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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 — Part 1
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Summary : The Generic Drug Quality Information Study Group was established in July 2008 and meets twice a year,
with 14 meetings having been held up to October 2015. One project is about the results of a survey of literature related
to the quality of generic drugs. All literature and academic reports related to quality evaluation or clinical evaluation of
generic drugs in Japan which were listed in the JAPIC database in the 6 months before the study group meeting were
collected, whether peer-reviewed or not. This paper is about the quality-related problems and clinical-related problems
which were pointed out in published papers. The problems with generic drugs that were pointed out by the authors were
classified by content, and I evaluated the clinical significance of the papers.

First, I tried to formulate a perspective for evaluating the quality, efficacy and safety of generic drugs as pharmaceuticals.
Then I created a flowchart for evaluating articles according to that formulation, and evaluated the points for clarifying
articles. The creation of the flowchart for evaluating articles and evaluation of the points for clarifying articles will be
published in the next issue.

Key words : Generic drugs, Perspective for equivalence evaluation of the quality of generic drugs, Perspective for
clinical equivalence evaluation of generic drugs, Items for understanding the relation between generic drugs and original
drugs as equivalent, Items for understanding the relation between generic drugs and original drugs as different
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