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Safety evaluation of Xianling Gubao Capsule based on real-world study
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Abstract: Objective To explore the characteristics of Xianling Gubao Capsule (XGC) induced adverse reactions, especially
drug-induced liver injury, and the occurrence and prognosis of ADR, aiming to provide a reference for clinical rational drug use, and
ideas for after-marketing re-evaluation of Chinese materia medica. Methods A total of 788 patients were enrolled in one tertiary
hospital to observe the clinical application safety of XGC based on real-word study. Results Compared with the conventional
treatment group, the incidence of ADR in the treatment group showed no significant difference (P > 0.05) in XGC group. XGC group
had the highest incidence of adverse gastrointestinal reactions (83.0%), and a higher incidence of abdominal distension (P < 0.01).
Incidence of liver function abnormalities (> 2 ULN) and abnormal liver function abnormalities (= 3 ULN) was both higher in XGC
group, but there was no statistical significance (P > 0.05). Pre-drug liver abnormalities or patients with underlying liver disease were
more likely to have drug induced liver injury (30.4%). Conclusion Monitoring adverse reactions of XGC should be enhanced in order
to promote the rational use and ensure the safety in clinic.
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Table 1 ADR distribution
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1% 5 /% 1% 5 /%

{H1LiE ADR JIE K 21 5.3 5 1.3 <0.01

{5 23 5.8 25 6.3 >0.05

G 2 0.5 5 1.3 >0.05

B A E 11 2.8 10 2.5 >0.05

TR 4 1.0 6 1.5 >0.05

Bt 44 11.1 45 11.5 >0.05

IR R FE 1 0.25 5 13 >0.05

Bt —#f% ADR 45 11.4 50 12.8 >0.05

"R IIRI I M AE ADR, BRI S ) O T % TR0 A TS R 51 o

“multiple ADRs of digestive system occurred in some patients, resulting in total cases number was more than sum of each digestive ADR cases number

#*2 FTEINEE ADR 5576
Table 2 ADR distribution of liver kidney function
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Table 3 Relevant factors of abnormal liver function ADR in XGC group
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Table 4 Outcome of patients with abnormal liver function ADR
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