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Scientific conclusions and grounds for variation to the terms of the marketing authorisations

The MAH has fulfilled the commitment to present the final results of a non-interventional post-
authorisation safety study:

A 5-year multi-center, observational post-authorisation safety study to document the utilisation of Wakix
in the treatment of narcolepsy with and without cataplexy and to collect information on its long-term
safety when used in routine medical practice.

The study has provided data on the long-term use and safety of pitolisant in real-world setting. The final
data do not indicate any new and unexpected safety findings with pitolisant.

Therefore, in view of available data regarding the PASS final study report, the PRAC Rapporteur
considered that changes to the conditions of the marketing authorisation were warranted.
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