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Signal Mining and Analysis of Adverse Event Reports of Sacubitril Valsartan Based on OpenFDA Database
MA Xiaolong ,PENG Cheng ,ZHANG Jiyan,ZHAO Qian,CHEN Guanglei
(Beidaihe Rehabilitation and Recuperation Center of Joint Logistic Support Force of the PLA,Qinhuangdao,Hebei,China 066100)

The adverse drug event (ADE)
reports of sacubitril valsartan in the US Food and Drug Administration Public Data Open Project (OpenFDA) from July 7,2015 to

XEHS 1006 — 4931(2024)22 - 0142 — 04

Abstract: Objective To promote the safe use of sacubitril valsartan in clinical practice. Methods

August 2,2023 were extracted. The risk signals were mined by the reporting odds ratio (ROR) method,and the mined signals were
analyzed by the system organ classification (SOC) of the Medical Dictionary for Regulatory Activities (MedDRA). Results A total
of 97 574 cases of ADE reports were searched,and the population was mainly male, with a higher proportion of elderly patients;
the majority of reporters came from the United States; the general and severe ADEs accounted for 51.55% and 48.45%,
respectively;in the reports that the outcome was clearly recorded,25.68% of patients died,and 23.11% did not recover. A total of
70 positive signals were mined, involving 15 SOCs, with the highest number of signals (16 signals) for general disorders and
various reactions at the site of administration; two SOCs (psychiatric disorders, ear and labyrinth disorders) and 31 risk signals
were not recorded in the drug instruction. Conclusion The common ADE signals of sacubitril valsartan are basically consistent
with those in the drug instruction, but we should pay attention to the risks not recorded in the drug instruction (such as
pulmonary edema, chest pain, chest discomfort, decreased ejection fraction and so on) to further ensure the patients’ medication
safety.

Key words:sacubitril valsartan;US Food and Drug Administration Public Data Open Project;adverse drug event;signal mining
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Tab.1 Fourfold table of disproportionality measure
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Fig. 1 Annual distribution of ADE reports
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Tab.2 Basic information of ADE reports of sacubitril valsartan
(n = 97 574)
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Tab.3 Top 10 ADE positive signals with larger quantity
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Tab.4 Top 10 ADE positive signals with higher ROR value
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Tab.5 Number of signals in each SOC and ADE signal
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