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Evaluating Information on the Efficacy and Safety of Generic Drugs from Published
Articles Examined by the Generic Drug Quality Information Study Group — Part2
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Summary : The purpose of this article was to evaluate the validity of the collected data, data evaluation methods and
conclusions that have been drawn in articles discussing the quality, clinical efficacy and safety issues of generic drugs.
Firstly, I created an evaluation flowchart. Among the articles discussing issues of drug quality, 51 of 52 articles evaluated
drugs under different conditions than those specified in the standards. Among the 51 articles that evaluated the drugs
under different conditions than those specified in the standard, only 1 article assessed justification of the study condi-
tions or explained the rationale. I concluded that only 2 articles appropriately indicated quality issues of generic drugs
produced by manufacturers. Among 42 articles that discussed issues of clinical efficacy/effects, approximately three-
quarters of the articles did not involve the collection of data for comparison (22 articles only presented case reports and
9 articles did not include human data). I concluded that only 4 articles appropriately indicated issues of clinical efficacy/
effects of generic drugs produced by manufacturers. This article revealed that an adequate understanding of the basic
conditions for the evaluation of quality, efficacy and safety of drugs has not been achieved in either the academic or
medical fields yet. It was also revealed that interactions between and integration of both the administrative and clinical
research fields are critical issues to understand the quality and efficacy/safety status of generic drugs adequately, and to
provide the necessary information to people in Japan.

Key words : Generic drugs, Basic conditions to evaluate quality of drugs, Basic conditions to evaluate efficacy and safety
of drugs, Cisplatin nephrotoxicity, Running time of continuous hemodiafiltration (CHDF) with nafamostat, Side effects of
ritodrine, Clinical efficacy of spherical adsorptive carbon, Bioequivalence of itraconazole
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