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[ Abstract] Generic drug has made a large contribution to our medical security system; however, the
pharmaceutical industry starts late in China and there still exists a wide gap between generic drugs and original
drugs. Given this situation, the generic drug consistency evaluation is extremely meaningful to ensure the efficacy
and safety of generic drugs, and it is impressive for improving the integral level of pharmaceutical industry. This
article discusses the relevant policies of the generic drug consistency evaluation in China, such as ensuring the
consistency between generic drugs and original drugs, establishment of the strict review and supervision system,
etc. At the same time, this article also outlines the relevant drug policies and their development process in US Food
and Drug Administration (FDA) and Japan Pharmaceuticals and Medical Devices Agency (PMDA). We expect
that the comparison and analysis would be benefit to the generic drug consistency evaluation in our country.
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