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Abstract: Objective To identify adverse drug events signals of lutetium ['77Lu] oxodotreotide in the real-world setting, and to
provide evidence for its clinical safety. Methods Adverse drug events reports with “lutetium [!7’Lu] oxodotreotide” as the primary
suspected drug were extracted from the FAERS database from Q4 2017 to Q1 2026. Four disproportionality analysis methods, including
ROR, PRR, BCPNN, and MGPS were employed for signal detection. The time-to-onset characteristics of adverse drug events were
further analyzed using Weibull distribution. Results A total of 5 274 reports were included, and 146 positive signals were identified.
After secondary screening to exclude invalid and irrelevant adverse drug events, 85 valid signals remained, involving 13 system organ
classes. The top 10 signals by frequency were general condition aggravated, death, platelet count decreased, abnormal laboratory tests,
thrombocytopenia, abdominal pain, anemia, ascites, white blood cell count decreased, and hemoglobin decreased. The top 10 signals
by signal strength were carcinoid heart disease, carcinoid crisis, carcinoid syndrome, elevated serum chromogranin A, elevated 5-

hydroxyindoleacetic acid, radiation exposure, elevated monocyte percentage, deteriorating general condition, elevated serum serotonin,
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and bone marrow infiltration. The median time to onset was 77.5 days, and Weibull analysis indicated an early failure-type hazard

pattern. Conclusion During treatment with lutetium ['7’Lu] oxodotreotide, particular attention should be paid to hematological

toxicity, gastrointestinal reactions, and renal function-related risks. Clinicians should also remain vigilant for adverse drug events

signals not listed in the drug label and strengthen pre-treatment risk assessment and dynamic monitoring during therapy.

Key words: lutetium ['7"Lu] oxodotreotide; peptide receptor radionuclide therapy; gastroenteropancreatic neuroendocrine tumors;

FAERS database; adverse events; decreased platelet count; thrombocytopenia; anemia
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Table 1 Four methods used for signal detection

WaRrS HHEARX AL i<
ROR i ROR =ad/bc a=3, 95%CI FfE>1
PRR 2 PRR=[a/(a+c)]/[b/(b-+d)] a=3, PRR=2, =4

1 =2[(0O—E)YE]
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Table 4 Top 10 adverse drugs events signals ranked by number of reports
PT 5 AR ROR (95% CI) PRR (42 EBGM (EBGMO05) IC (1C025)
A ERRGLEALH 1108 59.63 (56.01, 63.49) 53.53 (56339.51) 52.71 (49.51)  5.72 (5.56)
bIAN 423 2.88 (2.61, 3.17) 2.80 (497.63) 2.80 (2.54) 1.49 (1.34)
TN B PR 215 12.20 (10.66, 13.97) 11.97 (2158.14) 11.93 (1042)  3.58 (3.31)
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# indicates adverse events not mentioned in the drug instructions.
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# indicates adverse events not mentioned in the drug instructions.
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