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An Inspiration to Drug Administration from FDA's Critical Path Initiative in China
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ABSTRACT: Objective The slowdown in new medical products reaching patients in recent years despite
growing public and private investment in R&D and tremendous progress in the basic biomedical sciences
illustrates that better biomedical ideas alone are not enough. We must also ensure the successful movement
of those ideas along the critical path of development, ultimately delivering reliable, safe, and effective
treatments to patients at affordable prices. The purpose of this article is to arouse thinking from readers, so
as to find reasons for this issue and way of settlement, Methods By way of introduction and commentary,
the article unfolds the ideas and significance of FDA's report published in 2004 which is focused on the
growing concern existed in the process of bringing basic scientific discovery into patient-reachable market,
and makes analysis and remarks combining the situation in China. Results and Conclusions The report of
FDA evaluates the reasons that have led to the crisis and provides a path of progress, The report mainly
illustrates the efforts that FDA has made in improving the critical path, and discusses opportunities in
future efforts. Finally, ilic report caiis on the industry and the academia to work together with FDA to
find out key problems and constitutes methods of settlement. The final conclusion is; safety, medical use
and industrialization are three interlinked factors in the critical path of new medical product development;
the critical path to the settlement of the issue lies on the improvement of the process of product R&D and
evaluation with modern means and the realization of modern administration. It is the expectation of the
article that the report can be somewhat an inspiration to the drug administration in China.
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