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Introduction to FDA's "Master Protocols: Efficient Clinical Trial Design
Strategies to Expedite Development of Oncology Drugs and Biologics Guidance
for Industry "'

WANG Huiming, XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: US Food and Drug Administration (FDA) published the " Master Protocols: Efficient Clinical Trial Design Strategies to
Expedite Development of Oncology Drugs and Biologics Guidance for Industry " in March 2022. The so-called "master protocol"
refers to evaluate more than one investigational drug and/or more than one cancer type within the same overall trial structure (master
protocols) in adult and pediatric cancers simultaneously. In contrast to traditional trial designs, where a single drug is tested in a
single disease population in one clinical trial, master protocols use a single infrastructure, trial design, and protocol to
simultaneously evaluate multiple drugs and/or disease populations in multiple substudies, allowing for efficient and accelerated drug
development. This guidance has put forward many valuable suggestions in terms of trial design and implementation of research on
the master protocol of oncology drugs. However, there is currently no such guidance in our country. The guidance of FDA are
introduced in detail, and look forward to being helpful to the research and supervision of the master protocols of oncology drugs in
my country.
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Fig.1 Schematic representation of master protocol with basket trial design
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