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| LEARNING OBJECTIVES

At the conclusion of this virtual live training
course, participants will be able to:

e Recognise the legal and regulatory
aspects for transition.

e Develop a robust transition
implementation strategy.

e |dentify the transition application
dossier components.

¢ Deploy the CTIS transition activities
required for compliance.

| TARGET AUDIENCE

This training course is intended for
professionals with knowledge on CTIS
functionalities and involved in transitioning
clinical trials such as

e Commercial Sponsors of clinical trials

e Non-commercial Sponsors of clinical

trials
e CROs

| OVERVIEW

The live virtual training course aims to enhance
knowledge in managing transition applications in CTIS.
Legal basis, regulatory and operational aspects of
transitions will be explained. Practical case studies to
manage the transition in CTIS will be demonstrated.
Participants will have the opportunity to ask questions
in order to gain a comprehensive understanding of the
CTIS transition activities required for compliance.

| KEY TOPICS
e Legal base and regulatory aspects

o Clinical trials in scope for transition

o Documentation requirements

o Sources of references and guidance

e Operational aspects

o Timing of transition and planning
considerations

o Consolidating versus harmonizing dossier
components

o Product cross-reference and “IMPD-Q only”
application concept

e Procedural aspects

o Master EMA database pre-conditions (1AM,
OMS, XEVMPD)

o Expected process (timelines, RFl/responses,
substantial modification to complete transition
dossier)

e Practical case studies to manage the transition in
CTIS
o Initial transition application
o Subsequent Substantial Modification (SM)
o IMPD-Q only application scheme
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AGENDA | 15 DECEMBER 2023 | 13:30 - 18:00 CET

13:30 WELCOME NOTE AND INTRODUCTION

SESSION 1: LEGAL BASE AND REGULATORY ASPECTS
= Clinical trials in scope for transition
= Documentation requirements
= Sources of references and guidance

SESSION 2: OPERATIONAL ASPECTS

= Timing of transition and planning considerations

= Consolidating versus harmonizing dossier components

=  Product cross-reference and “IMPD-Q only” application concept
SESSION 3: PROCEDURAL ASPECTS

= Master EMA database pre-conditions (IAM, OMS, XEVMPD)

» Expected process (timelines, RFI/responses, substantial modification to complete
transition dossier)

15:00 BREAK

15:30 SESSION 4: PRACTICAL CASE STUDIES TO MANAGE THE TRANSITION IN CTIS

= |[nitial transition application
= Subsequent Substantial Modification (SM)
= |IMPD-Q only application scheme

18:00 END OF THE TRAINING COURSE

| About DIA

DIA is the global connector in the life sciences product |p|an Your Team’s Professional
development process. Our association of more than 18,000

members builds productive relationships by bringing together Development Get a customized training for your

regulators, innovators, and influencers to exchange knowledge department (or even across different departments!) and
and collaborate in an impartial setting. DIA’s network creates benefit from increased:

unparalleled opportunities for exchange of knowledge and has the + Knowledge of a topic of your choice
inter-disciplinary experience to prepare for future developments. +  Flexibility & Convenience

Cost Effectiveness
Or explore eLearning to allow self-paced learning.

For more information, please contact
tereza.krucka@diaglobal.org

The dedicated efforts of DIA staff, members and speakers enable
DIA to provide a comprehensive catalogue of conferences,
workshops, training courses, scientific publications and
educational materials. DIA is a global community representing
thousands of stakeholders working together to bring safe and

effective products to patients.

DIA is an independent, non-profit organisation has its Global
Center in Washington, DC, USA with the European office in Basel,
Switzerland, and additional regional offices in Horsham,
Pennsylvania, USA; Tokyo, Japan; Mumbai, India; and Beijing,
China.
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