
Dr. Giovanni Migliaccio
EATRIS / CVBF

Dr. Leo van der Pol  
Intravacc

Dr. Lucia Gabriele  
Istituto Superiore Di Sanita  �

Dr. Christopher Mann 
Asphalion

Dr Rosan  Kreeftmeijer-Vegter
EATRIS

 Speakers: 

Online self-paced course on Regulatory aspects of vaccine development 

T R A N S V A C

E - L E A R N I N G  C O U R S E

Understand the scientific 
basis and regulatory 
landscape for cancer 
vaccines and ATMPs 
with highlights on CMC, 
nonclinical and clinical 
aspects for cancer 
vaccines

Introduction CMC development Preclinical & clinical Cancer vaccines & ATMPs

Find out how to 
navigate the 
regulatory maze, 
plan a regulatory 
strategy and 
prepare a dossier for 
National Competent 
authorities or EMA 

Learn about Chemis-
try, Manufacturing and 
Control (CMC) aspects 
of vaccine develop-
ment, along with  
regulatory guidance 
on production process 
and validation assays

Explore the regulatory 
landscape for preclini-
cal and clinical testing, 
including relevant 
animal models, clinical 
trial design, efficacy 
endpoints and clinical 
trial application 

The course is designed for professionals working on 
vaccine development who are in need of an introduction to 
the (EU) regulatory requirements associated with the field.
 
The course covers mainly prophylactic vaccines including 
CMC, preclinical and Phase I-II of vaccine development, 
and touches on therapeutic and cancer vaccines as well, 
both from the scientific and regulatory point of view.

10 hours

Investment time

https://e-learning.transmedacademy.eu/mod/page/view.php?id=551

