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Study on remote pharmacovigilance examination process for drug marketing authorization holders
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[ Abstract] With the rapid development of information technology, remote inspection, as a new regulatory means,
plays an increasingly important role in the pharmacovigilance system of drug marketing authorization holders. This paper
focuses on the holder and deeply discusses the remote inspection process of pharmacovigilance for the holder of drug
marketing authorization. This paper first introduces the concept, application background and necessity of remote inspection.
Then it elaborates the specific links of the remote inspection process, including the preparation stage, the implementation
stage and the follow-up treatment stage. Then, through the concrete case analysis, the advantages and challenges of remote
inspection in the practical application of holders are revealed. Finally, the corresponding improvement suggestions are put
forward in view of the existing problems. The purpose of this paper is to provide reference for the implementation of
pharmacovigilance remote inspection, and to promote the modernization, information and high efficiency of drug
supervision.

[ Keywords] Drug marketing authorization holder; Pharmacovigilance; Remote inspection; The holder; Supervision
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