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Abstract

Cholangiocarcinoma is an aggressive malignancy with poor overall survival. Approximately 15% of intrahepatic
cholangiocarcinomas contain FGFR alterations. Infigratinib is an oral FGFR 1-3 kinase inhibitor. Favorable results
from a Phase |l trial of infigratinib in advanced/metastatic FGFR-altered cholangiocarcinomas has led to its further
investigation in the front-line setting. In this article we describe the design, objectives and rationale for PROOF 301,
a Phase Il multicenter, open label, randomized trial of infigratinib in comparison to standard of care gemcitabine and
cisplatin in advanced/metastatic cholangiocarcinoma with FGFR2 translocations. The results of this study have the
potential to define a new role for a chemotherapy-free, targeted therapy option in the front-line setting for these
patients. © 2020 Future Medicine Ltd.

Author Keywords
cholangiocarcinoma; fibroblast growth factor receptor inhibitor; infigratinib; targeted therapy

Index Keywords

cisplatin, fibroblast growth factor receptor 2, gemcitabine, infigratinib, antineoplastic agent, carbanilamide
derivative, cisplatin, deoxycytidine, FGFR2 protein, human, fibroblast growth factor receptor

2, gemcitabine, infigratinib, oncoprotein, protein kinase inhibitor, pyrimidine derivative; adult, advanced cancer, bile
duct carcinoma, cancer survival, comparative effectiveness, controlled study, drug efficacy, drug safety, FGFR2
gene, gene fusion, gene translocation, human, major clinical study, multicenter study, multiple cycle

treatment, overall survival, phase 3 clinical trial, priority journal, progression free survival, quality of life, randomized
controlled trial, Review, bile duct cancer, bile duct carcinoma, clinical protocol, clinical trial, gene

translocation, genetics, methodology, molecularly targeted therapy, mutation, pathology; Antineoplastic Combined
Chemotherapy Protocols, Bile Duct Neoplasms, Cholangiocarcinoma, Cisplatin, Clinical

Protocols, Deoxycytidine, Humans, Molecular Targeted Therapy, Mutation, Oncogene Proteins, Fusion, Phenylurea
Compounds, Protein Kinase Inhibitors, Pyrimidines, Receptor, Fibroblast Growth Factor, Type 2, Research

Design, Translocation, Genetic



Correspondence Address
Javle M.; Division of Cancer Medicine, United States; email: mjavle@mdanderson.org

Publisher: Future Medicine Ltd.

ISSN: 14796694

PubMed ID: 32580579

Language of Original Document: English
Abbreviated Source Title: Future Oncol.
2-s2.0-85094685214

Document Type: Review

Publication Stage: Final

Source: Scopus

ELSEVIER Copyright © 2021 Elsevier B.V. All rights reserved. Scopus® is a registered
trademark of Elsevier B.V. G _RELX Group™




