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Introduction of FDA Guideline Antibacterial Therapies for Patients with an Unmet
Medical Need for the Treatment of Serious Bacterial Diseases

XIAO Huilai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued Antibacterial Therapies for Patients with an Unmet Medical Need for the Treatment of Serious Bacterial
Diseases Guidance for Industry in August 2017. This guidance explains the current thinking of FDA in the form of Q & A. It is related
to the streamlined development programs and clinical trial designs for antibacterial drugs to treat serious bacterial diseases for which

effective antibacterial drugs are limited or lacking. This paper introduces all Q & A of the guideline and expects to be beneficial to

accelerate the R & D and management of new antibacterial drugs in our country.
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