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Analysis on adverse reactions caused by preparations containing Tripterygium
wilfordii in Henan Province from 2004 to 2019
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Abstract: Objective To analyze the occurrence characteristics of adverse reactions or events (ADR/ADE) caused by preparations
containing Tripterygium wilfordii in Henan Province from 2004 to 2019, so as to provide the basis for clinical rational use of such
preparations. Methods 203 Cases of reports about ADR caused by preparations containing Tripterygium wilfordii in Henan Province
from January 2004 to May 2019 were collected. The occurrence time of ADR/ADE, gender, age, past history, causes of drug use, drug
combination, dosage form, involved systems, clinical manifestations, and outcomes were retrospectively analyzed. Results For the
203 patients with ADR/ADE, the proportion was the highest in 2017 (13.30%), followed by 2018 (10.34%). The incidence was the
lowest between January and March, and there were significant differences in annual/seasonal distribution (P < 0.05). The proportions
of males and females were 56.39% and 46.31%, respectively. The incidence of was the highest in 45 — 64 years old group (47.29%).
However, there was no significant difference in terms of gender or age. Of the 203 patients, 4 cases had allergic history while 8 cases
with smoking history, 3 with history of nephropathy, 2 with pregnant women, and 4 with drinking history. The proportion of patients
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taking tablets was the highest (90.15%). The proportion of ADR/ADE occurring in 2 — 6 h after administration was the highest,
followed by 6 h — 1 d after administration. The constituent ratio of drug use time with shorter than 1 week, 1 — 3 weeks, and longer
than 3 weeks were 71.43%, 17.24%, and 11.33%. The proportions of patients with rheumatoid arthritis and rheumatic arthritis were the
highest (25.12% and 24.14%). 91.13% of them underwent monotherapy and 8.87% underwent treatment with drug combination. The
proportion of patients with gastrointestinal damage was the highest (54.68%), followed by skin and its accessory damage (10.84%).
Damage at medication site, immune dysfunction and infection, endocrine disorders were rare, accounting for 0.49%. For clinical
manifestations, the occurrence frequency of nausea and vomiting was the highest. 181 Cases of the 203 reports were general type, and
22 cases were severe. The proportions of cured and improved patients were 58.13% and 39.41%, respectively, and only 1 case was not
improved, accounting for 0.49%. No deaths due to ADR/ADE occurred. Conclusion Medical staff should pay attention to

observation on ADR caused by preparations containing Tripterygium wilfordii, and it is necessary to strengthen understanding of the

clinical characteristics of the ADR/ADE and strictly follow the instructions to minimize the risks of ADR/ADE.
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Table 1 Time distribution of 203 reports on ADR/ADE

it

FEhy 1~3 A/l 4~6 H Il 6~9 H /i 10~12 A/ = VIR EI%
2004 0 0 1 0 1 0.49

2005 1 7 2 1 11 5.42

2006 5 3 2 7 17 8.37

2007 0 1 3 7 11 5.42

2008 3 1 5 1 10 4.93

2009 1 1 3 2 7 3.45

2010 3 2 2 4 11 5.42

2011 0 3 4 3 10 4.93

2012 0 5 5 7 17 8.37

2013 2 3 5 2 12 5.91

2014 1 6 3 9 19 9.36

2015 2 7 3 3 15 7.39

2016 1 1 4 2 8 3.94
2017 8 5 11 3 27 13.30

2018 6 5 3 7 21 10.34
2019 2 4 0 0 6 2.96

&1t 35 (17.24) 54 (26.60) 56 (27.59) 58 (28.57) 203 100.00
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Table 4 Medication reasons and combined medication
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Table 7 Involved systems and clinical manifestations of patients with ADR/ADE
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Table 8 Outcomes of ADR/ADE reports
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