ANTICANCER AGENT “TASFYGO® TABLETS 35mg” (TASURGRATINIB
SUCCINATE) LAUNCHED IN JAPAN FOR BILIARY TRACT CANCER WITH FGFR2
GENE FUSION OR REARRANGEMENTS

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that it has launched
fibroblast growth factor receptor (FGFR) selective tyrosine kinase inhibitor “TASFYGQO® Tablets 35mg”
(generic name: tasurgratinib succinate) in Japan for the treatment of patients with unresectable biliary tract
cancer with FGFR2 gene fusions or rearrangements that progressed after cancer chemotherapy. The
product received manufacturing and marketing approval in Japan on September 24, 2024, and was
published in Japan’s National Health Insurance Drug Price List today.

Discovered in-house by Eisai’'s Tsukuba Research Laboratories, TASFYGO is an orally available novel tyrosine
kinase inhibitor that demonstrates selective inhibitory activity against FGFR1, FGFR2 and FGFRS3.
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these genetic aberrations in FGFRs have been observed in various other types of cancers as well as biliary
tract cancer, there is growing interest in FGFRs as a promising target for cancer therapy.

TASFYGO



activity of TASFYGO against FGFR2 gene fusion-positive cancers was confirmed in these models by evaluating its effect
on anchorage-independent growth and subcutaneously transplanted tumor growth in mice.®

A Phase | clinical trial is underway in Japan in patients with estrogen receptor-positive and HER2-negative breast cancer.

3. About Real Time Release Testing

Real Time Release Testing is a quality control approach that ensures the quality of final products based on data from within
the manufacturing process. Applying Real Time Release Testing requires a quality design approach based on Quality by
Design (QbD), an advanced development method for manufacturing processes. QbD is a development method that
emphasizes process control based on profound understanding of manufacturing processes, rather than conventional
quality assurance methods which mainly focus on product release testing.

Eisai integrates Process Analytical Technology (PAT) into QbD to achieve a higher level of quality control by managing

critical attributes of pharmaceuticals within the production process.
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