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eLearning week 6 module programme

Week 6 - BTC PREPARATION PROCESS AUTHORISATION
15/01/24 - 19/01/24

Tutors and External experts involved:
R. Barrio, External expert (IES), A. Vassanelli, U. La Rocca, J. Kurz, A. Kurzreiter, S. Pupella

SYNCHRONOUS LIVE APPOINTMENTS INDEPENDENT ASYNCHRONOUS STUDY
15-Jan Monday When (CET) ACTIVITY Who
Intro message launched in the “Announcements” 10:00 - 11:00
Tuesday PRE SELF-ASSESSMENT QUIZ
16-Jan ) .
Independent asynchronous study Pre-recorded presentation on A common
Wednesday When (CET) approach on PPA (a focus on Technical Annexes R. Barrio
17-Jan  Synchronous live session - Lecture followed by of the GAPP Guideline for PPA)
breakout sessions on Quality and safety assessment 14:00 - 15:30 Assignment on Clinical assessment as part of PPA S[:: Pupellla
(product/process) (risk-based) xterna
Thursday Expert (IES)
IR Independent asynchronous study Exézlsgkilészgﬁgs'\g%g
Friday When (CET)

19-Jan Forum - discussion on selected documents on Clinical EVALUATION TEST

14:00 - 16:00

assessment as part of PPA (risk-based)
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This document was produced under the EU4Health Programme under a service contract with the European Health and Digital Executive Agency (HaDEA) acting under the mandate from the European Commission. The
information and views set out in this document are those of the author(s) and do not necessarily reflect the official opinion of the Commission/Executive Agency. The Commission/Executive Agency do not guarantee the
accuracy of the data included in this document. Neither the Commission/Executive Agency nor any person acting on the Commission’s/Executive Agency’s behalf may be held responsible for the use which may be made of
the information contained therein.
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