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Pharmacovigilance analysis of traditional Chinese medicine injection in the First
People's Hospital of Xianyang from 2016 to 2020
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Abstract: Objective To analyze the regularity and characteristics of ADR/ADE related to traditional Chinese medicine injection in
the First People's Hospital of Xianyang from January 2016 to December 2020, and improve and promote national pharmacovigilance
work. Methods Using Excel, 289 cases of ADR/ADE caused by traditional Chinese medicine injection reported by The First People's
Hospital of Xianyang from January 2016 to December 2020 were summarized and statistically analyzed, including gender, age, drug
type, involved system/organ, main clinical manifestations, occurrence time, correlation evaluation and other information. Results
Among 289 cases of ADR/ADE, elderly patients (age = 65 years old) and children (age < 14 years old) had a high proportion of
ADR/ADE. The main types of ADR/ADE occurred were blood activating drugs and supplement drugs, mainly manifested as skin and
accessory damage, and the occurrence time was concentrated within 2 hours of administration. 3 Cases of severe ADR/ADE were
reported, and all patients improved significantly after symptomatic treatment. A total of 67 cases of irrational drug use caused ADE,
among which unsuitable indications accounted for the highest proportion. Conclusion It is necessary to establish a pharmacovigilance
system in medical institutions, clarify the reporting scope and responsibilities, and strengthen the ADR/ADE of traditional Chinese
medicine injection.
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Table 1 Distribution of age and sex in patients
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Table 2 Types of traditional Chinese medicine injection
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Table 3 ADR/ADE involved organs/systems and main clinical manifestations
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Table 4 Occurrence time distribution of ADR/ADE
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Table 5 Correlation evaluation and outcome of ADR/ADE
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Table 6 Types of irrational use of ADE
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