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Measures needed to ensure the safety of our medicines:
what we have learnt from drug disasters?
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Abstract

Drug costs account for about 30% of total medical expenditure in Japan and drug disasters continue to occur.
Safety of pharmaceuticals is essential for the safety of medical practices. I have analyzed major drug disasters
that have occurred in the recent past and have found that the harm which led to the disasters could have
been recognized earlier if a careful physician assessed just a small number of cases objectively. However the
harms have been missed due to lack of awareness that “pharmaceuticals could harm”, industries prioritizing
profits rather than drug safety, lack of administrative regulation by the government and distorted logic in
our scientific system. Tamiflu and Iressa are drugs in currently use despite serious harm causality being
almost fully supported by not only epidemiologic and clinical evidence but also evidence from toxicity and
pharmacological tests. This unfortunate situation appears to have occurred due to repudiation of causality by not
only manufacturers but also regulators with concealing important data for approval and referring studies with
questionable methodology and questionable logic of data interpretation. Thus necessary measures are postponed.
In order to improve this unacceptable situation, in drug safety, open access to clinical trial data, as outlined in
the Cochrane Collaboration statement, should be enforced. In order for this to occur, legal, human, and financial

support is required. This would at least make drug disasters much less likely.
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