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New Progress in Patient Direct Reporting of Suspected Adverse Drug Reactions from

International Perspective
WU Wenwen ,ZHANG Yuanyuan ,SUN Xili, CHEN Feng
(Children’s Hospital of Nanjing Medical University ,Nanjing, Jiangsu,China  210008)

Abstract: Objective ~ To systematically review the research progress and practical experience in patient direct reporting of adverse
drug reactions (ADRs) in international pharmacovigilance systems over the past decade,and to provide references for promoting the
establishment and improvement of the patient direct reporting system for ADR in China. Methods By reviewing relevant literatures
and practical cases,new progress, challenges,and optimization strategies for patient reporting were analyzed from multiple dimensions
including patients themselves, patient organizations, healthcare professionals, as well as regulators and stakeholders from an
international perspective. Proxy reporting model for pediatric patient populations was discussed. Results Patient reports can
supplement information on impacts to daily life which is often missing from traditional medical reports, and demonstrate unique
value for the early identification of drug safety signals. Globally, European countries have developed ralatively mature systems,with a
significant increase in the proportion of patient reports. While regions such as Asia and Africa still face challenges including
insufficient public awareness and complex reporting processes. The study also found that user — friendly digital tools, effective
feedback mechanisms, and multi - stakeholder collaboration are the key to enhance reporting efficiency. Conclusion It is
recommended to strengthen the application of technology, popularize pharmacovigilance education, and improve system design in the
future, thereby promoting the transformation of patient reporting from a "beneficial supplement” to a "core pillar” of the system,and
build a "patient — centered” whole — process drug safety monitoring ecosystem.
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