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Discussion on the Study on Comprehensive Evaluation of the Safety of Post-Marketing Chinese Patent Medicines
LI Chunxiao' > LING Xiao'®> LI Xuelin'?> TANG Jinfa'> XING Dongmei' CHEN Yuhuan'® ZHANG
Hui' ZHANG Junhua’

1. The First Affiliated Hospital of Henan University of Chinese Medicine/Henan Province Engineering Laboratory For Clinical Evalua—
tion Technology of Traditional Chinese Medicine Zhengzhou 450000; 2. Henan University of Chinese Medicine/Collaborative Innova—
tion Center for Prevention and Treatment of Respiratory Diseases; 3. Tianjin University of Traditional Chinese Medicine
ABSTRACT Post-marketing safety re-evaluation research usually finds adverse drug reactions ( ADR) through pas-
sive monitoring active monitoring or meta-analysis of the spontaneous reporting system and re-evaluates was per—
formed based on them. Therefore post-marketing drug safety research is a systematic and dynamic project. It is diffi—
cult to form a drug clinical safety conclusion through a single research paradigm. It is necessary to integrate multiple
methods to conduct an objective and comprehensive evaluation. Due to the different data types obtained by various
quantitative research methods and qualitative research results it is difficult to integrate various single results to form a
comprehensive result. Mixed methods research ( MMR) is a supplement to qualitative research and quantitative re—
search. It can achieve a strong combination of the two research methods. This research model is highly consistent with
the characteristics and needs of post-marketing safety reassessment. Therefore MMR design can be used to integrate
quantitative data and qualitative data and explore ways to build a comprehensive evaluation of the safety of Chinese
patent medicines after they are marketed.
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