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ABSTRACT OBJECTIVE: To perform data analysis on anti-tumor drugs that cause interstitial lung disease, so as to
provide reference for the safe clinical application of anti-tumor drugs. METHODS: Based on the U.S. Food and Drug
Administration Adverse Event Reporting System ( FAERS) database, drug-related adverse events of interstitial lung
disease reported from the first quarter of 2004 to the fourth quarter of 2024 were extracted, data related to anti-tumor
drugs were screened. Suspicious risk signals with anti-tumor drugs as the primary suspect drugs were screened by the
Reporting Odds Ratio (ROR) method and Information Component (IC) method. RESULTS: A total of 24 242 adverse
events of interstitial lung disease induced by anti-tumor drugs were obtained, with 70 kinds of anti-tumor drugs
involved. The drug with the highest number of reported adverse events of interstitial lung disease induced by anti-tumor
drugs was pembrolizumab (1 589 cases, ROR=4. 16, IC;,; =1.89). Trastuzumab deruxtecan ( ROR =15.97) had
the highest ROR value. The median time to adverse events of interstitial lung disease was 62. 2 d after initiation. The
anti-tumor drugs that most frequently caused adverse events in interstitial lung disease were targeted drugs (9 403
cases, ROR=2.48), among which trastuzumab deruxtecan reported the most cases and had the highest ROR value
(812 cases, ROR=15.97). Immune checkpoint inhibitors had the highest correlation with interstitial lung disease
(4 450 cases, ROR =4.56). Pembrolizumab (731 cases) had the highest number of deaths after interstitial lung
disease. CONCLUSIONS: Targeted therapies were the most common class of drugs that caused adverse events of
interstitial lung disease, higher than cytotoxic agents. The first 3 months after administration is the key monitoring
period. With the introduction of immune checkpoint inhibitors, clinical attention should be paid to interstitial lung
disease induced by such drugs, and early diagnosis and treatment should be carried out to reduce mortality.
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