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Abstract: 
Postmarketing Commitments (PMCs) are studies—required of or agreed to by a sponsor—that are conducted after FDA has approved a product for marketing. PMCs have become an essential element of new drug development in the US. Drug sponsors commit to conduct these studies, which can yield additional information on prescribing/use of a product, product quality, safety and efficacy, or consistency of product manufacturing. While post-approval research in one form or another has been around for more than three decades, the FDA has stepped up its demand on drug developers to conduct more certain, effective, and timely postmarketing studies. Given widely shared concerns about the cost and time needed to develop drugs, and increased attention focused on the safety of newly marketed medicines, PMCs may prove beneficial on both fronts by streamlining premarket approval of drugs while facilitating postmarket identification of adverse drug events.     

This study was part of over thirty-five years of on-going research conducted by the Tufts Center for the Study of Drug Development (CSDD) that collects publicly available information on FDA-approved New Molecular Entities (NMEs) and Significant Biologics and their associated PMCs. The purpose of this research was to identify trends in regulatory requirements (eg. numbers of studies requested per accelerated approval vs. non-accelerated approval); therapeutic categories (eg. oncology, anti-infective, cardio-renal); types of post-marketing studies (eg. efficacy, safety, drug-drug interaction, special populations); and industry response (eg. study completion rate) for PMCs.
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