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Reassessment on Post-Marketing Clinical Safety of Shuxuetong Injection Based on Literature
Analysis*
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Chinese Medicine, Zhengzhou 450000, China; 3. Henan Province Engineering Research Center for
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Key Laboratory for Clinical Pharmacy of Traditional Chinese Medicine; Zhengzhou 450000, China;
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Henan Province & Education Ministry of P. R. China, Henan University of Chinese Medicine,
Zhengzhou 450046, China)

ABSTRACT OBJECTIVE: To conduct reassessment on literature related to the post-marketing clinical safety of
Shuxuetong injection, and to acquire the information on clinical safety of drugs, so as to provide references for clinical
safe medication. METHODS . Literature of adverse drug reactions (ADR)/ adverse drug events (ADE) of Shuxuetong
injection recorded in CNKI, Wanfang Data, VIP, CBM and PubMed up to May 2023 were retrieved, descriptive
analysis method was adopted to conduct summary and analysis on the occurrence characteristics of ADR/ADE.
RESULTS: A total of 212 eligible studies were enrolled, including 151 clinical researches, 41 case reports, 20 safety
monitoring, and 1 361 cases of ADR/ADE were reported. The ADR of Shuxuetong injection involved 16 organs and or
(systems) , 90 types clinical manifestations, totally 2 109 case-times, mainly focused on skin and its accessory damage
(637 case-times, 30.20%), manifested by rash, itching, skin redness and swelling, etc.; followed by
gastrointestinal system damage (447 case-times, 21.19% ), manifested by nausea, vomiting, diarthea, etc. Eight
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hundred and two cases provided specific dosage, of which 11. 10% (89 cases) had ADR/ADE in a single overdose
(>6 mL). Three hundred and fourteen cases provided specific descriptions for the occurrence time of ADR/ADE, of
which 36.94% (116 cases) occurred between O to 30 min after drug administration, and 11.78% (37 cases)
occurred >7 d. Three hundred and nineteen cases recorded the ADR/ADE treatment outcome, of which 317 cases
were improved or recovered. Nine cases of severe ADR/ADE were found, manifested by upper gastrointestinal

hemorrhage, severe skin rash and anaphylactic shock. CONCLUSIONS: Descriptive literature research can

systematically sort out the occurrence time, clinical manifestations, involved organs and/or systems, ADR outcomes

and prognoses of ADR/ADE associated with Shuxuetong injection, which can provide references for its rational clinical

application and safety control.
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