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Literature analysis of adverse drug reactions induced by sintilimab
ZHAO Feifei, LI Man, YANG Nan, MAO Lijin, CHEN Jingxia, GUO Feng (Dept. of Pharmacy, the First
Affiliated Hospital of Zhengzhou University, Zhengzhou 450052, China)

ABSTRACT OBJECTIVE To investigate the status and clinical characteristics of adverse drug reactions (ADRs) induced by
sintilimab in order to provide references for clinical rational drug use. METHODS The cases of ADR induced by sintilimab were
retrieved from the databases of PubMed, Embase, CNKI, VIP and Wanfang. RESULTS A total of 32 literature were included,
involving 33 patients among which there were 25 males (75.76% ) and 8 females (24.24% ). The incidence of ADRs was higher in
patients aged over 40 years (81.82% ). The dose of sintilimab was the drug instructions recommended dose (200 mg) for 30
patients and 100 mg for a patient. The earliest ADR occurred 1 h after the first medication, the latest ADR occurred after 14 cycles
of sintilimab. The 27 cases suffered from ADR cases (81.82% ) within 4 months after medication, and no reports of ADR occurred
after 12 months of medication. The major manifestations of ADR were myocarditis, diabetes mellitus, checkpoint inhibitor
pneumonitis (CIP), cytokine release syndrome (CRS) and hypothyroid myopathy (HM), etc. CRS and HM belonged to ADRs not
recorded in the drug instructions. The 29 cases of recovery and 4 deaths occurred after symptomatic treatment. CONCLUSIONS
ADR caused by sintilimab often occurs within 4 months after treatment, and it is high in males and patients over 40 years old. In
clinical application of sintilimab, attention should be paid to the occurrence of myocarditis, diabetes mellitus, CIP, as well as CRS

and HM not recorded in the drug instructions.
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