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ADR monitoring in pharmaceutical manufacturers under the
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Abstract: Objective To explore the way to develop adverse drug reaction (ADR) monitoring in pharmaceutical manufacturers un-
der the background of marketing authorization holder (MAH) system, and to promote pharmaceutical manufacturers fulfilling their
main responsibility for drug safety. Methods Based on the relevant laws and regulations of ADR monitoring in pharmaceutical
manufacturers and the on-site inspection results in Henan Province during 2015-2018, we analyzed the status quo and problems of
ADR monitoring in pharmaceutical manufacturers.Results There were problems such as inadequate monitoring system, unsmooth
channel of report collection, and low information utilization. Conclusions Thepharmaceutical manufacturers should improve the in-
ternal monitoring system, assist medical institutions to establish theChina Hospital Pharmacovigilance system (CHPS) , createtheir

own professional pharmacovigilance databases and draw on the “outside brain”,so that they can maintain the smooth channels of re-

port collection, improve their analytical and evaluation capabilities, and actively strengthen risk identification and management to

provide protection of drug safety for the public.
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