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DESCRIPTION 

There are significant problems with Adverse Drug Events (ADEs), medication-induced toxicity and side effects. A 

large amount of morbidity, mortality and social expenses are associated with ADEs. After pulmonary disease 

(before to the COVID-19 epidemic), diabetes, AIDS, pneumonia, accidents and automobile mortality, ADEs are 

estimated to be the fourth greatest cause of death in the US.  For instance, the FDA gets over 1 million complaints of 

pharmaceutical mistakes and adverse reactions each year, which is quite helpful in keeping control of post-market 

surveillance data. But still not all known safety information for a reported drug is always included in data from the 

FDA Adverse Event Reporting System (FAERS). As a result, all other pertinent information should be taken into 

consideration before making any decisions regarding drug-related treatment. In order to find information that has 

been reported to the FDA by the pharmaceutical industry, healthcare providers, and consumers, practitioners, 

healthcare professionals and members of the general public can access the FAERS public dashboard on the internet. 

FAERS' main objective was to increase data access and transparency. However, use caution before interpreting the 

data because reports on particular medications or biologics could not accurately reflect the agents that caused the 

ADEs. Additional data limitations include the following: (i) Duplicate or incomplete reports (ii) The inclusion of a 

report does not always establish causation; (iii) Unverified information in the reports (iv) Reports that may not 

always reflect incidence rates. 

Compared to more than 2.19 million in 2019 and 2.15 million in 2018, more than 1.1 million reports were received 

in just 2020. In total, over 591000 reports were accelerated in 2020, compared to over 473000 non-expedited 

reports. 42000 were direct reports, roughly (voluntarily submitted directly to FDA by consumers and healthcare 

professionals through the Med Watch programme). A non-expedited report, on the other hand, refers to reports that 

do not meet the requirements for expedited reports, such as incidents filed as serious and expected, non-serious and 

unexpected, and non-serious and expected. In this regard, an expedited document denotes findings that have at least 

one adverse effect that is not currently described in the product labelling and for which the patient outcome is 

serious. ADEs have been associated to 7000 annual deaths, with a cost estimate of $2 billion. In a seminal 1995 

study discovered that personnel assignments, timely patient and medication information dissemination, and 

optimization of pharmaceutical safety and distribution systems may prevent about 28% of ADEs. These numbers are 

most likely conservative estimates of ADE morbidity and mortality, according to further data. The results show that 

ADEs affect 50% of surgeries and that each year; over 700,000 outpatients are seen in emergency rooms for drug-
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induced adverse events, with 120000 of these instances. According to a 2001 estimate from the US Department of 

Health and Human Services, ADEs caused 770000 hospital-acquired injuries or deaths annually, with a cost of up to 

$5.6 million per hospital per year, excluding other incidental expenses like hospital admissions brought on by ADEs, 

improper conduct and litigation fees, or injury costs. In the US, hospitals spend between $1.56 and $5.6 billion 

annually on treating ADE. As a result, the Department of Health and Human Services released the National Action 

Plan for Adverse Drug Event Prevention (ADE Action Plan) in 2014. This document outlined strategies for 

assessing and preventing ADEs as well as long-term objectives for enhancing patient safety. According to a recent 

study, about 30% of hospitalised patients have Adverse Drug Events (ADEs) or other pharmacological side effects. 

The American Society of Health-System Pharmacists (ASHP) defines medication errors as unanticipated, undesired, 

iatrogenic dangers or events in which a medicine was used. 

They can be broadly divided into two categories: (i) Defects in medication (ii) ADEs another important ADE-

generating category that might be added to the list is the absence of pre-existing conditions or pharmacokinetics 

variables. Since the focus of this study is adverse events, it should be highlighted that medication errors may or may 

not be the cause of ADEs. The difficulties with low ADE reporting are a major cause of the lack of more recent 

epidemiological data on the impact of ADEs. The ASHP advises health systems to put adverse drug reaction (ADR) 

monitoring programmes in place in order to (i) Lower the risk of an ADR for a given patient and (ii) Speed up 

reporting to doctors who are involved in the patient's care when an ADR occurs. (iii) Gather information on 

pharmacovigilance for reporting to pharmaceutical firms and regulatory organisations. The risk of ADEs may be 

increased by polypharmacy, numerous concurrent disease conditions, paediatric or geriatric status, female gender, 

genetic variability, and pharmacological parameters including class and mode of administration. High-alert drugs are 

those with a significant potential of harm, especially when administered inappropriately, according to the Institute 

for Medication Safety. Examples of high-alert drugs include anticoagulants, cancer treatment, insulin, opioids, and 

neuromuscular blockers. To lower ADRs in certain populations, a meta-analysis of intervention studies is also being 

carried out. 


