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Abstract:  
Introduction   
Drug safety is an important patient; clinician and regulatory agencies concern which is closely associated with ADR and 
drug interaction. Pharmacovigilance plays a critical role in ensuring medication safety and efficacy through the 
detection, assessment, understanding, and prevention of adverse effects and other drug-related problems. This is 
achieved with the help of RWE which tells us what actually happen when drug is used by uncontrolled population 
However, pharmacovigilance continues to face challenges such as underreporting of ADRs, heterogeneity of data 
sources, and the increasing demands associated with accelerated drug approvals. To address these issues, real-world 
evidence (RWE) has emerged as a valuable contributor, offering deeper insights into drug safety and efficacy. Analysing 
this data helps us to creating real world evidence which helps doctor, companies and regulators to know about safety and 
efficacy of drugs.  
Methods   
RWE strengthens pharmacovigilance practices by utilizing data from multiple real-life sources including electronic 
health records, patient registries, and social media platforms. Through big data analytics and artificial intelligence, these 
diverse datasets are processed to detect, monitor, and analyse ADRs more effectively. This approach facilitates a more 
comprehensive evaluation of drug safety and supports timely decision-making by regulatory agencies. Integration of 
RWE into existing pharmacovigilance systems provides an enhanced model that complements traditional clinical trial 
data and enriches safety monitoring throughout the product lifecycle.   
Conclusion   
Pharmacovigilance is a scientific method based on real world data and real world evidence. It helps in early detection 
and better understanding of adverse drug reactions. It allows more accurate safety monitoring, which ensures drug safety 
beyond clinical trials.  

Keywords: pharmacovigilance, real world evidence, adverse drug reaction 

References  

1.​ Lavertu, A., Vora, B., Giacomini, K. M., Altman, R., & Rensi, S. (2021). A New Era in Pharmacovigilance: 
Toward Real‐World Data and Digital Monitoring. Clinical Pharmacology & Therapeutics, 109(5), 1197–1202. 
https://doi.org/10.1002/cpt.2172  

2.​ ‌ Parums, D. V. (2025). A Review of the Importance and Relevance of Real-World Data and Real-World 
Evidence. Medical Science Monitor, 31. https://doi.org/10.12659/msm.951118  

3.​ ‌ Shaikh, S. S., Anuja Bharati, Dubey, T., Thakur, R., Kadambari Bhosale, & Prashant Bhoir. (2024). A Review 
article of pharmacovigilance and studies of clinical research for health care. IP International Journal of 
Comprehensive and Advanced Pharmacology, 9(2), 116–124. https://doi.org/10.18231/j.ijcaap.2024.017  

4.​ ‌ Norén, G. N., Donegan, K., Muñoz, M. A., Alshammari, T. M., Pratt, N., Candore, G., Morales, D., Rijnbeek, 
P., Bate, A., Postigo, R., Toh, S., Trifirò, G., Gabarro, M. S., Cave, A., & Ryan, P. B. (2025). Recommendations 
to Enable Broader Use of Real‐World Evidence to Inform Decision‐Making Throughout Pharmacovigilance 
Signal Management. Pharmacoepidemiology and Drug Safety, 34(10). https://doi.org/10.1002/pds.70231  

5.​ ‌ Li, X., Sun, Y., Liu, M., & Tang, J. (2025). Real-World pharmacovigilance analysis of drug-related 

                                                                                                                                                               9 

mailto:vineeta.khanvilkar@bvcop.in
https://doi.org/10.5281/zenodo.17909290
https://doi.org/10.1002/cpt.2172
https://doi.org/10.12659/msm.951118
https://doi.org/10.18231/j.ijcaap.2024.017
https://doi.org/10.1002/pds.70231


 

conjunctivitis using the FDA adverse event reporting system database. Scientific Reports, 15(1). 
https://doi.org/10.1038/s41598-025-92796-x  

6.​ Gavin, K. M., Sundermann, M. L., & Wieland, A. (2025). Leveraging Real-World Data for Safety Signal 
Detection and Risk Management in Pre-and Post-Market Settings. Frontiers in Drug Safety and Regulation, 5, 
1626822. https://doi.org/10.3389/fdsfr.2025.1626822  

 

- 

10  

https://doi.org/10.1038/s41598-025-92796-x
https://doi.org/10.3389/fdsfr.2025.1626822

	 Ensuring Drug Safety beyond Trials: “The Promise of Real-World Evidence.”    
	Introduction   
	Methods   
	Conclusion   

