
Safety Profile of Omeprazole in Spain:
Longitudinal Observational Study of Reported Adverse Drug Reactions

Cecilia Ramirez Guevara | Aula de Farmacovigilancia PVpharm. Faculty of Pharmacy. University of Granada | Corresponding author: 2909ramirez.cecilia@gmail.com

BACKGROUND & AIM
Omeprazole is one of the most widely used proton pump inhibitors in Spain. Due to its extensive and prolonged use, continuous pharmacovigilance evaluation
remains especially relevant under real-world conditions. The aim of this study was to longitudinally analyze suspected adverse drug reactions (ADRs)
associated with Omeprazole and evaluate concordance with official safety information available in CIMA.

METHODS
Observational, longitudinal and retrospective study using FEDRA-AEMPS data from 1991 to May 2026.
ADRs were analyzed according to age, sex, seriousness, notifier type and affected System Organ Class
(SOC). The analysis included annual evolution of reports, distribution by sex and age, main affected SOCs
and identification of clinically relevant serious ADRs.

RESULTS

Main findings
A total of 3,687 suspected ADRs associated with Omeprazole were identified between 1991 and May 2026, showing a progressive increase in reporting frequency over time, with peaks observed in 2018,
2019 and 2024. The most frequently affected System Organ Classes (SOC) were gastrointestinal disorders, skin and subcutaneous tissue disorders, general disorders, nervous system disorders and
hepatobiliary disorders. Reports were more frequent in women and in adult and elderly populations. Healthcare professionals represented the main notifier group. At HLT/HLGT level, the most commonly
reported ADRs included diarrhea, nausea, vomiting, skin rash, urticaria, pruritus, headache, dizziness, hypomagnesemia and hepatic abnormalities. Clinically relevant serious ADRs included
tubulointerstitial nephritis, severe cutaneous adverse reactions (SCAR), hepatotoxicity, hematological disorders and systemic hypersensitivity reactions.

CONCLUSIONS
Most ADRs identified were consistent with the official safety profile described in SmPCs and
package leaflets available in CIMA. However, serious ADRs continue to be reported, reinforcing the
importance of post-marketing pharmacovigilance systems for monitoring the benefit-risk profile of
widely used medicines under real-world conditions.

LIMITATIONS
FEDRA data are based on spontaneous ADR reporting and do not establish definitive causality.
Underreporting and incomplete clinical information should be considered when interpreting results.

Keywords: Omeprazole; Pharmacovigilance; Adverse Drug Reactions; FEDRA; Proton Pump Inhibitors

mailto:2909ramirez.cecilia@gmail.com

