Governance Procedure List (2/2) 
Phase 1 Phase 2 Phase 3 
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Doc. 
Level Doc. No. Doc. Name 

2 QPS-001 Quality Document and Data Control 

2 QPS-009 Change Control Procedure 

2 QPS-003 Event and Deviation Management 

2 QPS-004 Corrective Action and Preventive Action 

2 QPS-006 Personnel Training 

2 QPS-030 Non-formulation Materials and Technical Service 
Vendor Management 

2 QPS-035 Data Integrity Management Policy 

3 QAP-031 Document Retention and Abolition 

CSV Supporting Procedure List 
Phase 1 Phase 2 Phase 3 



Gaps Addressed by Procedures  
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No. Focus Area 

1 Inventory list and GxP applicability 

2 Infrastructure qualification 

3 Security 

4 Data storage and backup 

5 Suppliers and service providers 

6 Periodic evaluation 

7 Validation deliverables and  
operational procedures 

8 Spreadsheet validation 

9 Personnel qualification 

10 CAPA process 

11 Record retention 

12 Change and configuration management 

CSV or Supporting Procedures 

VP-008, VDC-011 

VDC-010, VDC-011 

VDC-016 

VDC-010, VDC-011, VDC-017 

VP-008, QPS-030 

VDC-015 

VP-008, VDC-010, VDC-011,  
VDC-015~VDC-018, VDC-020, QPS-035 

VDC-019 

QPS-006, ED-005 

QPS-004 

VDC-015, VDC-017, QPS-035 

VDC-010, VDC-020 

Phase 1 Phase 2 Phase 3 

Gap assessment for legacy system 
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Execute 
Actions 

Prioritize 
Actions 

Gap 
Assessment 

Register in 
Inventory list 

GAMP 
Category & 
Risk Level 

SOP 
Requirement 

Prioritize  
SOP 

Revise 
SOP 

Create 
New SOP 

Validation 
Requirement 

Prioritize 
Validation 

Validate 
Function 

Phase 1 Phase 2 Phase 3 



TThank You 


