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A Phase 1/2a Study to Evaluate Safety, Pharmacokinetic and Pharmacodynamic
Dose Escalation and Expansion Study of PXS-5505 in Patients With Primary,
Postpolycythemia Vera or Post-essential Thrombocythemia Myelofibrosis

Clinical summary

This study consists of three phases: a dose escalation phse, a cohort expansion phase, and an add-on
phase.

In the dose escalation phase,&nbsp;PXS-5505 will be given as a hard capsule at a starting dose of
100mg twice daily with a treatment duration of 4 weeks. Patients will be able to participate in more
than one dose level.&nbsp;

During the cohort expansion phase, up to 24 participants will be treated at the dose determined
appropriate during the dose escalation phase, for a period of up to 6 months. Patients from the dose
escalation phase will be able to participate in the cohort expansion phase.&nbsp;

In the add-on phase,&nbsp;PXS-5505 will be given to patients, already receiving a stable dose of
ruxolitinib, for a period of up to 12 months. Up to 15 patients wil enrol in the add-on phase in order
to obtain 12 patients with at least 1 month's exposure to&nbsp;PXS-5505 on top of
ruxolitinib.&nbsp;

Conditions
This trial is treating patients with Primary, Postpolycythemia Vera or Post-essential
Thrombocythemia Myelofibrosis
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