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DESCRIPTION
Real-world evidence has become an increasingly important
component of pharmacovigilance, complementing traditional
data sources such as clinical trials and spontaneous adverse
reaction reports. Real-world data are derived from routine
healthcare settings and include information from electronic
health records, insurance claims, registries, and observational
studies. Analysis of these data provides insights into medication
safety under everyday conditions of use. Unlike clinical trials,
which operate under controlled protocols, real-world data reflect
diverse patient populations, varying adherence patterns, and
long-term treatment exposure. This diversity allows
pharmacovigilance systems to evaluate safety outcomes in
populations often underrepresented in trials, such as older
adults, individuals with multiple conditions, and those receiving
complex treatment regimens.

Real-world evidence supports identification of adverse drug
reactions by enabling estimation of incidence rates and
comparative risk assessment. Large datasets allow comparison
between treated and untreated groups or between different
therapeutic options. Such analysis can help clarify whether
observed safety concerns are associated with specific medications
or reflect underlying patient characteristics.

Integration of real-world data into pharmacovigilance requires
careful methodological consideration. Observational data are
subject to confounding, missing information, and variability in
data quality. Appropriate study design, statistical adjustment,
and sensitivity analysis are essential to support valid conclusions.
Collaboration between clinicians, epidemiologists, and data
scientists strengthens analytical rigor.

Regulatory authorities increasingly recognize the value of real-
world evidence in safety evaluation. Real-world studies may
support regulatory decisions such as label updates, restriction of
use, or confirmation of safety signals detected through other
methods. Use of real-world evidence enables more timely
assessment of emerging concerns. Healthcare systems benefit
from pharmacovigilance insights derived from real-world data.

Analysis of local prescribing patterns and outcomes can inform 
institutional policies and improve medication safety practices. 
Feedback from such analysis supports continuous quality 
improvement within healthcare organizations. Patient privacy 
and data protection are critical considerations when using real-
world data. Robust governance frameworks ensure ethical use of 
information and compliance with data protection regulations. 
Transparency regarding data use supports public trust and 
acceptance of real-world evidence initiatives. Technological 
advances have expanded the capacity to collect and analyze real-
world data. Machine learning and advanced analytics offer 
opportunities to detect complex safety patterns. However, human 
oversight remains essential to interpret findings and ensure 
clinical relevance.

Education and training support effective use of real-world 
evidence in pharmacovigilance. Healthcare professionals involved 
in data collection and analysis require understanding of data 
limitations and appropriate interpretation. Interdisciplinary 
collaboration enhances application of findings to clinical 
practice. Challenges remain in harmonizing data across different 
sources and healthcare systems. Variability in coding practices 
and data completeness can limit comparability. Efforts to 
standardize data formats and definitions support more reliable 
analysis and broader collaboration.

CONCLUSION
Real-world evidence enhances pharmacovigilance decision-making 
by providing insights into medication safety during routine use. 
When combined with established surveillance methods, real-world 
data support comprehensive safety evaluation and informed 
regulatory action. Continued development of analytical methods 
and data governance frameworks will further strengthen the 
contribution of real-world evidence to pharmacovigilance. 
Pharmacovigilance activities monitor reports of such reactions to 
identify patterns that may indicate changes in product 
performance or patient susceptibility. Accurate documentation of 
product brand names and batch numbers supports investigation of 
potential manufacturing-related issues.
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