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Abstract: Objective To explore and evaluate the adverse reaction (ADR) signals of Qingkailing Injection (i H RIEHK), so as to
provide reference and guidance for clinical rational use of drugs and post-marketing studies of drug marketing authorization holders.
Methods The ADR reports of Qingkailing Injection collected from January 2016 to December 2020 in Henan Province ADR database
were processed and statistically analyzed. Reporting odds ratio (ROR), comprehensive standard method (Medicines and Healthcare
Products Regulatory Agency, MHRA) and Bayesian confidence propagation neural network (BCPNN) were used to mine ADR signals
of Qingkailing Injection, and the mined ADR signals were analyzed and evaluated. Results A total of 3855 ADR reports with
Qingkailing Injection as suspected drug were extracted, and 6111 ADR cases were obtained after data processing, involving 15
systematic organ classification (SOC). In the ADR report, the number of female patients was more than that of male patients, and the
number of ADR cases occurred in patients between 45 and 64 years old after medication was the most, the primary disease of patients
was respiratory system disease (88.02%), 91.05% of patients had a course of medication for one day, 95.62% of patients had ADR on

the same day of medication, and 99% of patients had good outcome of adverse reactions. The three signal detection methods excavated
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35, 20 and 29 ADR signals for Qingkailing Injection, and the new ADR signals were 11, 9 and 9, respectively. Asthma was the known

ADR with the highest signal intensity detected by all the three signal detection methods, while elevated body temperature, cold feeling

and chest discomfort were the new ADR with higher signal intensity detected by all the three signal detection methods. Conclusion

This study can promote the in-depth study of pharmacovigilance signals of Qingkailing Injection by three signal detection methods,

which is conducive to clinical rational drug use and improve the safety of Qingkailing Injection.
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Table 1 Basic information of ADR reports of Qingkailing Injection
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Table2 ADR involving systematic organ classification and main clinical manifestations
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Table3 All ADR signals mined by three methods
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Table 4 New ADR signals mined by three signal detection methods
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