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Background

National compassionate use program are governed by individual Member States (MS) legislation. The Italian Ministerial Decree 8 May 2003, as
amended in 2008, on the therapeutic use of an investigational medicinal product, represents the legislative frame defining a Compassionate Use Pro-
gram (CUP).

Accordingly, an investigational drug can be requested to the manufacturing Company for use outside clinical trials, for a single patient or a cohort, if al-
ternative treatments are not available. Safety and efficacy data from completed or ongoing phase lll trials - in life threatening condition, data from com-
pleted phase Il - must be available and fully comparable with the proposed patient(s) profile and a positive opinion be adopted by the local Ethics Com-
mittee (EC). Expanded access can also be part of CUPs.

Purpose

The aim of this surveillance was to achieve a clear picture of the CUPs at
Hospital level. The outcome as subsequent Marketing Authorization (MA) of
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Results
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calculated as 143.352 €.

Conclusions

CUPs may be offered as therapeutic options to patients in settings
characterized by unmet medical needs. They can also represent a
cost-saving opportunity at Hospital level.
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