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Consideration of compliance review of pharmaceutical development institutions
based on the problems found in drug inspection
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Abstract. The compliance of drug development and production directly

affects the safety effectiveness and quality control of drugs. In this
( Center for Drug FEvaluation National paper the situation of on - site inspection of pharmaceutical development
Medical Products Administration Beijing in recent years was summarized the common problems found in on - site
100076 China) inspection were analyzed in detail and the ideas of compliance review

were discussed in combination with typical cases in order to provide
references for research units to further improve the quality of
pharmaceutical research and strengthen the quality management of
pharmaceutical research.
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Table 1 The problems found in on — site inspection classification and statistics (n %)
389(25.4)  93(6.1)  121(7.9)  85(5.6)  241(15.8) 132(8. 6) 147(9. 6) 164( 10.7)
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