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Summary

Bevacizumab has been developed with a remarkable delay at the stage of phase I study in
Japan, which followed the approval of this agent in the USA by the FDA. Based on the results
of two pivotal studies of bevacizumab, Japanese regulatory authorities recommended the com-
pany to make an early IND filing submission with only phase I data and to conduct a safety
confirmatory study. Recent changes in regulatory guidelines in Japan have facilitated participa-
tion in global IND registration studies. Thus, the bevacizumab case can be considered as falling
into the transition stage. Such registration studies in Japan seem to be only a “catch-up”
exercise, not providing new evidence. Most investigators have only limited motivation to
participate in such domestic studies, and would prefer pharmaceutical companies to abandon the
“bridging strategy” in the new drug approval process in Japan. Investigators need to build up
infrastructure in their own institutions to participate in global studies.
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