Feasibility Assessment of Myelofibrosis in Europe
(Germany and France)

Study Description \

Background Myelofibrosis (MF) is a rare, chronic myeloproliferative neoplasm characterized by
progressive bone marrow fibrosis, extramedullary hematopoiesis, and marked
splenomegaly. It may arise as primary MF (PMF) or develop secondary to
polycythemia vera (post-PV MF) or essential thrombocythemia (post-ET MF).12I MF
predominantly affects older patients, with a median age at diagnosis of
approximately 65 years for PMF. Annual incidence is approximately 0.5 to 15 per
100,000 inhabitants, with Germany reporting the highest prevalence among EU
countries at 1.2 to 1.8 per 100,000. 34

Approximately 90% of patients carry a driver mutation in JAK2, CALR, or MPL,
leading to constitutive activation of the JAK-STAT signaling pathway.l®l JAK
inhibitors (JAKi) are now an indispensable component of pharmacological MF
therapy. Ruxolitinib (JAK1/2 inhibitor) represents the established first-line standard
of care, and additional JAKi are now available for previously treated patients and
specific subgroups. Allogeneic stem cell transplantation, however, remains the
only potentially curative approach. 7]

Nevertheless, robust real-world data on the hematological care of MF patients in
Germany and France remain lacking. The present feasibility study aims to lay the
groundwork for a structured TherapyMonitor, with a focus on center
representativeness, data availability, and the quality of care-relevant parameters
in routine clinical practice.
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Objectives
The objectives are:

e To conduct a preliminary assessment to determine the feasibility of a
potential study with a TherapyMonitor, with a particular focus on the
availability and quality of relevant data sources.
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e Tocollect aggregated data on the epidemiology and care structure of the
target populations from primary sources, defined as relevant institutions
treating MF in the selected countries (Germany and France), to enable a
representative sample of affected individuals and institutions.

+ To identify and contractually engage data sources, defined as relevant
institutions treating MF, particularly within the target subpopulation, in
order to assess the feasibility of chart reviews.

Methodology

In this project phase, a comprehensive analysis of oncological care structures in
the selected countries (France and Germany) will be conducted to develop a
representative sampling framework. This includes the identification of institutions
involved in the treatment of patients with MF.

In addition, the feasibility assessment is intended to enable a better
understanding of the following aspects:

e Patients with a PMF or SMF diagnosis

e Standard of care and treatment pathways

e Access to relevant patient data

e Interest and capacity of centers to participate

e Estimated total sample size and country-specific recruitment targets

This process will result in a stratified list of oncology centers across four key care
sectors:

e University hospitals

¢ Non-university hospitals

e Outpatient specialty centers (MVZ)

» Office-based oncologists (private practice)

This stratification forms the basis for a representative sample and enables the
extrapolation of prevalence and incidence data within the target population.

Data Collection
Period

The start of the data collection phase is planned for September 2026.

Study Period

Aggregated data from MF cases will be collected for the period from ¥t of January
2025 to 3I** of December 2025.
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