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DESCRIPTION 

An Adverse Drug Reaction (ADR) is a potentially dangerous, unanticipated 

side effect of taking medicine. ADRs can occur after a single dose or 

extended administration of a medicine, or they can occur when two or more 

drugs are combined because side effects can be beneficial as well as 

harmful, this concept varies from the term "side effect."  The subject of 

pharmacovigilance is concerned with the investigation of ADRs. Any 

unexpected and inappropriate occurrence during the use of a drug, whether 

or not connected with the delivery of the drug, is referred to as an Adverse 

Drug Event (ADE).  An ADR is a sort of ADE in which a cause-and-effect link 

can be demonstrated. ADRs are simply one sort of medication-related injury; 

failure to take prescribed medications can also result in harm. 

 

 

 

ADRs may be classified by e.g. cause and severity. Type A reactions, which account for around 80% of all Adverse 

Drug  Reactions (ADR), are frequently caused by the drug's principal pharmacological impact (for example, bleeding 

while using the anticoagulant warfarin) or a low therapeutic index (for example, nausea from digoxin) and are thus 

expected. They are usually moderate and dose-related, but they can be significant or even fatal (e.g. intracranial 

bleeding from warfarin). Such reactions are frequently caused by incorrect dosage, particularly when drug 

elimination is compromised. Minor type A reactions are frequently referred to as "side effects." 

A serious adverse event is defined by the US Food and Drug Administration as one in which the patient's outcome is 

one of the following: Death, Life-threatening, Admission to a hospital (initial or prolonged), A major, chronic, or 

permanent change, impairment, damage, or disruption in a patient's body function/structure, physical activities, or 

quality of life is referred to as disability. A congenital defect intervention is required to avoid permanent impairment 

or injury. A point on an arbitrary scale representing the severity of the bad occurrence in issue is referred to as 
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severity. When it comes to unpleasant events, the terms "severe" and "serious" are technically extremely different. 

They are often confused, but they cannot be used interchangeably, necessitating caution in their application. 

To estimate the possibility that a medicine caused a suspected ADR, a causality evaluation is used. The Naranjo 

algorithm, the Venulet algorithm, and the WHO causality term assessment criteria are some of the methods used to 

determine causation. Each has advantages and disadvantages, and most require some level of expert judgement to 

use. If an ADR does not abate after a challenge-dechallenge-rechallenge approach, it should not be characterised 

as "certain" (stopping and starting the agent in question). Co-prescribed drugs and underlying psychiatric problems 

may be factors in the ADR; the chronology of the commencement of the suspected ADR is significant since another 

substance or factor may be implicated as a cause. Unless the incident is discovered during a clinical research or 

huge databases are used, assigning causality to a single drug can be challenging. Both systems have drawbacks 

and are prone to errors. Even in clinical investigations, some ADRs may go unnoticed due to the enormous number 

of test subjects required to detect an adverse drug reaction. Psychiatric ADRs are frequently overlooked because 

they are lumped together in population assessment questionnaires. 

Drug safety and reactivity are monitored by official authorities in several nations. The WHO oversees the Uppsala 

Monitoring Centre, while the European Union oversees the European Medicines Agency (EMA). The Food and Drug 

Administration (FDA) in the United States is in charge of post-marketing studies. The Marketed Health Products 

Directorate of Health Canada is in charge of monitoring marketed health products in Canada. The Therapeutic 

Goods Administration (TGA) in Australia monitors therapeutic items after they have been approved for sale. The 

Yellow Card Scheme was founded in the United Kingdom in 1963. 

According to a research conducted by the Agency for Healthcare Research and Quality (AHRQ), sedatives and 

hypnotics were the biggest cause of adverse medication events in hospitals in 2011. A sedative or hypnotic 

medicine was responsible for about 2.8 percent of all ADEs on admission and 4.4 percent of ADEs that occurred 

during a hospital stay. Steroids, antibiotics, opiates/narcotics, and anticoagulants were the most commonly 

identified causes of adverse medication events that occurred during hospital stays in the United States in 2011, 

according to a second AHRQ research. 

ADEs involving antibiotics and opiates/narcotics were more common in patients treated in urban teaching hospitals 

than in those treated in urban nonteaching hospitals. When compared to patients treated in public or private, for-

profit hospitals, those treated in private, nonprofit hospitals had higher rates of most ADE causes. In 2011, females 

had a larger rate of opiates and narcotic-related ADEs than men in the United States, whereas male patients had a 

higher rate of anticoagulant-related ADEs. During hospitalization, nearly 8 out of 1,000 persons aged 65 and up 

were exposed to one of the four most prevalent  ADEs (steroids, antibiotics, opiates/narcotics, and anticoagulants). 

According to a study, 48% of patients had an adverse drug reaction to at least one medicine, and pharmacist 

engagement aids in the detection of adverse drug reactions. 
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