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Report Analysis and Risk Signal Mining of Adverse Reactions / Adverse Events of Urinary

System Induced by Chinese Patent Medicines in Shandong
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(1. Weifang Institute of Dermatology , Weifang ,Shandong ,China 261071; 2. Weifang Traditional Chinese Hospital ,Weifang ,Shandong ,China
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Abstract: Objective To provide a reference for the clinical safe use of Chinese patent medicines. Methods A total of 57 103
adverse drug reaction (ADR) / adverse drug event (ADE) reports of Chinese patent medicines from January 2018 to December
2021 in the Shandong Adverse Drug Reaction Monitoring Center database were selected, 143 ADR / ADE reports related to urinary
system of which were extracted, involving 143 patients, and the data were classified and analyzed. Proportional reporting ratio
(PRR) , reporting odds ratio (ROR) and comprehensive standard (MHRA) methods were used to mine the risk signals of ADRs /
ADEs,and the characteristics were summarized. Results Among the 143 reports, there were more males than females (58.04% uvs.
41.96%) ,their ages were mostly in the range of 45 to 89 years (115 cases,80.42%). The most Chinese patent medicines involved
were blood — regulating agents (37.06%),followed by heat — clearing agents (20.98%) and tonic agents (14.69%). The specific
drugs were mostly Sanqi Panax Notoginseng for Injection, Shenmai Injection, Xianling Gubao Capsules, Sanjin Tablets and Danhong
Injection (involving seven, six, six,six and five cases respectively). ADRs / ADEs occurred from 3 min to 20 d after medication,
with the highest incidence in 24 h (60. 14%). Among the patients, 88 cases recovered, 51 improved, and four were unknown. The
main ADR / ADE manifestations included frequent urination (35 cases) , hematuria (20 cases) , polyuria (19 cases) and abnormal
urine color (17 cases). Six,six and seven risk signals were detected by the PRR,ROR and MHRA methods respectively;among the
six common signals, three (polyuria, urgent urination and urinary incontinence) were not mentioned in the corresponding drug
instructions. Conclusion It is suggested that we should strengthen the medication monitoring of Chinese patent medicines based on
the occurrence characteristics of ADRs / ADEs in clinical practice to promote their safe use.
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Tab.1 Fourfold table of PRR,ROR and MHRA methods
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Tab.3 Distribution of gender and age of patients involved in
ADRs / ADEs (n = 143)
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Tab.2 Calculation formulas and thresholds of PRR,ROR and MHRA methods
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Tab.4 Distribution of Chinese patent medicines types and specif-

ic drugs involved in ADRs / ADEs
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Tab. 6 Results of risk signal mining by MHRA method
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Tab.5 Results of risk signal mining by PRR and ROR methods
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Note: * refers to the ADR / ADE that is not been mentioned in

the corresponding drug instructions (for Tab.5 — 6).
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