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Module A Morning Morning Midday Afternoon Evening
Day I. Welcome & Scientific evolution of Plenary session: From regulatory approval Welcome diner
23 September | introduction to case | medicines’ regulation “Building the European | to patienst access: How the
2026 studies medicines regulatory EU HTA regulation is
system: history, reshaping drug
governance and development
strategic evolution
Speaker(s) Jens van Bert Leufkens Bert Leufkens, Hans Eline Hendriksen
Wijngaarden van Bronswijk &
Thoman Lénngren
Time 09.30 - 10.00 10.15-12.00 13.30-14.45 15.30-17.00 19.00 - 21.00
Day 2: Other European The new The European Drug development and Case studies

24 September
2026

registration

procedures, why do
they exist and how
to deal with them

Pharmaceutical
Legislation; an overview
of the reforms

centralised procedure
and the role of the
EMA

route to market: academic,
startup and SME
perspective

Speaker(s) Kora Doorduyn Anna Wawrzyiak Maud Dirken Edwin Spaans Jens van Wijngaarden
& Hans van Bronswijk

Time 9.15-10.45 11.00-12.30 13.30-15.15 15.30-17.00 19.30 - 21:30
Day 3: Insights in regulatory The international Wrap-up Module A and
25 September strategy: the why, the context of medicines’ case studies (looking
2026 what and the how. regulation, forward to Module B)

convergence, reliance

and collaboration
Speaker(s) To be decided Carolina de la Portilla Roelie Marinus Jens van Wijngaarden &

Hans van Bronswijk

Time 9.15-10.30 10.45-12.15 13.30-15.00 15.156 —15.45




