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Abstract: Objective
Methods

To provide a reference for the further improvement of adverse drug reaction(ADR) monitoring and reporting.
The data were collected by semi — structured, one —on — one in — depth interviews with the managers and related personnel of
ADR monitoring(a total of 56 people) in three pharmaceutical enterprises after the implementation of the Announcement on Direct
Reporting of Adverse Drug Reactions by Marketing Authorization Holders(herein after referred to as the Announcement). The interview
content was analyzed by using QSR Nvivo 8.0 software and Colaozzi seven step method to obtain the implementation situation and ef-
fect of pharmaceutical enterprises, as well as the existing problems and challenges. Results The pharmaceutical enterprises paid more
attention to ADR monitoring and reporting, they had sort out the existing problems, established ADR monitoring system and internal as-
sessment mechanism, regularly evaluated drug safety,and significantly improved ADR monitoring efficiency. Pharmaceutical enterprises paid
more attention to the standardized management of ADR monitoring and reporting because they were worried that ADR would trigger
conflicts with patients and lead to an increase of operating costs. Conclusion The implementation of the Announcement further strength-
ens the main responsibility consciousness of pharmaceutical enterprises and promotes ADR reporting. However, the state should formulate
and improve the guidelines for ADR monitoring and reporting, popularize the knowledge of safe drug use for patients,and establish laws
and regulations related to ADR relief as soon as possible. Pharmaceutical enterprises should also strengthen the training of ADR moni-
toring personnel to ensure the sustainability of ADR monitoring.
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