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Study on the Risk Management System of Drug Quality Based on the Standardized Model

HU Guoquanl, CHEN Jianweiz, CAO Linz*(l.Markez Supervision Administration of Ningbo Municipality, Ningbo 315040,
China; 2.Ningbo Institute for Drug Control, Ningbo 315048, China)

ABSTRACT: OBJECTIVE To explore constructing the practical risk management system of drug quality based on the
standardized model. METHODS The application and research of risk assessment, risk control, risk communication and risk
review in Ningbo were described. RESULTS The application of the standardized drug quality risk information and risk
assessment index system had been made by the Ningbo drug regulatory departments in the drug production, circulation, adverse
reactions monitoring, drug control and social cohabitation. CONCLUSION The risk management system of drug quality /as
been constantly improved. And suggestions are put forward to innovate ideas for drug supervision and administration.
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Tab. 2 The risk assessment of adverse drug reactions
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Tab. 3 The risk index calculation of ribavirin injections
from 3 manufacturers respectively
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