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Study on the mechanism, specific path and code of conduct of pharmaceutical enterprises’ participation in
American active surveillance system and its enlightenment

GE Siyi, CHEN Wei, WU Mingyang, XU Yiming, LIANG Yi(School of International Pharmaceutical Business,
China Pharmaceutical University,Nanjing 211198, China)

ABSTRACT OBJECTIVE To provide reference for developing pharmacovigilance and constructing an active surveillance system
with extensive participation of pharmaceutical enterprises in China. METHODS Retrieving the literature and data from databases
such as CNKI, PubMed, and the official website of observational medical outcomes partnership (OMOP) , the mechanism of
pharmaceutical enterprises’ participation and its operation mode were investigated, while specific path and code of conduct for
pharmaceutical enterprises to participate in active surveillance system were analyzed. Finally, the corresponding suggestions were
put forward according to the actual situation of China. RESULTS & CONCLUSIONS Pharmaceutical enterprises in OMOP
participated in project construction and operation through public private partnership (PPP) mechanism, and played the role of
project funding, project governance and project research. Pharmaceutical enterprises participating in OMOP need to carry out
activities in accordance with the code of conduct of extensive cooperation, transparency and openness and the protection of patient
privacy. In the future practice of active surveillance system in China, it is necessary to promote the relevant legislation of active
monitoring system, emphasize the responsibility of active surveillance of pharmaceutical enterprises, establish a PPP mechanism of
industry-university-research integration, form a good governance ecology and strengthen the protection of patients’ privacy.
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