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ABBREVIATIONS  

ADR:Adverse Drug Reaction 

AE:Adverse Event 

AEFI:Adverse Event Following Immunization 

AIDS:Acquired Immune Deficiency Syndrome 

AIIMS:All India Institute of Medical Sciences 

AMC:Adverse Drug Reaction Monitoring Centre 

ART:Anti-retroviral Therapy  

CDSCO:Central Drugs Standard Control Organization 

CME:Continuing Medical Education 

CTP:Core Training Panel 

DCG(I):Drugs Controller General (India) 

GvP:Good Pharmacovigilance Practice 

HCP:Healthcare Professional 

HIV:Human Immunodeficiency Virus 

ICSR:Individual Case Safety Report 

IC:Information Component 

IPC:Indian Pharmacopoeia Commission 

LoI:Letter of Intent  

MAH:Marketing Authorization Holder 

MDAE: Medical Device Adverse Event 

MedDRA:Medical Dictionary for Regulatory Activities 

MoHFW:Ministry of Health and Family Welfare 

MoU:Memorandum of Understanding 

MvPI: Materiovigilance Programme of India 

NABH:National Accreditation Board for Hospitals and Healthcare Providers 

NCC:National Coordination Centre 

NHP:National Health Programme 

NRA:National Regulatory Authority 

PGIMER:Post-Graduate Institute of Medical Education and Research 

PV:Pharmacovigilance 

PvPI:Pharmacovigilance Programme of India 

RNTCP:Revised National Tuberculosis Control Programme 

SEARN:South East Asia Regulatory Network 

SRP:Signal Review Panel 
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UIP:Universal Immunization Programme 

UT:Union Territories 

USFDA:United States Food and Drug Administration 

WHO-UMC:World Health Organisation-Uppsala Monitoring Centre 
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FOREWORD FROM SECRETARY-CUM-SCIENTIFIC DIRECTOR  

 

 

 

For nearly a decade now, PvPI-IPC has flourished from a nascent Pharmacovigilance body 

into a full-fledged research-based scientific organization, monitoring risk-optimised use of 

medicine by Indian citizenry and foreigners seeking treatment in India. The rational use of 

generic medicine, too, has gained an appreciable foothold vertically and horizontally among 

sections of society, hence need for surveillance to avoid an adverse outcome, maximising the 

risk-benefit ratio.   

In whatever capacity as a consumer/dispenser of drugs -- be it as a patient, a physician or a 

pharmacist ï the unwavering focus has to be as much on data-specific monitoring of the 

prescription/consumption of a drug or combination of drugs as on the reporting of adverse 

reactions following the use of such drugs. The causality factor by the prescribed indicators 

has to be monitored, analysed and determined for a drug to guard against a situation where  

risks associated with drug use might outweigh the intended benefits.       

With the World Health Organization (WHO) having designated PvPI-IPC as a WHO-

Collaborating Centre for Pharmacovigilance in Public Health Programmes and Regulatory 

Services, the IPC has been shouldering the onerous responsibily by imparting PV training to 

its counterpart in LMIC at SEARN. Such innovative initiatives need to be sustained by the 

IPC to bolster its role as a facilitator in promoting Pharmacovigilance and its allied activity in 

south Asia, SouthEast Asia and Africa. 

The tempo of the landmark achievements made during the Index Period April 2018-March 

2019, which include information-sharing on a global platform by PvPI as also MvPI, has to 

be given an impetus by the IPC to realise its potential vis-a-vis the scientific manpower and 

technical knowhow at its command. Making PV mandatory and a voluntary exercise for 

MAHs widens the ambit of PvPI-IPC as a watchdog for efficacious Pharmacovigilance. 
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Going glocal in its outreach has to be the mantra for PvPI as it blends its overarching role 

globally by extending its PV oversight locally, encompassing AYUSH and all HCPs at 

AMCs across India.    

The ever-increasing database of ICSRs in India and its linkage with the global databank 

marks a milestone in causality assessment as also the implementation of GvPs which needs to 

be progressively nurtured and sustained.    

 

 

Dr G N Singh 

Secretary-cum-Scientific Director 

Indian Pharmacopoeia Commission 

Ghaziabad-201002 
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Indian Pharmacopoeia Commission and its Services: 

Indian Pharmacopoeia Commission (IPC) is an autonomous Institution of Ministry of Health & 

Family Welfare, Government of India, engaged in evaluation and quality control of drugs and to deal 

with matters relating to timely publication of the Indian Pharmacopoeia (IP) which is the official 

document of standards for drugs. The mandate of the commission is to perform inter-alia functions 

such as revision and publication of Indian Pharmacopoeia (IP) and National Formulary of India (NFI) 

on a regular basis besides providing IP Reference Substances and training to the stakeholder on 

Pharmacopoeial issues and also functioning as National Coordination Centre (NCC) for 

Pharmacovigilance Programme of India (PvPI). 

                                                                                      

                                                                                                                                                                                      

Indian 
Pharmacopoeia 

Commission
.

.

.

Reference Standards 

Pharmacovigilance 

Programme of India 

National Formulary of 

India 

Indian Pharmacopoeia 
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Pharmacovigilance Programme of India (PvPI) 

 

GENESIS 

 

Pharmacovigilance Programme of India (PvPI) is Government of Indiaôs flagship drug safety 

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

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 adverse reactions in the general 

population is very high and under-recognized. It is, therefore, imperative to evaluate the safety of 

medicines by specialized methods like Pharmacovigilance. 

The Ministry of Health and Family Welfare, Government of India recasted PvPIon April  15, 2011, 

shifting the National Coordination Centre (NCC) from AIIMS, New Delhi to Indian Pharmacopoeia 

Commission (IPC), Ghaziabad. 

In a first of its kind, the World Health Organization (WHO) on July 18, 2017 bestowed upon India the 

honour of being one of the sixth countries in the world as a WHO-Collaborating Centre for 

Pharmacovigilance in Public Health Programmes and Regulatory Services. 
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Highlights 2018-19 

 

Medical Devices Information 
sharing portal 

MvPI launched seamless 
information sharing tool for 
manufacturers of medical 

devices

Regular workshops on 
establishment of PV system in 

Pharma Industry

Enhanced participation of 
MAHs in ADR-reporting

5th Asia-Pacific PV Training

IPC in collaboration with UMC 
conducted PV training  for 30 
participants from 14 countries

9 drug alerts and 18 package 
insert updates

PvPI database mined for safety 
alerts and signals

Imparting knowledge to global 
partners

Delegates from Drug Regulatory 
Authorities Bhutan, North 

Korea and Botswana trained in 
capacity-building for PV

Adverse Drug Reaction 
Monitoring System (ADRMS)

Developing indegenous tool to 
collect adverse events for 

patient safety.

WHO-BMGF 3S Project 
unveiled

3S Project aims at 
strengthening PV at LMICs in 

Asia

Expansion of PvPI from 
existing 250 AMCs to 270 

AMCs

PvPI enrolled 20 New AMCs to 
reach common masses

2nd Annual meet of SEARN in 
Sri Lanka: PvPI action plan

Information-sharing and 
convergence of regulatory 
services across the region

PvPI all set to address 
Delamanid/Bedaquiline safety 

in India

Seven states identified for 
active surveillance 
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Information Brochure of PvPI 

Pharmacovigilance Programme of India (PvPI) published  an Information Brochure 

highlighting the evolution, structure, methods of ADR reporting, collaboration, skill 

development and capacity building of the programme. This Brochure shall serve the purpose 

of providing glimpses of PvPI and its activities to the stakeholders of different domains 

including Ministry of Health and Family Welfare, WHO, other National Coordination 

Centers of diffenent countries, Regulatory Bodies, healthcare professionals and consumers. 
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PvPI upfront  as WHO-Collaborating Centre 

After the recognition of NCC-PvPI, IPC on  July 2017 as a WHO-Collaborating Centre for 

Pharmacovigilance in Public Health Programmes and Regulatory Services for SEARN 

countries, PvPI, IPC during Index Period April 2018-March 2019 has initiated many  

programme aimed at capacity-building and strengthening of PV systems in SEARN 

countries. 

Following the launch of WHO-CC at Indian Pharmacopoeia Commission, Ghaziabad in 

October 2017, a synopsis of the events is represented herein: 

Event: Venue and Date Action and Outcome 

ñTwo-day National 

Workshop on Good 

Pharmacovigilance Practices 

(GvPs)ò heldat Mumbai on 

March15-16, 2018  

¶ Held technical collaboration with USFDA to identify challenges in 

implementation of GvPs  

¶ Speeding up decision-making in signal detection  

¶ Feedback- Regular workshops for training MAHs on GvPs needs to 

be conducted in future 

2nd Annual Meet of SEARN 

Countries held at Colombo, 

Sri Lanka on March 21-23, 

2018 

 

¶ SEARN to enhance information-sharing, collaboration and 

convergence of regulatory practices across the region to guarantee 

access to quality medical products  

¶ PvPI proposes support/services action plan to the SEARN member-

countries 

ñFour-day PV Training-cum-

Workshop for DRA officials, 

Govt of Bhutanò held at IPC 

on June 11-14, 2018  

¶ Conceptual training on basic, technical and regulatory aspects of 

Pharmacovigilance (PV) and its procedures in India  

¶ Delegates trained on ICSR processing (E2B-XML format), quality 

management system (QMS), Causality Assessment, 

Materiovigilance Programme of India (MvPI), hands-on VigiFlow 

exercise, etc 

ñ Three-day PV Training-

cum-workshop 

forDRAofficials of North 

Koreaò held at IPC on 

November 12-14, 2018 

¶ Basic training on Quality Management System (QMS), Signal 

detection, benefit-risk assessment, training and education activities 

of PvPI 

¶ 11th Skill Development Programme on ñBasics and Regulatory 

Aspects of Pharmacovigilanceò 

5th Asia- Pacific PV Training 

Course March 4-15, 2019 at 

Fortune Inn Grazia, 

Ghaziabad, India 

¶ Participants acquired adequate knowledge and skills for establishing 

and strengthening Pharmacovigilance system at their respective 

organization/country  

¶ Enhanced potential for capacity-building in PV for public health 

programmes of participating countries 

¶ Helped enhance global reputation of Indian Pharmacopoeia 

Commission 

Two-day PV Training-cum-

workshop for ñDRA officials 

of Botswanaò held at IPC on 

March 18-19, 2019 

¶ Acquainted with system and procedures at PvPI for collecting, 

processing and analyzing ADRs 

¶ Sensitized about Quality Management System, risk communications 

and PV in Public Health Programmes 
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DRA-Bhutan visits IPC for PV, MvPI training  

Delegates from Drug Regulatory Authority (DRA) of Bhutan visited Indian Pharmacopoeia 

Commission (IPC), Ghaziabadfor conceptual training on basic, technical and regulatory 

aspects of Pharmacovigilance (PV) and its procedures in India. Thisplatform provided the 

opportunity to share healthcare safety and management systems prevalent in both countries. 

The visiting delegates attended technical sessions and seminars conducted by 

Pharmacovigilance Programme of India (PvPI) officials and experts and also made field-

visits to AIIMS-National Drugs Dependence Treatment Centre (NDDTC), Ghaziabad, UP 

and Yashoda Hospital, Kaushambi, UP (both AMCs under PvPI).  

 

 

5th Asia-Pacific Training Course @IPC 

 

Indian Pharmacopoeia Commission (IPC), Ministry of Health & Family Welfare, 

Government of India in collaboration with Uppsala Monitoring Centre (UMC), Sweden, 

organized the 5th ñAsia-Pacific Pharmacovigilance Training Courseò from March, 4-15, 2019 

at Hotel Fortune, Ghaziabad. As many as 30 participants from 14 countries, including 

Sweden, Zimbabwe, Malawi, Congo, Swaziland, Bangladesh, Vietnam, Maldives, Botswana, 

Oman, Philippines, Malaysia, Ethiopia, and India, attended the training programme.  

 

The purpose of the course was to further develop effective and sustainable 

Pharmacovigilance practices for member-countries of the WHO Programme for Drug 

Monitoring and individuals involved in the field by creating a unique opportunity for learning 

and collaboration. The training programme was designed to meet regional needs and 

challenges unique to Pharmacovigilance. International Pharmacovigilance experts from 

WHO, WHO-Collaborating Centres, MHRA, UMC, Drug Regulatory Authorities, academic 

institutions, IPC and pharmaceutical industries addressed technical sessions blended by 

hands-on training.  
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Training -cum-Workshop for DRA officials-Botswana 

A two days training cum workshop was organized at Indian Pharmacopoeia Commission, 

Ghaziabad for DRA officials of Botswana on March 18-19, 2019. The participants were 

acquainted with system and procedures at PvPI for collecting, processing and analyzing 

ADRs. Also Sensitizedthem on Quality Management System, risk communications and PV in 

Public Health Programmes. 
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PvPI: An Overview  

Pharmacovigilance Programme of India (PvPI) was operationalised in July 2010 by Ministry 

of Health & Family Welfare (MoHFW), Government of India (GoI), through a workshop 

organized by the Department of Pharmacology, AIIMS, New Delhi. Its mission was to 

monitor/improve patient health by safe administration of drugs, thus reducing the risk 

associated with use of medicine in Indian population. AIIMS, New Delhi was established as 

National Coordination Centre (NCC) for Pharmacovigilance Programme of India 

(PvPI).However,MoHFW, GoI on April 15, 2011 recasted the programme and shifted the 

NCC from AIIMS, New Delhi to  Indian Pharmacopoeia Commission (IPC), Ghaziabad. 

Mission 

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

outweigh the risks associated with its use. 

Vision 

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

medicines, thereby reducing the risk associated with their use. 

     PvPI: Aims and Objectives 

¶ Create a nation-wide system for patient-safety by ensuring drug-safety  

¶ Identify and analyse new 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 

¶ Emerge as a National Centre of Excellence for Pharmacovigilance Activities 

¶ Collaborate with other national Centres for exchange of information and data 

management 

¶ Provide training and consultancy support to other National Pharmacovigilance 

Centres across the globe 

¶ Promote rational use of medicines 
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Core committees at NCC-PvPI 

Following committees constituted at NCC-PvPI ensure smooth and effective functioning of 

the programme: 

Steering Committee 

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

the programme. 

Working Group  

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. 

Quality Review Panel 

Quality Review Panel is responsible for quality, causality assessment and completeness of 

ICSRs. The panel also makes recommendations to PvPI Working Group after data analysis 

and devises formats and guidance documents for follow-up action. 

Signal Review Panel (SRP) 

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

government and non-government academic institutions and hospitals. As and when required 

experts from the pharmaceutical industry are also invited for expert inputs, to collate and 

analyse information from ICSRs. This panel assesses the results of identified computerized 

Signalsfrom ICSRs to validate and confirm. It defines 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. 

Core Training Panel (CTP) 

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

national and international training programmes, designing training modules and  

helpsconducts the training for healthcare professionals and other stakeholders throughout the 

year. It also identifies trainers for zone-wise training centers. The CTP interacts with national 

and international agencies for participation and implementation of training programmes in 

Pharmacovigilance. Core Training Panel is assisted by the internal training team of PvPI. 
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Organogram of PvPI 
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PvPI Communication Channels 

Coherent and flawless communication channels are key to successful functioning of any 

programme. The dissemination of knowledge and expertise at NCC-PvPI percolates to the 

target audience and across theboard to the AMCs affiliated to it with use of state-of-the-art 

information technology. The various modes of communication by which PvPI channelizes 

data flow arerepresented in the figure below: 

 

 

 


