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CONDITION Patients with FGFR-Alterations and biliary tract cancer
DESIGN Multicenter, observational, retrospective cohort study
BACKROUND/RATIONALE e Biliary tract cancers (BTCs) are a diverse group of

rare and aggressive malignancies, with a significant
impact on public health. Recent advances in
molecular profiling have identified FGFR alterations
including fusions as a pivotal biomarker in a subset
of these cancers. In Germany, the treatment
landscape FGFR alterations BTC is evolving, yet
real-world data regarding its management are
scarce. This study, under the Young Medical
Oncologists (YMO) program within the
Arbeitsgemeinschaft Internistische Onkologie (AlO),
aims to comprehensively analyze the real-world
treatment patterns, outcomes, and clinical practices
in managing FGFR alterations in BTC.
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OBJECTIVE(S) e Frequency of FGFR alterations in BTC in Germany

¢ Assessment of the treatment with Futibatinib for
FGFR alterations in biliary tract cancer in Germany

e Assessment of the treatment of FGFR alterations
prior to Futibatinib therapy for BTC in Germany with
focus on sequential therapy strategies

¢ Index Date of data collection: date of molecular
pathological detection of an FGFR alterations;
Duration of treatment: Start of therapy with
Futibatinib (date) until discontinuation of therapy
(intolerance, death, progression) from start of the
project (estimated Q3/2025) with a planned 6 months
documentation period for current and retrospective
data

e Evaluation of the efficacy and safety outcomes of
Futibatinib in a real-world setting

¢ Evaluation of differences before and after approval of
Futibatinib

e Collection of the PFS Ratio (PFS2/PFS1) to evaluate
Futibatinib compared to prior therapy in extensively
pretreated patients

e Analysis of clinical data and co-mutations of patients
with FGFR alteration

¢ Identification of the potential gaps in the standard of

care and opportunities for improvement

PRIMARY ENDPOINT e PFS under Futibatinib therapy

SECONDARY ENDPOINT e ORR, OS, adverse events, co-mutations, PFS ratio
INTERVENTION(S) n/a

COLLECTED DATA o Patient data will be collected anonymized from

centers across Germany. Data will include
demographics, treatment details (chemotherapy,
targeted therapy, etc.), molecular data, response
rates, survival outcomes, and adverse events

e Patient Population: Patients diagnosed with FGFR
alterations in BTC within the last five years.

o Data Analysis: Statistical analysis will focus on
treatment patterns, response rates, overall survival,
progression-free survival, and safety profiles. These
analyses will be stratified before and after the
approval of Futibatinib.

SAMPLE SIZE Study Cohort: All patients with BTC and FGFR-Alterations of
the participating AlO centers will be included in the study.

TRIAL DURATION 12 months

PARTICIPATING All AlO centers

CENTERS
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FURTHER CENTERS
DESIRED?

To be determined

NUMBER of PATIENTS

To be determined

CURRENT NUMBER of
PATIENTS

To be determined
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Freiburg, 01.02.2025
Dr. M. Barsch
Principal Investigator

Minchen, 01.02.2025
Dr. S. Lange
Principal Investigator





