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Objectives

The student will get a general understanding of
What a clinical trial is

GCP guidelines and EU directives
Informed Consent

How to recruit and keep patients
Discuss case studies

Quick overview of clinical trials

In this section we will discuss what a clinical trial is, the types of clinical trials, the phases of
clinical trials, reasons to do clinical trials and who is involved in trials.

Quick overview of GCP guidelines

We will do a brief overview of the basic principles of Good Clinical Practice and how they are
implemented into clinical trials.

Quick overview of EU clinical trials directives

We will discuss the European directives and how they impact upon clinical trials.
Two European Union Directives

Purpose

Overview

What types of trials does it cover?

Overview of Informed Consent
We will overview the basic principles of the importance of Informed Consent and the practical
implications.

¢ Informed Consent

e Principles

e Special considerations

How to recruit patients and keep study patients
We will discuss how you can find patients for studies and how to keep the patients in your
studies.

Case studies
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