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The World Health Organization defines pharmacovigilance as the knowledge and 

actions involved in identifying, assessing, and Understanding and preventing adverse 

responses to drugs is crucial for ensuring patient safety. It ensures patients receive safe 

drugs. Pharmacovigilance refers to drug safety. Pharmacovigilance aims to improve 

patient care, public health, and medication safety, as well as identify potential 

consequences. India's pharmacovigilance is raising awareness of adverse drug reactions 

(ADRs), and this assessment offers recommendations for addressing present challenges. 

This contributes significantly to safe drug delivery for patients. To increase our 

understanding of adverse medication responses, we might report them spontaneously, 

monitor them closely, and search databases. The review aims to address many elements 

of pharmacovigilance, including recent methodological innovations. 
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INTRODUCTION 

Pharmacovigilance focuses on detecting, 

assessing, understanding, and preventing harmful 

consequences. Any other drug-related issues. The 

World Health Organization defines 

pharmacovigilance as the science of detecting, 

assessing, understanding, and preventing drug-

related problems, including both long-term and 

short-term adverse effects.[1] Pharmacovigilance is 

a key component of the healthcare system that 

assesses, monitors, and identifies interactions 

between medications. Drug use and its effects on 

humans. Pharmaceutical and biotechnology fields 

aim to cure, prevent, reduce, or treat diseases. 

However, there are hazards, such as adverse drug 

reactions (ADR), which can cause misery to 

patients. ADR monitoring is crucial for ensuring 

pharmaceutical safety. [2] Pharmacovigilance 

focuses on adverse drug reactions (ADRs), which 

are harmful reactions to medications. Unintended 

consequences, such as lack of efficacy, may arise 

when employed for sickness prevention, analysis, 

or treatment, or to alter physiological function. [3] 

Pharmacovigilance involves gathering, 

monitoring, analyzing, and interpreting data from 

healthcare experts. We monitor patients for 

adverse effects of pharmaceuticals, blood and 
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biological products, herbals, sera, vaccinations, 

medical gadgets, and traditional/complementary 

therapies to identify potential dangers and prevent 

harm. [4] Pharmacovigilance prioritizes adverse 

drug reactions (ADRs), which refer to any 

unwanted and undesirable effects of a medicine. 

Lack of efficacy in preventing, diagnosing, or 

treating illness or modifying physiological 

function. [3]PV system disparities in poor nations 

are driven by local contextual factors including 

healthcare spending and disease categories. 

Prevalence and Political Climate. [14] PV aids 

medicine manufacturers in patient engagement 

efforts. Communicating the risk-benefit profile of 

drug goods to patients improves their 

understanding and builds trust in the business. 

PURPOSE:- 

Pharmacovigilance is a relatively recent discipline 

in the pharmaceutical industry. Over the past 20 

years, photovoltaics has expanded to include 

several disciplines in R&D businesses. The 

medical community is becoming more aware and 

interested in photovoltaics as technology 

advances. This article covers the background and 

functionality of photovoltaics. 

OBJECTIVES:- 

• The goal is to enhance patient care and safety 

when using medications. 

• To enhance public health and safety, 

medicines.  

• Assessing the benefits and risks of medicines, 

while supporting safe and effective use.  

• Promote education, clinical training, and 

effective communication about 

pharmacovigilance among healthcare workers 

and the public. 

ROLE OF PHARMACOVIGILANCE :- 

Pharmacovigilance focuses on adverse drug 

reactions (ADRs). Continuous monitoring of 

pharmacological effects, adverse effects, and 

contraindications. To optimize benefits and 

minimize dangers, it's important to consider 

potential bad effects that may cause significant 

morbidity or even death. Drug regulatory agencies 

are responsible for establishing a 

Pharmacovigilance system to monitor adverse 

drug reactions (ADRs) throughout the product's 

life cycle, from development to completion. 

HISTORY OF PHARMACOVIGILANCE IN 

INDIA :- 

Pharmacovigilance in India began in 1986. A 

formal monitoring system for Adverse Drug 

Reactions (ADR) was launched with 12 regional 

collaborators. Each center serves a population of 

50 million. However, no significant growth was 

achieved. In 1997, India participated in the World 

Health Organization's (WHO) Adverse Drug 

Reaction (ADR) program in Uppsala, Sweden, but 

failed. After 2005, the WHO-supported and World 

Bank-funded National Pharmacovigilance 

Programme (NPPV) of India became operating. 

[5,6,7] 

PHARMACOVIGILANCE PROCESS :- 

Simply it is a drug safety monitoring process. 

Pharmacovigilance is one of the most important 

departments in the Pharmaceutical industry. 

Before Jumping into the process, let’s look at some 

facts! The pharmacovigilance department, (called 

be Safety Team) collaboratively works with 

different verticals.[18] 

ADVERSE DRUG REACTIONS :- 

The World Health Organization defines an adverse 

drug reaction as any unwanted and harmful 

response to a medicine. Doses commonly used in 
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humans for illness prevention, diagnosis, and 

treatment, as well as modifying physiological 

functions.[8]  Adverse reactions may arise from use 

of the product within or outside the marketing 

authorisation or from occupational exposure.[9] 

Adverse drug reactions are considered as one 

among the leading causes of morbidity and 

mortality. Pharmacovigilance is the field 

concerned with the study of ADR.[10] 

MONITORING OF ADRS :- 

ADR monitoring is tracking the negative effects of 

a medicine over time. Pharmacovigilance plays a  

Impersonation is essential for monitoring 

ADRs.[11] Pharmaceutical regulators must screen 

drugs in the market and report any possible bad 

effects. Reactions are identified. ADRs can occur 

from using different goods, including 

pharmaceuticals, herbal medications, cosmetics, 

medical equipment, and biologicals. Introducing 

this monitoring procedure ensures patients obtain 

safe and effective medicines. Failure to disclose 

adverse events can lead to negative consequences 

while using restorative products. Effective ADR 

monitoring methods can limit the adverse effects 

of medicinal drugs. 

BENEFITS OF ADR MONITORING :- 

• An ADR monitoring and reporting program 

can provide the following benefits. 

• It caters information about quality and safety 

of pharmaceutical products. 

• It initiates risk-management plans.  

• It prevents the predictable adverse effects and 

helps in measuring ADR adherence. 

• It educates the healthcare team, including 

patients, pharmacists, and nurses, about 

adverse medication reactions and raises 

awareness about them. The primary goal of 

ADR monitoring is to expose the quality and 

frequency of ADRs and to identify the risk 

factors that can trigger the adverse 

reactions.[10] 

NEED FOR PHARMACOVIGILANCE:- 

Reason 1 :-Humanitarian concern - Insufficient 

evidence of safety from clinical trials Animal 

experiments Phase 1-3 studies prior to marketing 

authorization. 

Reason 2:-Medicines are supposed to save lives 

Dying from a disease is sometimes unavoidable; 

dying from a medicine is unacceptable.  

Reason 3:-ADR-related cost to the country 

exceeds the cost of the medications themselves. 

Reason 4:-Promoting rational use of medicines 

and adherence. 

Reason 5:-Ensuring public confidence.  

Reason 6:-Ethics, to know of something that is 

harmful to another person who does not know, and 

not telling, is unethical. 

“ROLE OF PHARMACOVIGILANCE” IN 

MEDICINES REGULATION” 

Strong regulatory frameworks support national 

medicine safety standards and public trust.To Be 

effective. Drug regulatory bodies should focus on 

more than just approving new medications. They 

should also oversee the safety of clinical trials, 

complementary and traditional treatments, 

vaccines, and biological products.  

• Establish communication links amongst all 

groups involved in drug safety.  

• Ensure efficient and ethical operations, 

especially during disasters. 

To fulfill their individual goals of 

pharmacovigilance initiatives and Authorities in 

charge of drug regulation must be mutually 
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encouraging. Inonesense, pharmacovigilance 

Programs must keep close ties with the authority 

in charge of drug regulation to guarantee that the 

latter are thoroughly informed on daily safety 

concerns. clinical practice, whether these concerns 

are pertinent Regarding upcoming regulatory 

measures or to worries that appear in the public 

domain. Conversely, Regulators must comprehend 

the specialized Given the crucial part 

pharmacovigilance plays in guaranteeing the 

ongoing safety of medicines  goods. [16] 

NATIONAL PROGRAMME OF 

PHARMACOVIGILANCE :- 

Experience with a product's safety and 

effectiveness prior to marketing is restricted to its 

use in clinical trials, which are not representative 

of practice. situations because they are constrained 

by the number of patients, the length of the 

experiment, and the extremely regulated 

environment in which clinical trials are carried out. 

The pre-marketing conditions under which 

patients are researched may not accurately 

represent how the medication will be used in 

hospitals or in general practice after it is put on the 

market. Information regarding drug interactions, 

chronic toxicity, use in specific populations (such 

as children, pregnant women, and the elderly), and 

uncommon but dangerous adverse drug reactions 

is sometimes lacking or insufficient. It's possible 

that some negative drug reactions won't be 

discovered until a significant number of patients 

have taken the medication.[13] 

PHARMACOVIGILANCE IN INDIA :- 

In India, the idea of monitoring adverse drug 

reactions (ADRs) did not exist until much later. 

throughout the nation. PV is not new in India, 

despite being in its early stages. It wasn't until 

1986 that a few doctors, mostly from academic 

institutions, demanded that more focus be placed 

on the possible negative effects of prescription 

drugs and the sensible prescription of 

medications.This led to the formation of the first 

ADR monitoring program consisting of 12 

regional centers, each covering a population of 50 

million, but was unsuccessful.[19] Nothing much 

happened until a decade later when India joined 

the WHO Adverse Drug Reaction Monitoring 

Programme based in Uppsala, Sweden in 1997. 

Three centers or ADR monitoring were identified, 

mainly based in the teaching hospitals: A National 

Pharmacovigilance Center located in the 

Department of Pharmacology, All India Institute 

of Medical Sciences (AIIMS), New Delhi and two 

WHO special centers in Mumbai (KEM Hospital) 

and Aligarh (JLN Hospital, Aligarh). These 

facilities were required to notify India's drug 

regulating body of any adverse drug reactions. 

These centers' primary responsibility was to keep 

an eye on adverse drug reactions (ADRs) to 

medications sold in India. However, they were 

inoperable due to a lack of government funding 

and a failure to alert prescribers about the need to 

report adverse drug reactions (ADRs) and the 

purposes of these monitoring centers. After this 

attempt failed, the World Bank-funded and WHO-

sponsored National Pharmacovigilance Program 

(NPVP) for India was created on January 1, 2005. 
[20] 

CLINICAL TRIALS IN INDIA :- 

India has been a desirable location for clinical 

trials for international pharmaceutical companies 

due to its clinical research space and Opportunities 

are really appealing. The following are some 

benefits that India offers for clinical trials:  

• High degree of compliance to international 

guidelines such as the International 

Conference  

• on Harmonisation (ICH) / WHO Good 

Clinical Practice (ICH-GCP) and the 
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regulations lay down by the US Food and 

Drug Administration. 

• Availability of well qualified, English 

speaking research professionals including 

physicians. 

• Ongoing support and cooperation from the 

government.  

• Lower cost compared to the west [21]. 

• Increasing prevalence of illnesses common to 

both developed and developing countries.  

• Availability of good infrastructure. Changes 

in Patent Laws since January 2005. 

According to a recent Federation of Indian 

Chambers of Commerce and Industry (FICCI) 

research, scientific viability, medical Some of the 

growth factors that have contributed to the recent 

transformation of Indian clinical research include 

infrastructure, clinical trial experience, 

regulations, commercialization possibilities, and 

cost competitiveness.[22] 

CONCLUSION :- 

Globally, pharmacovigilance is a component of 

healthcare systems. The WHO oversees 

pharmacovigilance activities and offers technical 

assistance with ADR reporting. Although 

pharmacovigilance systems are well-established in 

many nations, the true rate of adverse drug 

reactions (ADRs) is far higher than reported. Both 

the quality of reports and the underreporting of 

ADRs are significant issues. The safe use of 

medications, patient safety, and ultimately 

preserving public health are the fundamental goals 

of pharmacovigilance. National regulators and 

international organizations should encourage the 

public and medical professionals to report more 

adverse drug reactions in order to accomplish this 

goal. 
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