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The European Medicines Agency (EMA) has recently 
published the long-awaited revisions of EU GMP 
Chapter 4 and Annex 11, along with the release 
of the new Annex 22 – Artificial Intelligence. 
These regulatory updates represent a major step 
forward for the life sciences sector, setting new 
expectations in data integrity, computerized 
system validation, and AI governance.

To explore the scope and impact of these changes, 
we are delighted to invite you to a two-day 
seminar dedicated to the regulatory, technical, 
and practical aspects of these updates.

•	 To provide a detailed understanding of the 
updated structure and expectations of EU GMP 
Chapter 4.

•	 To review the major revisions introduced 
in Annex 11 and their implications for 
computerized systems.

•	 To introduce Annex 22 (Artificial Intelligence) 
and its relevance in regulated environments.

•	 To discuss practical approaches, documentation 
strategies, and inspection readiness.

The professionals of pharmaceutical and 
biotechnology sectors from the following 
departments:

•	 CQV
•	 CSV
•	 Data Governance
•	 Digital Transformation
•	 IT
•	 Quality Assurance
•	 Regulatory Affairs

•	 Comprehensive understanding of Chapter 4’s 
expanded documentation expectations.

•	 Insights into Annex 11’s updated focus on 
system control and cybersecurity.

•	 Clear overview of Annex 22’s scope and 
regulatory intent.

•	 Practical guidance on aligning procedures, 
documentation, and systems with EMA 
expectations.
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Time Topic
09:30 -10:00 Welcome and Opening Remarks
10:00 - 11:15 EU GMP Chapter 4 – Documentation Principles and Structure

• Revised hierarchy of documents and records
• Integration of digital and hybrid documentation models
• Traceability, metadata, and authenticity requirements

11:15 - 11:30 Coffee Break
11:30 - 13:00 Documentation Lifecycle and Data Integrity Alignment

• Creation, approval, storage, and archiving of controlled documents
• Managing hybrid systems (paper/electronic)
• Ensuring integrity across the data lifecycle

13:00 - 14:00 Lunch
14:00 - 15:30 Practical Session: Documentation and Record Management 

in a Digital Environment
• Common compliance challenges
• Examples from audit findings and remediation cases

15:30 - 16:00 Coffee Break
16:00 - 17:00 Panel Discussion: Readiness of the Life Sciences Industry for the New Revisions

– Challenges and opportunities in adapting to the revised framework

Time Topic
09:30 -10:45 Annex 11 Revision – Key Changes and Industry Impact

• Updated definitions and responsibilities
• Validation expectations and documentation requirements
• Supplier management and cybersecurity considerations

10:45 - 11:15 Coffee Break
11:15 - 12:30 Operationalizing Annex 11 Requirements

• Periodic review, change control, and deviation management
• System retirement and data migration aspects

12:30 - 13:30 Lunch
13:30 - 15:00 Annex 22 – Artificial Intelligence: Regulatory Introduction and Scope

• Purpose and applicability of the new guide
• Governance and accountability for AI/ML systems
• Early industry considerations and future outlook

15:00 - 15:30 Coffee Break
15:30 - 16:30 Panel Discussion: Adapting documentation, systems, and governance to the revised framework
16:30 - 17:00 Closing Remarks & Q&A

AGENDA

Day 2 - Annex 11 & Annex 22 Overview

Day 1 - Regulatory Framework & Core Revisions



Registration Fee
Regular Registration
(up to 09 Jan 2026)

450.00 €

Early Bird Registration
(up to 25 Nov 2025)

370.00 €

Group Registration
(3+ attendees / company)

350.00 €

REGISTRATION FEES

Participants will receive a Certificate of Attendance 
upon completion of the seminar.

Please click the button below or scan the QR code 
to complete your registration form.

REGISTRATION FORM

With over 20 years of technically rich experience, 
we specialize in cGMP, GLP, GCP and GAMP 
compliance. Our global team of 80+ consultants 
brings deep knowledge and practical expertise to 
support every stage of the computerized systems 
lifecycle.

Beyond our focused strength in digital compliance, 
we provide comprehensive support across the 
life sciences sector - including compliance 
management, validation, auditing, training, quality 
assurance and project management.

Our mission is to help organizations achieve 
regulatory excellence and seamless integration of 
innovation within compliant frameworks.

CERTIFICATES

REGISTRATION
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