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Development of prediction models for final approval probability in early phase
clinical trials for new drug development
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The cost of developing a new drug is enormous, but the probability of
approval after the first phase | trial estimated to be just over 10%, and is even more severe in
oncology. In this study, we explored the risk factors associated with discontinuation of new drug
development and modeled the probability of drug approval by using publicly available information
from clinicaltrials.gov and the U.S. Food and Drug Administration (FDA). The database covers
development period, whether phase Il and phase 111 trials were conducted, and other information. We
found that new drugs in oncology have been in development for more than 10 years and more than half
of drugs have not yet been approved even after reaching Phase 111 trials. We will explore the
factors associated with the risk of discontinuation in such late phases.
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