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Introduction 

 Drug safety databases contain professional assessment of the 

potential of medicine . This database permits the risk- profit analysis 

of medicinal products taking into account new and emerging 

information, within the context of additive data. Data mining drug 

safety report databases, the medical literature, and other digital 

resources could play a crucial role in augmenting the knowledge about 

ADEs that's obtained during short-term clinical trials. The term “big 

data” refers to an outsized volume of diverse, dynamic, distributed 

structured or unstructured data that gives both opportunities and 

challenges with reference to its interpretation due to its complexity, 

content, and size. The digital revolution introduced advanced 

computing capabilities, spurring the interest of regulatory agencies, 

pharma ceutical companies, and researchers in using big data to watch 

and study drug safety.  

 The use of massive data for pharmacovigilance involves novel 

electronic methods that are applied to research the massive and 

growing volume of data about ADEs in spontaneous reporting system 

(SRS) databases and other digital sources. Clinical and medicines 

safety organisations run their operation independently and use separate 

databases designed to suits different data standards. It also introduces 

the danger of non-compliance thanks to late submission of unexpected 

serious adverse reactions to competent authorities. Drug safety is a 

global endeavor. There are some drug safety activities in almost every 

country. The World Health Organization (WHO) disclaimer icon is 

functioning with both countries that don't yet have a proper program 

and people that do. The issue of drug safety are often divided into a 

couple of topics. The topic of medical manifestations of adverse events 

is quickly appreciated by any layperson, as these often include nausea, 

vomiting, and low blood corpuscle counts. 

Drug safety refers to the frequency of adverse drug effects (i.e., 

physical or laboratory toxicity that would possibly be associated with the 

drug) that are treatment emergent—that is, they emerge during treatment 

and weren't present before treatment, or they go to pot during treatment 

compared with the pretreatment state. Drug Safety toxicology studies are 

often core to the critical path in compound development: tight deadlines 

are common. Drug safety studies that are performed using EMR 

databases alone, with no other source of linked data, have used a spread 

of knowledge sources starting from individual medical center EMR 

systems to data collected from large, nationwide populations. Drug safety 

and efficacy are of paramount importance when considering regulatory 

aspects for any drug, especially those intended to be delivered to the nose 

or lung. Drug safety studies that are performed using EMR databases 

alone, with no other source of linked data, have used a spread of 

knowledge sources starting from individual medical center EMR systems 

to data collected from large, nationwide populations. Large EMR 

databases containing GP or medical care data, with little or no specialist 

visit data, offers useful sources of drug safety information if the 

outcomes of interest are presumably to be treated within the medical care 

setting. 

The present era of over expanding databases for health-care 

research, very large combined EMR databases are being created that 

contain data on huge populations. Statistical Methods for Drug Safety 

presents a good sort of statistical approaches for analyzing pharmaco 

epidemiologic data. It covers both commonly used techniques, like 

proportional reporting ratios for the analysis of spontaneous adverse 

event reports, and newer approaches, like the utilization of marginal 

structural models for controlling dynamic selection bias within the 

analysis of large-scale longitudinal observational data. In our study, the 

most prevalent AEs and ADRs, mainly gastro-intestinal system disorders 

including nausea, diarrhea and vomiting, in monitoring system were 

largely similar with those in literature and social media. A 

pharmacovigilance safety database is that the central repository for 

individual case safety reports or ‘ICSRs collected for a company’s 

medicinal product(s) from all sources globally. It is vital that any 

pharmacovigilance safety database is maintained so far with the newest 

regulatory requirements and validated to satisfy both international 

standards and business requirements. Implementation costs including 

resources and energy required shouldn't be underestimated, especially 

where robust and risk-based computer systems validation measures are 

going to be adhered to make sure the system is fit for purpose and meets 

both regulatory and business requirements. 
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