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Present issues of antimicrobial drug development and future tasks in Japan

Keisuke Sunakawa

Department of Infectious Diseases, Kitasato University School of Medicine, 1-15-1 Kitasato

Sagamihara—shi Kanagawa 228-8555, Japan

In 1997 the “New GCP Guideline” was published. In the following year, the “Guideline for the Clinical
Evaluation of Antimicrobial Drugs” was issued which addressed all the issues about conventional clinical
trials and also used Western guidelines as references. However, development of clinical trials in Japan has
considerably lagged behind contributed by a growing difficulty in getting patient consent to participation,
a draconian enforcement of stricter protocol compliance and an increase in dropouts stemming from
protocol violations. Antimicrobial development is ebbing in Japan and product launch has dramatically
decreased in the last five years beginning in 1996. Also, time required for comparison studies is increasing
every year. Conducting clinical trials in Japan is getting more and more difficult in recent years, which has
led to the upsurge of bridging studies that use extrapolated foreign data. The Japanese Society of
Chemotherapy (JSC) has set up the Bridging Study Committee and hammered out its view on the subject.
Standardization of disease names or creation of comparison lists is a pressing need to straighten out the
adaptable disease classification issue. Repository of unnecessary cases is really unnecessary. What we need
to do now is make efforts to create an environment where clinical trials can be conducted with much less
impediment and without imprudently having resort to bridging studies. A strong industry-regulatory
cooperation with JSC at the core is key to providing impetus to antimicrobial development in Japan.



