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Abstract

Background : Japan has experienced many drug disasters due to systematic errors of drug development
and post-marketing management.

Objective : To propose fundamental solutions to prevent future drug disasters.

Design and Methods : Narrative, non-systematic review of drug disaster cases and books and articles on
them, especially focusing to the case of “drug disaster hepatitis type C in Japan” and to analyze
governmental counter-measures after this case.

Results : Here we summarize our findings : (Part A) the governmental counter-measures after drug
disaster hepatitis C case is only to promote drug development rather than to prevent drug disasters ; (Part
B-1) there are seven causes of drug disasters : 1) irrational drug usage by doctors ; 2) inadequate drug
promotion by drug companies ; 3) delay of decision-making by the regulatory authority for critical cases ; 4)
lack of personnel in regulatory authorities who can handle related problems ; 5) lack of adequate
pharmacovigilance system ; 6) scarce management of adverse events during clinical trials ; and 7) media
as demagogue ; (Part B-2) it is necessary to establish four bases to prevent drug disasters : 1) an
independent pharmacovigilance-investigating organization ; 2) legislation to protect patients and human
subjects 5 3) Drug Disaster archival-information center ; 4) promotion of science of pharmacoepidemiology
to cope with adverse reactions.

Conclusion : Most drug disasters were human-generated calamities. We can prevent them with rational,
systematic approaches to epidemics of drug related health problems. Our proposal of the “Drug Disaster
Prevention Act” would be indispensable to reform the immature medicine management system of Japan
into a mature one.
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Table 1 Difference among the judgments of each district court for “drug disaster hepatitis
C lawsuits” in Japan
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Table 2 Comparison of personnel of drug review per numbers of applied clinical trials and their

tasks between Japan and U.S.
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Table 3 Three types of proposals of reformation of the review/safety tasks of the Ministry of Health,
Labor and Welfare (MHLW) and the Pharmaceutical and Medical Devices Agency (PMDA)
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Fig. 1 Drug Disaster Prevention Act : A proposal
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