
© 2024 JETIR May 2024, Volume 11, Issue 5                                                                    www.jetir.org (ISSN-2349-5162) 

   

JETIR2405361 Journal of Emerging Technologies and Innovative Research (JETIR) www.jetir.org c547 

 

A REVIEW ON NATIONAL & INTERNATIONAL 

SCENARIO OF PHARMACOVIGILANCE 
 

AJAY KUMAR , POOJA RAO,  ANKITA RAIKWAR3 

M. Pharm, M. Pharm, Assistant Professor 

Jaipur National University 

 

ABSTRACT:  

Review includes PvPI(Pharmacovigilance Programme of India) illustration that is used to protect the 

population's health particularly in India by ensuring advantages of using a medicine that outweighs any hazards. 

Significant social and economic costs associated with adverse drug reactions and favourable benefit-to-cost 

ratio of implementing appropriate risk management, it is necessary to involve both the general public and 

healthcare professionals in a well-organized programme to create synergies for tracking adverse drug reactions 

across the nation. This review basically involves discussion and analysis about current situation and future of 

PV(Pharmacovigilance) in India as well as globally. Pharmacovigilance legislation aims to reduce number of 

Adverse Reactions (ADRs) and is achieved by collection of better data on medicines and their safety. Rapid and 

robust assessment of issues related to safety of medicines, effective regulatory action to deliver safe and 

effective use of medicines, empowerment of patients through reporting and participation, increased levels of 

transparency and better communication aims to strengthen the Pharmacovigilance status in India. 
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Introduction:  

Pharmacovigilance officially came into existance in 1961, WHO in 1968 promoted the ‘Programme for 

International Drug Monitoring’ a pilot project that aimed to centralize world data on Adverse Drug Reactions 

(ADRs) [1, 2]. In particular, the main aim of the “WHO Programme” is to identify the earliest possible PV 

signals. PV was proposed in the mid-70s by a French group of pharmacologists and toxicologists to define the 

activities promoting ‘The assessment of the risks of side effects potentially associated with drug treatment’. 

According to WHO PV is ‘the pharmacological science relating to the detection, assessment, understanding, 

and prevention of ADRs, particularly long-term and short-term ADRs of medicines, PV serves various roles 
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such as identification, quantification, and documentation of drug-related problems which are responsible for 

drug-related injuries. 

Pharmacovigilance is basically pharmacological science relating to detection, assessment, understanding, and 

prevention of adverse effects, particularly long-term and short-term adverse effects of medicines. 

Pharmacovigilance is important and integral part of clinical research. Both, the safety of clinical treasonous-

marketing pharmacovigilance is critical throughout the product lifecycle. With several recent high-profile drug 

withdrawals, like Cerivastatin, the pharmaceutical industry and regulatory agencies have raised the issue of 

pharmacovigilance. Early detection of signals from both clinical trials and post-marketing surveillance studies 

have now been adopted by major pharmaceutical companies to identify the risks associated with the medicinal 

product and effective management of risks by applying robust risk management plans throughout the life cycle 

of the product. Signal detection and risk management have added a new dimension to the field of 

pharmacovigilance and as an evolving discipline, it requires ongoing refinement to increase its applicability and 

value to public health. While major advancements in the discipline of pharmacovigilance have taken place, but 

not much has been achieved in India. However, with more clinical trials and clinical research activity being 

conducted in India, there is an immense need to understand the importance of pharmacovigilance and how it 

impacts the lifecycle of the product. It will enable the integration of good pharmacovigilance practice in the 

processes and procedures to help ensure regulatory compliance and enhance clinical trial safety and post-

marketing surveillance. 

WHO characterized pharmacovigilance as “the science and exercises identifying with  the identification, 

appraisal, comprehension and counteractive action of antagonistic  impacts or some other medication-related 

issue”. It is a vital and indistinguishable piece of clinical research. Both clinical preliminary safety and post-

showcasing pharmacovigilance (regularly known as Post promoting studies or Phase IV clinical preliminaries) 

is essential through item life cycle. With a sensibly high number of late prominent medication withdrawals, both 

the pharmaceutical business and in addition different administrative offices over the globe have expanded the 

bar. Early identification from the post-advertising observation and clinical preliminaries in early stages have 

now been adjusted by significant pharmaceutical organizations to recognize the dangers related to their 

therapeutic item on time .An ADR is characterized by the WHO as “a toxic, unexpected impact of a medication 

that happens in portions regularly utilized in people for the conclusion, prophylaxis, and treatment of ailment”. 

The National Pharmacovigilance Program and the Pharmacovigilance Program of India are the most recent 

advancements in this field in the country. The USA and Europe have well-established PV systems in place 

thanks to technological progress and other resources. India is the largest producer of pharmaceuticals in the 

world and a major clinical research hub; hence, it requires a more stringent PV setup. With the increase in 

population and novel drugs in the market each day, there is a need for an effective PV system in India. 
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A new drug in research and development is subjected to all tests, including preclinical studies and clinical trials, 

before being released into the market. ADRs are caused by a variety of factors, including age, gender, genetic 

factors, food habit patterns, coexisting co-morbidities, geographical variations, and concomitant medications.  

With more clinical trials and clinical research activity being conducted in India, there is an immense need to 

understand the importance of pharmacovigilance and how it impacts the lifecycle of the product. This will 

enable the integration of good pharmacovigilance practice in the processes and procedures to help ensure 

regulatory compliance and enhance clinical trial safety and post-marketing surveillance. 

PV is the science of collecting, monitoring, researching, assessing, and evaluating information from healthcare 

providers and patients on the adverse effects of medications, biological products, blood products, herbals, 

vaccines, medical devices, and traditional and complementary medicines to identify new information about 

hazards associated with products and preventing harm to patients. The challenge of maximizing drug safety and 

maintaining public confidence has become increasingly complex. Pharmaceutical and biotechnology companies 

must not only monitor but also proactively estimate and manage drug risk throughout product lifecycle, from 

development to post-market survelliance. 

  PHARMACOVIGILANCE PROGRAM OF INDIA  

The Central Drugs Standard Control Organization (CDSCO), New Delhi, under the aegis of the Ministry of 

Health & Family Welfare, Government of India initiated a nationwide Pharmacovigilance program in July 2010. 

The Pharmacovigilance Program of India (PvPI) was launched with the broad objective of safeguarding the 

health of billions of people in India. Adverse Drug Reactions (ADRs) are reported from all over the country to 

the National Coordination Centre (NCC)-PvPI, which also works in collaboration with the global ADR 

monitoring center (WHOUMC), in Sweden, to contribute to the global ADR database. NCC-PvPI monitors the 

ADRs among the Indian population and helps the regulatory authorities of India (CDSCO, Indian Pharmacopeia 

Commission (IPC)) in deciding on the safe use of medicines. PvPI collects and evaluates spontaneous reports of 

Adverse Drug Reactions (ADRs) due to the use of medicines, vaccines, medical devices, and herbal products 

from all healthcare professionals and consumers/patients. To monitor ADRs and report the same to NCC PvPI, 

ADR Monitoring Centers (AMCs) have been set up all over India. At present 250 AMCs (medical colleges, 

district, and corporate hospitals, etc.) are enrolled under PvPI across the country. 

 

PROGRAMME IS INTENDED IN FOUR PHASES: 

Beginning (2010– 2011); expansion and consolidation (2011–2012); expansion and maintenance (2012–2013); 

expansion and optimization (2013–2014); and excellence (2014– 2015); and herein evolving since now. 

Additionally, the programme has three expert panels (quality review, signal review, and core training panels) 

that provide technical advice to the regulatory and a steering committee and working group that provides 

technical input to the regulatory.  
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(1) The Quality Review Panel evaluates the accuracy and completeness of ICSRs, offers suggestions to the PvPI 

working group following data analysis, and creates formats and instructions for subsequent activities.  

(2) The Signal Review Panel specifies biostatistical methodologies for analysis and actionable indicators, 

detects and assesses signals from the ICSRs provided to NCC, and recommends to CDSCO the necessary 

regulatory responses.  

(3) The Core Training Panel works with foreign organizations regarding involvement in the implementation of 

pharmacovigilance training programs as well as recognizes trainers, training needs, and training material  

(4) Adverse Reactions Monitoring Centers spread throughout both private hospitals and medical universities 

with teaching hospitals linked to them.  

However, what needs to be more important along with the funding is a focused vision and effective strategy for 

developing the pharmacovigilance systems, especially in the Drug Controller General of India Office, which is 

lacking. Because of not that much awareness about pharmacovigilance in pharmaceuticals, there is  immense 

shortage of knowledgeable people who will be able to advise the DCGI on this matter, as pharmacovigilance is 

a very complex subject, intertwined with regulations and complex systems. The need is therefore to engage a 

completely independent adviser who has extensive and practical knowledge of pharmacovigilance, who can act 

as Pharmacovigilance Advisor to the Government of India to effectively implement the systems and policies on 

pharmacovigilance. This will help the DCGI to spearhead the activities and implementation of 

pharmacovigilance. The information obtained to date in the zonal centers from various peripheral centers is 

often poor and not well-analyzed. There is insufficient research on ADRs in India, so the exact incidence of 

specific ADRs is unknown. The reporting forms used by many people engaged in various pharmacovigilance 

work are different from the reporting forms used by the National Pharmacovigilance Program, which makes it 

extremely difficult to transfer data to the national database, even if this has been shared by the various parties. 

Understanding by healthcare professionals (both in rural areas and urban cities and hospitals) and knowledge 

and motivation for pharmacovigilance are almost negligible. There is hardly any encouragement from the 

Department of Health to provide more training and create more awareness amongst them for better reporting. In 

India, several consumer groups encourage patients to report any adverse reactions encountered by them, 

although there is no information for patients on how to report ADRs directly to the regulatory authority. Direct 

reports from the patients, the ones who experience ADRs, are not accepted by the monitoring centers and 

regulatory authorities.  
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CURRENT SCENARIO OF PHARMACOVIGILANCE IN INDIA 

India is a vast country and there is a surfeit of drug brands, n number of licensed drug manufacturers and  

branded formulations. India is the fourth largest producer of pharmaceuticals in the world and is also emerging 

as a hub for clinical trials. Many new drugs are being introduced in the country, so there is an immense need to 

improve the pharmacovigilance system to protect the Indian population from potential harm that may be caused 

by some of the new drugs. In the past, India’s regulatory agencies and drug companies based on their safety 

assessments on experiences derived from long-term drug use in the Western markets concluded no real urgency 

for the government to establish a strong pharmacovigilance system of its own. In recent years, however, the lag 

between when a drug is placed in the market and its subsequent availability in India has decreased considerably 

so that the much-needed longer-term safety data is no longer available. In addition, India-based drug companies 

have increased their capacity to develop and launch new drugs through their research efforts and this has 

heightened the importance of developing adequate internal pharmacovigilance standards to detect adverse drug 

events[7].  However, what needs to be more important along with the funding is a focused vision and effective 

strategy for developing the pharmacovigilance systems, especially in the Drug Controller General Of India 

Office, which is lacking. Traditionally, pharmacovigilance was never done in India in pharmaceutical 

companies, be it Indian or multinational companies (MNCs), so there is an immense shortage of knowledgeable 

people who will be able to advise the DCGI on this matter, as pharmacovigilance is a very complex subject, 

intertwined with regulations and complex systems. The need is therefore to engage a completely independent 

adviser who has extensive and practical knowledge on pharmacovigilance, who can act as a Pharmacovigilance 

Advisor to the Government of India to effectively implement the systems and policies on pharmacovigilance.  

In India, several consumer groups encourage patients to report any adverse reactions encountered by them, 

although there is no information for patients on how to report ADRs directly to the regulatory authority. Direct 

reports from the patients, the ones who experience ADRs, are not accepted by the monitoring centers and 

regulatory authorities. To add to this is the total lack of awareness about ADRs in the general population. With 

more and more clinical trials and other clinical research activities being conducted in India, there is an immense 

need to understand the importance of pharmacovigilance and how it impacts the lifecycle of the product. Given 

this situation at present, the DCGI should act quickly to improve pharmacovigilance to integrate Good 

Pharmacovigilance Practice into the processes and procedures to help ensure regulatory compliance and 

enhance clinical trial safety and post-marketing surveillance. 
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PHARMACOVIGILANCE IN PHARMACEUTICAL INDUSTRIES 

The aims of pharmacovigilance within the industry is essentially to protect patients from unnecessary harm by 

identifying previously unrecognized drug hazards, elucidating pre-disposing factors, refusing false safety 

signals, and quantifying risk about benefit.  

 

WORLDWIDE MONITORING OF PHARMACOVIGILANCE  

Enrollment of the WHO for International Drug Monitoring is facilitated by WHO Collaborating Center for 

International Drug Monitoring, known as the UMC(Uppsala Monitoring Centre). Pharmacovigilance presently 

dependent on sound logical standards and is basic to successful clinical practice.  

Scope of accomplishment of PV medication safety checking- 

a) The Quality Assurance and Safety: Department of Essential Drugs and Medicines Policy (WHO), 

Sweden deals with universal database of ADR reports from world. 

b) The National Pharmacovigilance Centers: aims their attention to tranquilize safety.   

c) Hospitals: various medicinal foundations have progressed ADRs and drug blunder close watch 

frameworks in their centers and wards. 

d) Academia: focuses of pharmacology and drug store that have important role in instructing, preparing, 

assessing, strategy improvement, clinical research, morals councils (institutional survey sheets) and the 

clinical administrations. 

e) Health Professionals: Physician being the experts to report ADR by practicing the aptitude of differential 

determination. 

f) Patients: Coordinate patient  councelling investment in identifying medication-related issues. 

 

RESULT 

Pharmacovigilance fundamentally comprises the safety of prescription being the integral part of the drug 

regulation system that involves indispensable role in the identification, assessment, and publicizing of adverse 

drug reactions. Drug specialists have entered jobs in wellbeing frameworks to keep up the objective and safe 

utilization of medication for they are sedate specialists who are unequivocally prepared in this field. 

Reconciliation of ADR detailing ideas in instruction educational programs, preparing of drug specialists and 

willful commitment of drug specialists in ADR announcing is essential in accomplishing the safety objectives 

and preservation of general wellbeing. Without adequately recognizing and acknowledging preparing 

requirements of drug specialists and other social insurance experts, the ability of national pharmacovigilance 

frameworks is probably not going to enhance which may trade off patient safety. 
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ADRs account for serious harm to the patients and even lead to morbidity and mortality. The PV databases help 

in the promotion of safe drug use and protection of public health safety. This review article compares the PV 

system in the USA, Europe, and India, highlighting the challenges and future perspectives to be adapted to 

widen the horizon of the existing PV structure in India. The National Pharmacovigilance Program and the 

Pharmacovigilance Program of India are the most recent advancements . India is the largest producer of 

pharmaceuticals in the world and a major clinical research hub; hence, it requires a more stringent PV setup. 

With the increase in population and novel drugs in the market each day, there is a need for an effective PV 

system in India. The International Conference on Harmonization of Technical Requirements for Registration of 

Pharmaceuticals for Human Use (ICH) has elaborated a pharmacovigilance guideline for medicines approved in 

the U.S., the E.U., and Japan. Moreover, these systems use a common methodology, based on a regulatory 

body, post-marketing surveillance, risk management, post-approval research, and enforcement. 

 

CONCLUSION 

Being drug masters and coaches of sheltered and compelling medication use, pharmacists have critical pretend 

in the identification, reporting, observing alongside avoidance of ADRs. The absence of anxiety still exists 

among pharmacists who are restricted to change from item situated to patient arranged. Strengthening and 

commitment of network pharmacists to patient record checks and electronic announcing will likewise reduce 

ADR-related occasions.  

India is now considered to be a hub for clinical research. The DCGI has shown its commitment to ensuring the 

safe use of drugs by establishing the National Pharmacovigilance Program. More and more clinical trials are 

now being conducted in India and business process outsourcing (BPOs) based in India are now also undertaking 

pharmacovigilance projects from MNCs. Healthcare professionals, consumer groups, NGOs, and hospitals 

should appreciate that there is now a system in place to collect and analyze adverse event data. They should 

start reporting adverse events actively and participate in the National Pharmacovigilance Program to help ensure 

that people in India receive safe drugs. With the help and proper coordination of all stakeholders, we can build a 

world-class pharmacovigilance system in India. 
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