
© September 2022| IJIRT | Volume 9 Issue 4 | ISSN: 2349-6002 
 

IJIRT 156735       INTERNATIONAL JOURNAL OF INNOVATIVE RESEARCH IN TECHNOLOGY 583 

A Comprehensive Review on Pharmacovigilance 
 

Ratnanjali Pandey 

Research Scholar, Department of Pharmacology, Hygia Institute of Pharmaceutical Education & 

Research, Lucknow, U. P. India-226020 

 

Abstract-The aim of the present study was to monitor 

adverse drug reactions (ADRs). Spontaneous 

reporting of adverse drug reactions (ADRs) is 

important in the detection of new, rare and/or serious 

ADRs. Clinical research includes pharmacovigilance 

as a crucial and vital component. Pharmacovigilance is 

described as the "pharmacological science related to 

the detection, assessment, understanding, and 

prevention of adverse effects, particularly long-term 

and short-term adverse effects of medications." This 

explains what pharmacovigilance actually is. What do 

we now know about its advantages, hazards, 

difficulties, and prospects for pharmacovigilance in 

Indian medicine? Here, the primary emphasis is on the 

objectives, function, and partners of 

pharmacovigilance in the control of medications. 
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INTRODUCTION 

 

Clinical research includes pharmacovigilance as a 

crucial and vital component1. Throughout the course 

of a product's lifespan, post-marketing 

pharmacovigilance as well as clinical trial safety are 

essential. A definition of pharmacovigilance is "the 

pharmaceutical science concerned to the detection, 

assessment, comprehension, and mitigation of 

negative impacts, including long-term and 

immediate term "drug side effects" is still new to 

pharmacovigilance in India, and there is virtually 

little information available regarding the subject. 

While pharmacovigilance has made significant 

strides in western nations, India has not made as 

much progress. It is crucial to comprehend the 

significance of pharmacovigilance and how it affects 

the product's life cycle. Due to this allowing the 

process and processes to incorporate appropriate 

pharmacovigilance practises can help. Enhance 

clinical trial safety, regulatory compliance, and post-

marketing, surveillance. 

In fact, India has been doing pharmacovigilance 

since 1998 2. When India made the decision to 

become a member of the Uppsala Centre for 

Adverse Event Monitoring. The significance of the 

media and regulatory bodies are pulling back on 

pharmacovigilance, and consumers have turned into 

more knowledgeable about the advantages and 

disadvantages of using medications. Toward a 

medical condition that might arise during drug 

therapy but does not necessarily relate to how it is 

used. 

Any harmful, unplanned, and unwanted impact of a 

medicine that happens at a dose utilised in humans 

for prophylaxis, diagnosis, therapy, or alteration of 

physiological function is referred to as an adverse 

drug reaction. Spontaneous, 

an essential tool for acquiring the data is the 

reporting of adverse medication reactions and 

adverse occurrences. Early detection safety 

information many Indian businesses have grown 

recently. The funding for research and development 

is improving their ability to grow and with their own 

research initiatives, they commercialise novel 

medications. 

Furthermore, because of its sizable population, high 

enrolment rate, and affordable costs, India is 

emerging as a centre for clinical research 

operations3. In addition, the time between a drug's 

initial release on the market in the USA, Europe, 

Japan, or anywhere else in the world and its 

following that, availability in India has drastically 

declined. Thus, for such medications, at the time of 

their promotion in India, there were no long-term 

safety statistics available. This is evident from the 

accessibility of all the well-known medications that 

have recently been removed in India as a market The 

Indian regulatory authorities cannot rely on 

experience in such circumstances, of various 

markets to evaluate a drug's benefit risk balance. 

In India, this highlights the significance of creating 

their own well-designed pharmacovigilance system. 

All stakeholders must be vigilant and attentive at all 

times for a pharmacovigilance system to be effective 

and functional cycle of a drug's commercialization. 

The General Drugs Controller's Office of Sincere 

efforts have been made by India (DCGI) to execute 

the National India's National Pharmacovigilance 

Program (NPP). to fulfil the requirements for 

pharmacovigilance. A generic firm in India must, 
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per rules, carry the following information for its 

marketed products check out the subsequent actions. 

Collection, monitoring, and reporting of 

spontaneous adverse reactions is done, and 

preparations and major unexpected adverse events 

are reported quickly. Pharmacovigilance aids in 

avoiding negative medication effects: Science in 

medicine has expanded dramatically since the time 

of Hippocrates. 

 

Pharmacovigilance: 

Before and after a drug has been successfully 

evaluated and introduced to the market, it is 

necessary to keep an eye on its effects. 

Pharmacovigilance involves keeping an eye on and 

evaluating the efficacy of medications as well as 

spotting and avoiding any negative side effects. The 

use of pharmacovigilance assessing data from 

pharmaceutical companies, healthcare providers, 

and patients to help them comprehend the 

advantages and disadvantages of a specific 

medicine. Pharmaceutical firms invest millions of 

dollars and a significant amount of effort in creating 

new medications. 

Before the drugs are approved and put on the market, 

they invest a lot of money in clinical trials. It is 

acknowledged that information technology (IT) has 

penetrated and changed the realm of clinical 

medicine, where doctors' and nurses' work is 

concerned. The treatment of patients is delivered 

with greater effectiveness, efficiency, and economy. 

It is also widely known. That IT has included clinical 

safety practises and sparked the development of 

international systems for pharmacovigilance that 

detect safety signals. 

Clinical research methodology, drug practise, and 

medication safety monitoring have all seen 

significant changes as a result of the IT revolution 

and the adoption of health IT. Pharmacovigilance 

today pushes the envelope, and just reporting is no 

longer sufficient adverse effects as well as standards 

for efficacy and quality. 

Throughout a clinical product's life cycle, regulators 

are expecting proactive surveillance programmes 

with detailed risk management plans and signal 

detection/analysis. 

• What precisely is pharmacovigilance, then? 

• What do we know about its advantages and 

dangers? 

• What obstacles exist that prevent its widespread 

use? 

• What role will pharmacovigilance play in 

global medicine in the future? 

It is now widely acknowledged that assessing the 

safety of drugs must take place in part during the 

post-marketing periods, with regulators having the 

final say on whether and how this might occur. The 

more robust the national systems for monitoring 

adverse drug. The more accurate the adverse drug 

reaction (ADR) reporting, the more probable it is 

that sensible regulatory decisions will be made for 

the early release of novel medications that promise 

to make therapeutic advancements. However, 

careful safety monitoring is not just limited to brand-

new medications or important medical 

advancements. It is crucial for the launch of generic 

medications and the evaluation of the safety profile 

of already-available older medications that may 

have new safety concerns. While spontaneous 

reporting remains a regulatory industry standard for 

pharmacovigilance, the need for greater active 

surveillance, and is essential for signal detection has 

also gotten more and more obvious. Without 

knowledge of usage and of the breadth of 

consumption, spontaneous reports cannot establish 

the ADR's frequency a product's credit or its safety 

in comparison to a comparable product. 

To answer these important safety problems, we need 

more methodical and reliable epidemiological 

approaches that account for the constraints of 

spontaneous reporting or post marketing 

investigations. They must be included in 

programmes for post-marketing surveillance. This 

uses pharmaco-epidemiologic studies, among other 

things. With the aim of recognising unfavourable 

occurrences and, to the greatest degree feasible, 

comprehending their nature, frequency, and 

potential risk factor. In theory, pharmacovigilance 

entails the detection and assessment of safety 

signals. Safety signals are indications that there may 

be more negative events than there otherwise would 

be anticipated to be connected to product use. 

Signals can come from preclinical data, events 

linked to other medications in the same 

pharmacological class, post-marketing data, and 

other sources4. Adverse medication responses are of 

significant relevance to pharmacovigilance. 

Numerous other issues are likewise pertinent to 

pharmacovigilance science, as are faulty 

medications, a lack of efficacy reports, the usage of 

medications for purposes that are not authorised, and 

the case reports of recent and ongoing poisoning, 

evaluation of the scientific drug-related deaths, 
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medication addiction and misuse, and harmful drug 

interactions substances, pharmaceuticals, and food. 

 

AIMS OF PHARMACOVIGILANCE: 

As it relates to the use of medications and any other 

medical and paramedical interventions, improve 

patient care and safety 5. 

• Conduct long-term studies on the effectiveness 

of medications and their side effects, following 

them from the lab to the pharmacy. 

• Pharmacovigilance monitors any severe side 

effects of medications. 

• Enhance public health and safety in regard to 

medication use. 

• Participate in the evaluation of the danger, 

effectiveness, and benefit of medications 

promoting their logical, efficient, and safe 

(including cost-effective) use. 

• Encourage knowledge of pharmacovigilance, 

clinical training in it, and public communication 

that is effective. 

The procedures used in the development of drugs in 

the clinic. A drug is legally released for public 

consumption when it has been approved for sale, 

leaving the safe and secure atmosphere of clinical 

testing. The majority of medications will now only a 

small number of carefully selected individuals have 

been studied for short-term safety and efficacy 

chosen persons. Rarely more than 5000 subjects, and 

sometimes as little as 500, will have gotten the item 

before it was made public. 

Because of this, it is crucial that newly developed 

and medically unproven therapies be examined for 

efficacy and security after being made available. 

In general, more knowledge is required on the use in 

particular population groups, most notably children, 

pregnant women, and the elderly, as well as the 

effectiveness and safety of chronic use, particularly 

when combined with other medications6. Experience 

has demonstrated that many negative effects, 

interactions (with foods or other medications), and 

risk factors are only revealed after extensive testing 

in the years following a medicine's release. 

Table 1 Classical example of serious and unexpected 

adverse reactions 

Medicine  Adverse reaction 

Reserpine  Angina, loss of appetite. 

Aminophenazone  Albuminuria, hematuria. 

Practolol  Gritty discomfort, 

photophobia 

Fluothane  Bradycardia  

chloramphenicol Blood and eye problems 

Oral contraceptives  Breakthrough bleeding 

Statins  Rhabdomyolysis  

NEED FOR PHARMACOVIGILANCE 

Reason 1: Humanitarian concern: insufficient 

clinical trial data supporting safety Phase 1-3 

research that involved using animals before 

receiving commercial approval. 

Reason 2: Drugs are meant to save lives. While 

dying from an illness is occasionally unavoidable, it 

is unacceptable to die from a medication. 

Reason 3: The cost of ADRs to the nation is more 

than the price of the drugs themselves. 

Reason 4: Encouraging adherence and judicious use 

of medications. 

Reason 5: Ensuring public confidence. 

Reason 6: It is unethical to know something that 

could hurt a person who is unaware of it and keep it 

a secret. 

 

Pharmacovigilance's Role in the Regulation of 

Pharmaceuticals:  

For a national approach to medicine safety and for 

public trust in medicines, solid regulatory 

frameworks are the bedrock. The mandate of drug 

regulatory bodies must extend beyond the approval 

of new medications in order to be effective. A 

variety of concerns regarding the safety of 

medications, namely- 

• Clinical trials 

• The security of biological medicines, vaccines, 

and complementary and alternative therapies. 

• The creation of channels of communication 

amongst all parties interested in medication 

safety, ensuring that they can operate 

effectively and morally, especially at times of 

emergency. 

Pharmacovigilance programmes and drug 

regulatory bodies need to work together to achieve 

their shared goals. Pharmacovigilance programmes 

must, on the one hand, continue to have close ties 

with the drug regulatory agencies in order to the 

latter are knowledgeable about safety concerns in 

routine clinical practise, including whether these 

concerns are pertinent to upcoming regulatory 

action or to issues that come to light in the public 

sphere. On the other, regulators must be aware of the 

unique and crucial role that Pharmacovigilance is 

important in maintaining the continuous safety of 

pharmaceuticals. 

 

Partners in pharmacovigilance: 

The main pharmacovigilance players must work 

closely and effectively together to address the risks 

related to the use of medications7. If the discipline of 
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pharmacovigilance is to continue to advance and 

thrive, sustained commitment to such collaboration 

is essential for meeting the profession's current and 

future difficulties. 

Those in charge must collaborate to foresee, 

articulate, and address the public's and health 

administrators', policy officials', legislators', and 

health professionals' ever rising needs and 

expectations. However, there is little chance of this 

occurring without systems that are reliable and 

complete allow for such collaboration. The 

limitations generally include a lack of money, 

political will, scientific expertise, and notably 

training.  It is crucial to comprehend and address 

these issues in order to prepare for future growth of 

pharmacovigilance as a science and practise. 

Monitoring the safety of medicines: key partners 

• Government 

• Industry 

 • Hospitals and academia  

• Medical and pharmaceutical associations  

• Poisons and medicines information centres  

• Health professionals  

• Patients 

 • Consumers 

 • The media 

 • World Health Organization. 

 

National Programme of Pharmacovigilance 

Clinical trials, which are limited by the number of 

patients and length of the trial as well as by the 

extremely controlled conditions in which they are 

conducted, are the only way to gain experience with 

a product's safety and efficacy prior to its 

commercialization. These trials do not reflect 

practise conditions. When a drug is being developed 

before it is launched, the conditions under which 

patients are tested may not always be indicative of 

how the drug would be used in a hospital or in 

general practise. 

It is frequently insufficient or impossible to obtain 

information on uncommon but severe adverse 

medication responses, chronic toxicity, use in 

particular populations (such as pregnant women, 

children, and the elderly), and drug interactions. 

Before a very large number of patients have taken 

the medication, certain adverse drug reactions might 

not be discovered. 

Therefore, one of the crucial post-marketing 

strategies for ensuring the safety of pharmaceutical 

and associated health goods is pharmacovigilance. 

• Evaluating the hazards and advantages of 

medications to ascertain what steps, if any, are 

required to improve their safe use. 

• Educating people on how to utilise medications 

as safely and effectively as possible. 

• Keeping an eye on the effects of any decisions 

made. 

CONCLUSION 

 

Pharmacovigilance evaluates a drug's safety profile 

using all available data. The drug's benefit should be 

taken into consideration during pharmacovigilance. 

Pharmacovigilance is necessary for systematically 

finding, correlating, and acting upon drug 

interactions and side effects. 
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