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A crucial piece of every drug development program is the introduction of the drug 
into humans. Designing clinical trials around a compound involves and requires 
multiple disciplines and expertise, including clinical and biostatistics in order to be 
able to run GMP-conform and ethically sound, reliable, studies that can give the re-
levant data output. Some of the challenges met when designing a clinical trial con-
cerns finding the right indications and implementing the right inclusion and exclu-
sion criteria, as well as proper documentation to ensure regulatory compliance.

In this forum, we will highlight the general, and dive into some of the more 
specific requirements for setting up clinical trials. We are delighted to have 
Ricardo Hermosilla, Translational medicine leader at Roche, as the first speaker 
of the evening. He will give us an overview of the subject, and tell us 
about  clinical trials in rare disease in particular. In the second lecture, 
Antonio Pezzutto and Matthias Obenaus will share their experiences with us 
from their current work of designing a clinical trial for a MAGE-A1-
specific cellular product in leukemia. Their talk will highlight the specifics of 
designing a clinical trial for an Advanced Therapeutic Medical Product (ATMP).
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