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Research on the Strategy of EU DCP/MRP Post-Marketing Surveillance
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Abstract Objective: To provide references for China to improve provincial drug sampling and testing activities
(DSTA), and further explore the national and provincial DSTA mode. This paper studies the post-marketing
surveillance strategy of Decentralized Procedure and Mutual Recognition Procedure (DCP/MRP) for drugs in the
EU. Methods: Using the literature research method, the relevant regulatory framework, procedural documents
and other information related to post-marketing surveillance of DCP/MRP in the EU were summarized, and key
measures were discussed and analyzed. Results: The EU has established a risk assessment institutional framework
and general principles, formed a plan management model based on the mutual evaluation system, formulated
a special quality control system for the inspection collaboration network, built a single-point collaborative
counterfeit and inferior drug control platform and a diversified and open transformation and application chain.
Conclusion: The study of the key measures taken by the EU DCP/MRP post-marketing surveillance has certain
reference value for improving the provincial drug sampling and testing management in China.
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