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O Case studies

0 Scope of the project and the definition of “unmet medical need”
0 Post-marketing obligations fulfilment:

« Patients registries

« Shifting in costs

 Withdrawal from the market

O Prescriptions control

O Information vs. communication to patients and doctors

0 Observational studies: robust enough to provide evidence?
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BEUC malin objective:

Guarantee consumers have timely access
to safe, innovative and affordable
treatments
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