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Day 1

Session 1. How to design a clinical trial?

An overview of the different aspects of

clinical trials

Traditional vs novel trial designing

The trials: the objectives, the site, the finance

and the role of the ethics committee and

research office

Surrogate endpoints and streamlined trials

Session 2. Regulatory aspects

Requirements from regulatory agencies:

endpoints, comparators, type of studies

The role of the research office

Session 3. How to run a trial efficiently?

The role of the principal investigator: keys to

success, perils and tribulations

the team, the procedures, the monitor and the

sponsor

Post marketing surveillance

Session 4. Trial categories

Randomized controlled trials

Registries
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Statistical issues in clinical trials-basic notions

How to interpret clinical trial data?

How to write a manuscript?

How to make the most of your data?
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