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Abstract: Objective
Province. Methods

To understand the current situation of adverse drug reaction (ADR) monitoring and evaluation in Shaanxi

Relevant information on the supervision and evaluation of ADRs in Shaanxi Province was obtained through on -
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site discussion, issue questionnaires,and other methods. The problems in the monitoring and evaluation of ADRs in Shaanxi Province
were analyzed,and countermeasures were put forward. Results In 2022,there was one provincial — level drug monitoring institution
and eleven municipal - level drug monitoring institutions in Shaanxi Province, and 108 counties and districts did not have
specialized drug monitoring institutions. The main problems of the ADR monitoring system in Shaanxi Province were the lack of
unified establishment of monitoring and evaluation institutions at the city and county levels,and unstable monitoring and evaluation
teams; the coordination and linkage mechanism for drug monitoring and evaluation has not yet been established;the holders of drug
marketing authorization had weak initiative in implementing monitoring and evaluation work, limited methods for collecting reports,
and inadequate implementation of main responsibilities; medical institutions did not attach enough importance to ADR monitoring
reports, and the role of the main reporting channel was not obvious. Conclusion The drug regulatory authorities in Shaanxi
Province should continue to strengthen the construction of ADR monitoring and evaluation systems at all levels, and improve the
ability of monitoring and evaluation;establish a collaborative mechanism between drug regulatory authorities and monitoring agencies;
formulate assessment standards for ADRs in medical institutions and promote medical institutions to give full play to their role as
the main channel for ADR monitoring and reporting; strengthen the improvement of monitoring and evaluation capacity and the
application of monitoring data to provide technical support for drug safety supervision;continuously promote the implementation of
drug surveillance system by drug marketing authorization holders through daily supervision and inspection, flight inspection, and
other means. It is necessary to continue in — depth research and develop targeted countermeasures to improve the ADR monitoring
and evaluation level in Shaanxi Province.
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Tab. 3 Statistics of ADR reporting units in Shaanxi Province in 2022
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