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Post-Marketing Diabetes Drug
Surveillance: Ensuring Safety and
Efficacy in Real-World Use
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Post-marketing surveillance encompasses a variety of methodologies, including
Revised: 21-Aug-2025, Manuscript

spontaneous adverse event reporting, patient registries, electronic health record analysis, ) .

. . . No. jdmc-26-184900 (R); Published:
and large-scale observational studies. These tools enable regulatory agencies, healthcare 31-Aug-2025, DOI: 1037532/
providers, and pharmaceutical companies to detgct rare, delayed, or population-specific jdmc.2025.8(4).317-318
adverse effects that may not have been apparent in pre-approval trials [3,4].

For example, SGLT2 inhibitors demonstrated significant cardiovascular and renal
benefits in clinical trials, but post-marketing data identified rare events such as diabetic
ketoacidosis, genital infections, and fractures. Early detection of such events allows for
updated labelling, targeted patient education, and risk mitigation strategies. Similarly,
GLP-1 receptor agonists, while generally well tolerated, have been closely monitored for
potential gastrointestinal, renal, and pancreatic effects in broader populations.

Post-marketing surveillance also evaluates real-world effectiveness. Differences in
adherence, comorbidities, and lifestyle factors may influence drug performance compared
with controlled trial settings. Registries and claims data allow assessment of outcomes
such as hemoglobin A1c reduction, hospitalization rates, cardiovascular events, and renal
progression. These insights support evidence-based clinical decision-making and inform
treatment guidelines [5].

Furthermore, pharmacovigilance plays a key role in evaluating drug safety in specific
populations, including elderly patients, children, pregnant women, and those with
chronic kidney or liver disease. Continuous monitoring ensures that dosing adjustments,
contraindications, or special precautions are appropriately communicated and applied.

Conclusion

Post-marketing diabetes drug surveillance is essential for maintaining the safety,
efficacy, and quality of care in real-world settings. By detecting rare adverse events,
monitoring long-term outcomes, and evaluating effectiveness across diverse populations,
pharmacovigilance ensures that diabetes therapies remain safe, effective, and patient-
centered. As diabetes treatment options expand and become increasingly complex,
robust post-marketing surveillance will continue to be critical for optimizing therapy and
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improving health outcomes worldwide.
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