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Pharmacovigilance Programme of India is Government of India's flagship drug safety 

monitoring programme, which collects, collates and analyses drug-related adverse 

events and send recommendations to CDSCO for taking appropriate regulatory 

actions.

Adverse Drug Reaction (ADR) is one of the leading causes of morbidity and mortality 

worldwide. The consequences of ADRs burden the healthcare system with increased 

cost of therapy and prolongation of hospitalization. In developing countries, the cost of 

management of adverse reactions in the general population is very high and under-

recognized. It is, therefore, imperative to evaluate the safety of medicines through 

Pharmacovigilance system.

In early 1980 attempts were made in India towards ADR monitoring. The Drugs 

Controller General of India established five Centres in 1982 for nationwide monitoring 

of ADRs. An estimated 58000, ADR case reports were collected in a multi-institute 

study conducted by ICMR in 1987. However, the project did not continue. In 1998, India 

joined World Health Organization (WHO) International Drug Monitoring Programme. At 

that time, National Coordination Center for Pharmacovigilance was the Department of 

Pharmacology, All India Institute of Medical Sciences (AIIMS), New Delhi.

The Central Drugs Standard Control Organization (CDSCO), Ministry of Health and 

Family Welfare, Govt. of India launched the National Pharmacovigilance Programme 

(NPP) in November, 2004 considering the importance and benefits of 

pharmacovigilance in patient safety. NPP mainly aimed at promoting ADR reporting 

culture by healthcare professionals. A large number of ADR reports collected by NPP 

had generated a pool of ADR data. However, the programme did not meet the 

expectation and was temporarily suspended in 2009.

Introdcution

Evolution of Pharmacovigilance in India



PHARMACOVIGILANCE PROGRAMME OF INDIA

Pharmacovigilance Programme of India (PvPI) was operationalized in July, 2010 by 

Ministry of Health & Family Welfare (MoHFW), Government od India (GoI) with a 

mission to reduce the risks associated with the use of medicines in Indian population. 

The AIIMS, New Delhi was established as National Coordinating Centre for PvPI. Later 

on, Ministry of Health and Family Welfare, Government of India recasted PvPI on                
th

15  April, 2011 and shifted the National Coordination Centre from All India Institute of 

Medical Sciences (AIIMS), New Delhi to IPC, Ghaziabad and is continuing.

To safeguard the health of Indian population by ensuring that the benefits of use of 

medicine outweigh the risks associated with its use.

To improve patient safety and welfare of Indian population by monitoring safety of 

medicines, thereby reducing the risk associated with their use.

• Create a Nation-wide system for patient-safety by ensuring drug-safety

• Identify and confirm the signals from the reported cases

• Analyse the benefit-risk ratio of marketed medications

• Generate evidence-based information on safety of medicines

• Support regulatory agencies in the decision-making process on use of 

medications

• Communicate safety information on use of medicines to various stakeholders for 

preventing/minimizing the risk

• Collaborate with other National Centres for exchange of information and data 

management

Mission, Vision & Objectives of PvPI

Mission

Vision

 Objectives
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• Provide training and technical support to other National Pharmacovigilance 

Centres across the globe

• To organize and sensitize the stakeholders for celebration of National 
th rdPharmacovigilance Week from 17  September- 23  September every year

• Promote rational use of medicines

• Emerge as a National Centre of Excellence for Pharmacovigilance activities.

Following committees are constituted at NCC-PvPI to ensure smooth and e�ective 

functioning of the programme:

It is the chief administrative and monitoring body of NCC-PvPI, which guides and 

supervises the functioning of programme.

All technical issues related to the establishment and implementation of the 

programme, including providing technical inputs, are handled by the Working Group, 

which reports to the CDSCO for regulatory interventions.

The Signal Review Panel (SRP) of PvPI comprises scientists and clinical experts 

a�iliated to government and non-government academic institutions and hospitals. As 

and when required experts from the pharmaceutical industries are also invited for 

Quality Review Panel is responsible for quality, causality assessment and 

completeness of ICSRs. The panel also makes recommendations to the PvPI Working 

Group after data analysis and devises formats and guidance documents for follow-up 

action.

Core committees at NCC-PvPI

Steering Committee

Working Group

Signal Review Panel

Quality Review Panel
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taking expert inputs, to collate and analyse information from ICSRs. This panel 

assesses the results of identified computerized Signals from ICSRs to validate and 

confirm. It looks into biostatistical methods for analysis and creates standardized 

post-analytical reports that help in understanding the information derived from ADRs. 

It also decides upon actionable indicators.

The Core Training Panel (CTP) of PvPI guides in the identification of training needs, 

organizing National and International training programmes, designing training 

modules and helps to conduct the training for healthcare professionals and other 

stakeholders throughout the year. It also identifies trainers for zone-wise training 

centres. The CTP interacts with National and International agencies for participation 

and implementation of training programmes in Pharmacovigilance. The Core Training 

Panel is assisted by the internal training team of PvPI. PvPI can also constitute any sub-

committee as and when required.

Core Training Panel

NCC-PvPI collects, collates and evaluates spontaneous reports of ADRs due to use of 

medicines, vaccines, medical devices & herbal products from all healthcare 

professionals and consumers/patients. To monitor ADRs, ADR Monitoring Centers 

(AMCs) have been set up all over India, which send reports to NCC- PvPI located at IPC, 

Ghaziabad. NCC-PvPI was started with 22 AMCs in the initial phase and currently has 

1075 ADR monitoring centers (Medical colleges, district and corporate hospitals) 

across the country.

Keeping in view the progress made by and contribution of PvPI for drug safety, World 

Health Organization (WHO) on July 18, 2017 recognized IPC-PvPI as a WHO-

Collaborating Centre for Pharmacovigilance in Public Health Programs and Regulatory 

Services. 

Current Scenario
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This is a matter of pride and honor to India this being first of its kind, putting it on the 

world map. Pharmacovigilance Programme of India (PvPI) has successfully completed 

two consecutive tenures as a WHO Collaborating Centre. In recognition of its 

continued contributions, PvPI has been redesignated as a WHO Collaborating Centre 

for a third term.
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Expansion of PvPI
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Figure - 1. Expansion of PvPI
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Reporting of  AEs

• Consumer/Patients

• Physicians

• Pharmacists

• ADR Monitoring Centres (AMCs)

• Pharmaceutical Industries/MAHs

• Others

• To ensure the safety of patients taking medicines.

• To reduce the risks associated with the use of medicines (economic burden, 

quality of life).

• To help regulatory authority make vital policy decision regarding safe use of 

medicines.

Who can Report ?

Why to Report ?

What to Report ?

• Known or unknown

• Serious or non-serious

• Frequent or rare

All types of suspected ADRs:

• Medicines

• Medical Devices

• Biologicals including Vaccines, 

Blood & Blood Products

ADRs by:

9
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• Product dispensing/monitoring/prescribing/selection/storage error/issues.

• Accidental exposure to product.

• Inappropriate use of medical products.

• Product transcribing errors and communication issues.

• Use of a medication (for a medical purpose) other than as directed or as indicated; 

taking medicine more/more often or for a longer period.

• Ingestion/application of medicine in quantities much greater than recommended.

• Nonmedical use of a substance for psychic e�ect, dependence, or a suicide 

attempt or gesture, recreational use of substances for any reason.

• No/Lack of drug e�ect.

• Drug ine�ective for approved/unapproved indication.

• Delayed or incomplete drug e�ect.

• Ine�ective drug dosing regimen.

• Drug e�ect faster/less than expected.

• Use of medicines for an unapproved indication, age group, dosage or route of 

administration.

Medication Errors:

Misuse/Overdose/Abuse:

Lack of E�icacy and other product quality-related issues

O�-label Use:
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Channels for reporting AEs/ADRs

Suspected ADR Reporting Form for Healthcare Professionals 

(HCPs) (Version 1.4)

Suspected ADR Reporting Form (For drugs used in Prophylaxis/ 

Treatment of COVID-19)

Medicines Side-E�ect Reporting Form (For Consumers)

Personal Protective Equipment (PPE) Adverse Event Reporting 

Form

The Suspected ADR reporting Form is specifically designed for healthcare 

professionals to capture detailed information about an AE/ADR. This form is available 

on IPC (www.ipc.gov.in) or CDSCO (www.cdsco.gov.in) website.

The Suspected ADR Reporting Form is designed for healthcare professionals during 

pandemic to capture detailed information about an AE/ADR related to the drugs used 

in Prophylaxis/ Treatment of COVID-19. This form is available on IPC (www.ipc.gov.in).

Consumers/patients may also make use of Medicines Side-e�ect Reporting Form for 

reporting any suspected AE/ADR to PvPI. This form is available in 10 Indian languages: 

Hindi, Bengali, Gujarati, Kannada, Malayalam, Marathi, Assamese, Oriya, Tamil and Telugu.

In view of COVID-19 Pandemic, NCC-MvPI has specially designed a PPE Adverse Event 

Reporting Form, which primarily aims to collect the adverse events associated with 

the use of PPEs used for medical purposes.

Medical Device Adverse Event Reporting Form (For Consumers)

Consumers/patients may also make use of suspected medical device adverse event reporting 

form for reporting any suspected AE to MvPI. This form is available in Hindi and English languages.

11
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Medical Device Adverse Event Reporting Form (For HCPs and 

MAHs)

Healthcare professionals including registered medical practitioners, professionals 

from allied health sciences, biomedical engineers and license holders including 

manufacturers and importers can use this form for reporting any suspected medical 

device-linked adverse event to MvPI-IPC.  This form is available in Hindi and English 

languages.

Other important ADR Reporting Forms

Healthcare Professionals and other stakeholders can also report AEs/ADRs using 

specific forms designed purposely for reporting AE/ADR associated with Medicines 

used in Kala-azar treatment-Adverse Drug Reaction Form for Kala-Azar treatment, 

serious cases related to vaccine use - Serious AEFI Case Notification Form.

12

Figure - 3. AEs/ADRs Reporting Tools
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Global Status of Indian ICSRs

The Pharmacovigilance Programme of India is responsible for the collection, 

assessment, detection and communication of risks associated with the use of 

medical products in Indian Population. The ICSRs collected by AMCs, MAHs, 

Healthcare Professionals, Patients/Consumers through di�erent channels reported 

to NCC-PvPI, IPC. 

th 
8 Largest Reporter of ICSRs
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Figure - 4. Global Status of Indian ICSRs
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Quality of ICSRs

The VigiGrade™ completeness score is a WHO system to measure the quality of the 

information provided on ICSRs. The graph represents the average completeness score 

of ICSRs submitted from India (Blue line) as compared to submitted ICSRs by all the 

other countries (Green dotted line). The average completeness score for the last 

financial year accounts for about 0.80 out of 1.

Figure - 5. Graphical representation of VigiGradeTM Completeness score of 

quality of ICSRs submitted by PvPI to UMC database
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PvPI Recommendations to CDSCO

Drug Safety Alerts Updating Package Inserts Signals

182 66 16

Signals Identified by PvPI till date

S. No. Suspected Drug Adverse Drug Reaction

1. Cefixime Acute Generalized Exanthematosus Pustulosis

2. Itraconazole Acute Generalized Exanthematosus Pustulosis

3. Furosemide Dermatitis Lichenoid

4. Lithium 

Carbonate

Drug Reaction with Eosinophilia & Systemic Symptoms Syndrome

5. Fluconazole Hyperpigmentation

6. Oseltamivir Sinus Bradycardia/ Bradycardia

7. Tinidazole Fixed Eruption

8. Mefenamic Acid Fixed Drug Eruption

9. Doxyycline Fixed Drug Eruption

10. Minoxidil Folliculitis

11. Cephalosporins Fixed Drug Eruption

12. Paracetamol Fixed Drug Eruption

13. Aceclofenac Fixed Drug Eruption

14. Ibuprofen Fixed Drug Eruption

15. Oral Itraconazole Symmetrical Drug Related- Intertriginous and Flexural Exanthema

16. Gliclazide Erythema Multiforme
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PvPI Collaboration with PHPs

PvPl has collaborated with several national health programmes and research 

institutions in order to develop safety database of medicines in India:

National Collaborations

International Collaborations

S. No. Year Health Programme/ Institution

1. 2013-

2014

Revised  National  Tuberculosis  Control  Programme  (RNTCP)-

Pharmacovigilance of Anti-tubercular drugs. AEFI Secretariat (UIP)- 

Pharmacovigilance of Vaccines.

2. 2014-

2015

National AIDS Control Organization (NACO)-Pharmacovigilance of Anti-

Retroviral Drugs.

3. 2015-

2016

Cohort Event Monitoring of Anti-TB Drug- Active Surveillance of 

Bedaquiline at 6 AMCs under PVPI.

4. 2016-

2017

Indian Medical Association (IMA) - Sensitization and training of 

Clinicians on PV.

5. 2023 National Accredited Board of Hospitals (NABH), Quality Council of India- 

Implementation of ADR - reporting by all NABH Accredited hospitals

6. 2023 NIPER (National Institute of Pharmaceutical Education and Research), 

Guwahati

S. No. Year Organization

1. 2017 World Health Organazation-South-East Asia Regional O�ice (WHO-SEARO). 

WHO Collaborating Centre for Pharmacovigilance in Public Health 

Programmes & Regulatory services. PvPI has successfully completed two 

consecutive tenures as a WHO Collaborating Centre. In recognition of its 

continued contributions, PvPI has been redesignated as a WHO 

Collaborating Centre for a third term.
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Training, Skill Development Programmes and 

Sensitization Programmes

The PvPI organizes trainings for stakeholders in the area of Pharmacovigilance.                

NCC-PvPI has recognized 12 Regional Training Centres (RTCs) to impart training in 

pharmacovigilance and to cater the needs of PV trainees and adapting Good 

Pharmacovigilance Practices.

17
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Capacity Building in PvPI

The details of training programmes conducted during the index period are as follows:

1.   Trainings organised by the NCC-PvPI, IPC

2.   Trainings organised by the RTCs & AMCs

3.   Celebration of National Pharmacovigilance Week

4. International webinar organised by NCC-PvPI for SEARN Countries and 

      WHO Member States.

5.  Other Training Programmes on Pharmacovigilance

• Skill Development Programme (SDP) on Pharmacovigilance.

• Induction-cum-Training Programme for newly recruited PV Associates and newly 

appointed AMC Coordinators.

• Regional Training Programme for MAHs

• Interactive meetings conducted for MAHs.

• Pharmacovigilance training for National Accreditation Board for Hospitals & 

Healthcare providers (NABH) accredited hospitals.

• Hand holding meetings for AMCs

• Refresher training for Pharmacovigilance associates

• Advanced Level Trainings (ALT) Programmes

• Sensitization and awareness programmes for reporting AEs.

18
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National Pharmacovigilance Week

Launching of the Adverse Drug Reaction Monitoring System
(ADRMS) Online Portal

The National Coordination Centre - Pharmacovigilance Programme of India (NCC-

PvPI), Indian Pharmacopoeia Commission (IPC) has initiated organizing National 
th rd

Pharmacovigilance Week (NPW) from 17 to 23  September, 2021 onwards and also 

sensitizing the stakeholders including AMCs, Pharma industries, Academic 

institutions across the country. The National Pharmacovigilance Week is celebrated 
th rd

every year throughout the country from 17  to 23  September in the interest of patient 

safety.

The objective of NPW is to focus on PV activities aimed at creating awareness amongst 

the public, healthcare professionals, pharmaceutical industries and healthcare 

authorities about the reporting of adverse drug reactions and encourage them for 

carrying out the activities related to Pharmacovigilance among general public. 

To advance the vision of Hon'ble Prime Minster Shri Narendra Modi's Digital India, The 

Adverse Drug Reaction Monitoring System (ADRMS) Online Portal was launched by the  

Hon'ble Minister of Health & Family Welfare and Minister of Chemicals and Fertilizers, 

Shri J.P. Nadda during the 1st Policy Makers Forum meeting at Dr. Ambedkar 

International Centre in New Delhi on August 19, 2024. The event was attended by 

senior o�icials from the Ministry of External A�airs, Department of Pharmaceuticals, 

Central Drugs Standard Control Organization, and the Indian Pharmacopoeia 

Commission.

19

The ADRMS software, developed by the Pharmacovigilance Programme of India (PvPI), 

is India's first comprehensive medical product safety database tailored to the need of 

the Indian population. It will facilitate the reporting of adverse events related to 

medicines, vaccines and medical devices by the stakeholders. 
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WHO NRA Re-benchmarking for Vaccines in India

For WHO NRA Re-benchmarking for Vaccines in India, an assessment was done from 
th th

16 to 20  September, 2024. A team of WHO assessors visited NCC-PvPI, IPC, 
thGhaziabad on 18  September 2024 to assess the Vigilance Function.

The WHO team reviewed the relevant documents and interviewed the PvPI sta� for the 

purpose of assessment of Vigilance function, as per the WHO Global Benchmarking 
th

Tool. As of 4  October 2024, India's regulatory system has successfully achieved 

overall maturity level 3, following the implementation of all critical recommendations 

and submission of corrective and preventive actions for any identified gaps during the 

benchmarking.

This success is a cumulative of intensive e�ort by the Ministry of Health and Family 

Welfare, Government of India, including CDSCO, in collaboration with WHO, to 

implement a roadmap to strengthen capacity for regulation of vaccines. 
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Communication & Resource Materials of PvPI

Communication is essential for achieving the objectives of Pharmacovigilance in 

terms of promoting the rational, safe & e�ective use of medicine, preventing harm 

from adverse reactions and contributing to the protection of public health. The PvPI 

communicates drug safety information/resource materials to the CDSCO and other 

stakeholders through di�erent mechanism such as emails, press release, social 

media and website of IPC etc. For more information, please visit the website 

www.ipc.gov.in .

The communication division of NCC-PvPI, IPC communicates with stakeholders to 

make aware about the activities carried out in PvPI across the country. The modes of 

communication by NCC-PvPI, IPC are as follows:

• PvPI Newsletters
• Annual Performance Report of PvPI
• Awareness Posters & Pamphlets
• PV Guidance document for MAHs of Pharmaceutical Products (Version 2.0)
• Quality Manual
• Guidance document for spontaneous reporting of ADRs
• Handbook of PvPI
• PV Comic

Newsletter

Vol. 15, Issue 1

(January-March 2025)

Quality Manual 

Pharmacovigilance 

Programme of India

PV Guidance document 

for MAHs

Pharmacovigilance 

Comic
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Public Outreach through Awareness Posters
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PvPI in Social Media

23











Let	us	join	hands	with	PvPI	to	ensure	patient	safety

NCC-PvPI Team



Ministry of Health and Family Welfare, Government of India

Sector - 23, Raj Nagar, Ghaziabad - 201002

WHO Collaborating Centre for Pharmacovigilance in Public Health Programmes and Regulatory Services

Email: pvpi.ipc@gov.in  Tel.: 0120-2783400, 2783401, 2783392  

Website: www.ipc.gov.in

National Coordination Centre- Pharmacovigilance Programme of India

INDIAN PHARMACOPOEIA COMMISSION
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