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Introduction to FDA's "Interstitial Cystitis/Bladder Pain Syndrome: Establishing
Drug Development Programs for Treatment Draft Guidance for Industry"
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Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China

Abstract: The Food and Drug Administration (FDA) announced the "Interstitial Cystitis/Bladder Pain Syndrome: Establishing Drug
Development Programs for Treatment Draft Guidance for Industry" (Revision 1) in June 2023. This revised version replaces the
"Interstitial Cystitis/Bladder Pain Syndrom: Establishing Effectiveness of Drugs for Treatment Draft Guidance for Industry" issued
by FDA in December 2019. The revised version provides many detailed and specific recommendations for the clinical research
program of drugs for the treatment of interstitial cystitis/bladder pain syndrome (IC/BPS), addressing the difficulties in clinical
development. These recommendations have important guiding significance and reference value. However there is currently no
similar guidance in China. This article provides a detailed introduction to the revised version of the FDA guidance, hoping to be
beneficial for clinical research and evaluation of this type of drug development in China.
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