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[Abstract] Objective To analyze the risk of myocarditis caused by PD-1/PD~-L1 inhibitors and provide a reference for
safe medication use. Methods The adverse event (AE) reports of myocarditis related to pembrolizumab, nivolumab,
atezolizumab, and durvalumab were collected in the FDA adverse event reporting system (FAERS) from the first quarter of
2014 to the fourth quarter of 2022. The correlation between the 4 drugs and myocarditis was evaluated using the reporting
odds ratio(ROR)method. The risk signal strengths of myocarditis due to different PD—1/PD-L1 inhibitors were compared, and
the main characteristics (sex, age, outcome, and time of occurrence) were analyzed descriptively. Results A total of 458,
723, 143 and 189 AE reports of myocarditis associated with pembrolizumab, nivolumab, atezolizumab, and durvalumab
were collected respectively, totaling 1513 cases. The ROR (95%Cl) values were 27.75 (25.24 to 30.52), 27.34 (25.31 to
29.54) , 25.76 (21.83 to 30.40) , 25.45 (22.02 to 29.41) respectively, indicating that the risk signal strengths for
pembrolizumab and nivolumab were higher than atezolizumab and durvalumab. Among reports with available data, males
were more frequent than females (885:471), and 70.34% (856/1217) of patients were 65 years old and over. The median
onset time was 27 days. Myocarditis could result in death in 38.86% (588/1513) of patients. Conclusion The risk of

myocarditis varies among different PD—1/PD-L1 inhibitors, often occurring in the early stage of treatment and predominantly in
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men over 65 years old. Myocarditis is a serious AE of PD—1/PD-L1 inhibitors and should be of clinical concern.
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