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Opinion 

 
Medication-related adverse events or negative drug reactions 
(ADRs) are harmful activities resulting from medication. ADRs 
could have profound consequences at the patients’ quality of 
lifestyles, as well as creating an expanded burden on the healthcare 
system [1]. ADRs are one of the growing reasons of morbidity and 
mortality internationally, and could stay a enormous public health 
trouble with the multiplied complexity in medicine, to treat diverse 
sicknesses in an getting older society. 

 
Adverse drug reactions area unit stratified joined of the highest ten 
causes of morbidity and mortality within the developed world. 
However, the burden of the matter may very well be 
underestimated, as in several instances; ADRs don't seem to be 
suspected, thereby resulting in under-reporting. Adverse drug 
reactions represent a massive economic burden in terms of care 
prices; contribute to a major proportion of hospital admissions and 
area unit thought to be a significant public pathological state. Prior 
to approval, most medication can solely are tested for short-run 
safety and effectualness on a restricted range of rigorously elect 
people [2]. 

 
Consequently, the restricted numbers of persons concerned in pre- 
marketing clinical trials don't facilitate sensible estimation of the 
ADR profile of a drug. In addition, the controlled atmosphere of 
pre-marketing clinical trials bears little or no likeness of however 
the drug is employed in larger populations. it's when unleash, once 
the drug is employed in additional patients having a spread of 
coincident diseases and the agency is also taking different 
medication, that limitations to its use become evident [2-3]. These 
limitations result from a scarcity of semipermanent safety 
knowledge, under-representation of bound populations in clinical 
trials and inadequate data concerning off-label use. 

 
Moreover, the regular use of surrogate endpoints will provide 
dishonest data regarding the consequences of medication as 
compared to usage in actual patients. It’s conjointly throughout the 
post-approval part that antecedently unidentified ADRs, several 
manifesting years when the discharge of a drug, may occur [4]. 

 
This may be illustrated by the subsequent example. Rhabdomyolysis 
could be a serious however uncommon adverse impact of 3- 
hydroxy-3-methylglutaryl coenzyme enzyme inhibitors (statins). 

However, there are reports of rhabdomyolysis occurring as results of 
the interaction between azithromycin and varied statins. Post- 
approval watching facilitates observation of the drug profile for 
extended durations and for unapproved indications, effects of co- 
morbidities, co-administrations and also the possible chance of non- 
compliance with drug administration directions [5]. 

 
Signal detection is one in every of the first goals of 
pharmacovigilance. A symbol is outlined by the agency as reported 
data on a doable causative relationship between associate degree 
adverse event and drug, the connection being unknown or 
incompletely documented antecedently. Sometimes quite one 
report is needed to come up with a symbol, looking on the 
seriousness of the event and also the quality of the knowledge. 
Once detected, signals ought to be followed up with elaborate 
investigations together with pharmacoepidemiological studies and 
applicable restrictive action. 

 

REFERENCES 
 

1. Davies EA, O'mahony MS. Adverse drug reactions in special 
populations–the elderly. British journal of clinical 
pharmacology. 2015 Oct;80(4):796-807. 

2. Karch FE, Lasagna L. Adverse drug reactions: a critical review. 
Jama. 1975 Dec 22;234(12):1236-41. 

3. Pirmohamed M, James S, Meakin S, Green C, Scott AK, 
Walley TJ et al. Adverse drug reactions as cause of admission to 
hospital: prospective analysis of 18 820 patients. Bmj. 2004 Jul 
1;329(7456):15-9. 

4. Ramesh M, Pandit J, Parthasarathi G. Adverse drug reactions 
in a south Indian hospital—their severity and cost involved. 
Pharmacoepidemiology and drug safety. 2003 Dec;12(8):687-
92. 

5. Mouton JP, Mehta U, Parrish AG, Wilson DP, Stewart A, 
Njuguna CW et al. Mortality from adverse drug reactions in 
adult medical inpatients at four hospitals in South Africa: a 
cross‐sectional survey. British journal of clinical pharmacology. 
2015 Oct;80(4):818-26. 

 
 

*Corresponding Author: Kriti Nayan Singh, Department of Pharmacology, Shambhunath Institute of Pharmacy, Uttar Pradesh, India 
Email: nayankriti@gmail.com 

Received: April 9, 2021; Accepted: April 23, 2021; Published: April 30, 2021 

Citation: Singh K N (2021) Morbidity and Mortality of Adverse Drug Reactions. J Pharamacovigil. 9:313. doi-10.35248/2329-6887.21.9.313. 

Copyright: ©2021 Singh K N. This is an open-access article distributed under the terms of the Creative Commons Attribution License, 
which permits unrestricted use, distribution, and reproduction in any medium, provided the original author and source are credited. 

J Pharmacovigil, Vol. 9 Iss. 4 No: 313 1 

ISSN: 2329-6887 

e
 

mailto:nayankriti@gmail.com

