Arbeitsgruppe
Pharmazeutische

Forschung

In der Deutschen Region der
Internationalen Biometrischen Gesellschaft

Agenda

Workshop 28-November-2025
Bridging Development and EUHTA: Insights for Statisticians

Registration for the workshop and pre-event get-together is required!
Click here to register!
Registration Deadline 01-Nov-2025

27-November-2025
Informal get-together from 6:30 pm
Venue: Wirtshaus Rechthaler Hof, Arnulfstrasse 10, 80353 Miinchen

28-November-2025

from 08:00 Registration, Coffee, Get Together

08:45 —09:00 Welcome

09:00-12:30 | MORNING SESSION

09:00-09:30 | Treatment Policy estimands and authority interactions Lisa Hiller (Metronomia)

09:30-10:00 | Understanding the EU HTA process: A Guide for all Statisticians | Katrin Kupas (Merck)

10:00 - 10:30 Coffee Break

Strategic Planning for EU-HTA: Trial Design and JCA-Dossier Angela Emser, Daniel Saure
10:30-11:00
Development (BI)
11:00 — 11:30 EV|der.1c§ Generation for EU-HTA: From Data to JCA-Dossier Sory Traore (Eli Lilly)
Submission
11:30-11:45 | Report from the EU Commission’s stakeholder workshop Christoph Gerlinger (Bayer)
11:45-12:30 Panel Discussion Presenter Morning Session

12:30-13:30 Lunch Break



https://forms.office.com/Pages/ResponsePage.aspx?id=lHsXmAqdVk6FhiyI5QFxJ4Le0-DFnIRPs8rz4dJALCNUOEYzVjBFRTlDNlo2VUdMWFhFUEtDQUdNMy4u

Agenda

Workshop 28-November-2025
Bridging Development and EUHTA: Insights for Statisticians
Registration for the workshop and pre-event get-together is required!
https://forms.office.com/Pages/ResponsePage.aspx?id=IHsXmAqgdVk6Fhiyl5QFxJ4Le0-
DFnIRPs8rz4dJALCNUOEYzVjBFRTIDNIo2VUdMWFhFUEtDQUdNMy4u
Registration Deadline 01-Nov-2025
28-November-2025
13:30-16:30 AFTERNOON SESSION
13:30-13:45 APF Working Group Updates
JCA/EU HTA — Mind the EGAP: Evidence Generation
13:45 — 14:15 Analyses Plan, a pIatfor.n.w fo.r documgntlng statistical Lovisa Berggren (UCB)
requirements and specifications outside of our regulatory
plan from early to launch
14:15 — 14:45 EV|d‘enc.e Genera‘tlon and ITC Feasibility for EQ-HTA: Stefanie Wiistner (AMS)
Navigating Practical Challenges and Opportunities
14:45-15:30 Coffee Break
Surrogate outcome validation methodology within the JCA | Dietrich Knoerzer (Roche)
15:30-16:00 guidance framework — Considerations from an industry Sarah Bohme (Pfizer)
perspective Robert Bauer (Novo Nordisk)
16:00 —16:30 Discussion afternoon Session
16:30 End of the meeting and Final Coffee

Meeting Venue:

LE MERIDIEN
MUNICH

BayerstraRe 41, 80335 Miinchen, Germany
Lemeridienmunich.com

There is a special offer for attendees who would like to stay at this hotel (199,00 Euros incl. breakfast).

Please use this

link for booking.

This offer will be available until 15-October-2025



https://www.marriott.com/de/event-reservations/reservation-link.mi?id=1748346935144&key=GRP&guestreslink2=true&app=resvlink
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