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Abstract In 2019, the newly revised Drug Administration Law of the People's Republic of China was issued and
implemented, clearly proposing that China should establish a pharmacovigilance system. As a new traditional Chinese
medicine(TCM) dosage form created in China, TCM injections have been widely used in clinic, and its pharmacovigilance has
attracted much attention. In response to this situation, the project team convened a group of clinical, pharmaceutical and
evidence-based medicine experts from all over the country to form an expert group, which formulated the Pharmacovigilance
guidelines for clinical application of traditional Chinese medicine injections in strict accordance with the requirements of the
group standards of the Chinese Society of Traditional Chinese Medicine. From the perspective of clinical application and
considering the key elements of pharmacovigilance for clinical application of TCM injections, the guidelines put forward
suggestions on the decision making of pharmacovigilance for clinical application of TCM injections from four key links,
namely the monitoring and reporting, signal recognition, risk assessment and risk control, according to China's
pharmacovigilance regulations and learning from foreign pharmacovigilance guidelines.

Key words traditional Chinese medicine injections; pharmacovigilance; traditional Chinese medicine pharmacovigilance;
group standard; guideline
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3.2 7E&5 ( injection )
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