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Reporting Interim

Safety Data

In spite of the many levels of monitoring for safety during
the course of drug development, many important harms are
not identified until after a drug goes on the market. In some
sense, the problem is inevitable because rare events have

a low probability of emerging in the relatively small sample
sizes of even large trials. But can we do better during drug
development!? Statisticians have introduced a variety of so-
phisticated methods for the interim analysis of data on ef-
ficacy. In this talk ways will be discussed in which clinicians
and statisticians can improve the reporting of data on safety
during a trial.
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