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Introduction to FDA's Rabies: Developing Monoclonal Antibody Cocktails for the
Passive Immunization Component of Post-Exposure Prophylaxis Guidance for
Industry

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

Abstract: Rabies is an acute infectious disease caused by rabies virus, timely administration of rabies post-exposure prophylaxis
(PEP) is effective in preventing clinical rabies. PEP consists of washing the wound, administrating rabies vaccine and administrating
anti rabies virus immunoglobulin (RIG) in and around the wound. Due to various reasons, the use of RIG is limited, and its global
use rate is less than 2% of rabies virus exposure. Therefore, anti-rabies virus monoclonal antibody cocktails are being developed as
an alternative to RIG as the passive immunization component of PEP. FDA issued Rabies: Developing Monoclonal Antibody
Cocktails for the Passive Immunization Component of Post-Exposure Prophylaxis Guidance for Industry in July 2021, which aims to
promote the development of monoclonal antibody cocktails against rabies virus. The guidelines put forward many detailed and
specific suggestions for the study of monoclonal antibody cocktail against rabies virus, including the key points of clinical and non
clinical research and the design of clinical phase 11 efficacy trial. This article details the guidelines, expected to be helpful to China's
research and supervision in this regard. It also has enlightenment for the revision of Technical Guidence for Clinical Trials of New
Anti-Rabies Virus Monoclonal Antibodies (Draft) in China.
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