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[ Abstract)] Pharmacoepidemiology is an interdisciplinary discipline that applies epidemiological
research methods to evaluate the application and effect of drugs within population. Standardizing
pharmacoepidemiological research methods is crucial for ensuring the quality of research and promoting the
development of the discipline. The Pharmacoepidemiology Professional Committee of Chinese Pharmaceutical
Association developed the Guide on Methodological Standards in Pharmacoepidemiology (1st edition), in 2019,
but has not been updated in over five years. Other, countries/regions such as Europe, America, Japan and South
Korea have made a lot of progress in developing and updating the guidelines. Therefore, the rapid development
of pharmacoepidemiology in our country and the growing need to align with international standards make
it essential to update the guidelines. The second edition of the guidelines was developed through a process
that included systematic reviews, practical surveys, and multidisciplinary collaboration. Compared with the
first edition, the updated version has made many important changes in research design, data sources, specific

application scenarios and more, and added new contents such as the application of artificial intelligence. The
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purpose of this paper is to emphasize the necessity of updating the guidelines, selecting important changes and

formulating interpretation plans. It aims to provide references for relevant professionals to comprehensively

understand and apply the new guidelines, and to promote the standardized development and quality of

pharmacoepidemiologic research in our country, further advancing the field.
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Table 1. Pharmacoepidemiological guidelines issued by drug regulatory agencies or academic organizations in
different international countries/regions
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Figure 1. The development process of Guide on Methodological Standards in Pharmacoepidemiology in China (2nd edition)
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Table 2. Interpretation plan of the series Guide on Methodological Standards in Pharmacoepidemiology in China
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