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ABBREVIATIONS

ADR:Adverse Drug Reaction

AE:Adverse Event

AEFI|:Adverse Event Following Immunization
AIDS:Acquired Immune Deficiency Syndrome
AlIMS:All India Institute of Medical Sciences
AMC:Adverse Drug Reaction MonitoringCentre
ART:Anti-retroviral Therapy

CDSCCentral Drugs Standard Control Organization
CMEContinuing Medical Education

CTP.Core Training Panel

DCG(I):Drugs Controller General (India)

GvP:Good Pharmacovigilance Practice
HCP.Healthcare Professional

HIV:Human Immunodeficiency Virus

ICSRIndividual Case Safety Report

IC:Information Component

IPC:Indian Pharmacopoeia Commission

Lol:Letter of Intent

MAH:Marketing Authorization Holder

MDAE: Medical Device Adverse Event
MedDRA:Medical Dictionary for Regulatory Activities
MoHFW:Ministry of Health andFamily Welfare
MoU:Memorandum of Understanding

MvPI: Materiovigilance Programme of India
NABH:National Acaeditation Board for Hospitals andHealthcare Providers
NCCNational CoordinationCentre

NHP:National Health Programme

NRA:National Regulatory Authority
PGIMERPostGraduate Institute of MedicaEducation and Research
PV:Pharmacovigilance

PvPl:Pharmacovigilance Programme of India
RNTCPRevised National Tuberculosis Control Programme
SEARNSouth East Asia RegulatoryNetwork
SRPSignal Review Panel
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UIP:Universal Immunization Programme

UT:Union Territories

USFDAUniIted States Food and Drug Administration
WHO-UMCWorld Health OrganisatiorUppsala MonitoringCentre
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FOREWORD FROM SECRETARY -CUM-SCIENTIFIC DIRECTOR

For nearly a decade now, PvIPIC has flourished from a nascent Pharmacovigilance body
into a fulHfledged researchased scientific organization, monitoring Hsgtimised use of
medicine by Indiartitizenry and foreigners seeking treatment in Indihe 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 consurdespenser of drugs be it as a patient, a physician or a
pharmacisti the unwavering focus has to be as much on-slagific monitoring of the
prescription/consumption of a drug or combination of drugs as on the reporting of adverse
reactions followiig 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 PRI as a WHO
Collaborating Centre for Pharmacovigilance in Public Health Programmes and Regulatory
Services, the IPC has besimouldering the onerous responsibilyitnparting PV training to

its counterparin LMIC at SEARN. Such innovative initiatives need to be sustained by the
IPC to bolster its role as a facilitator in promoting Pharmacovigilandets allied activity in

south AsiaSouthEast Asiand Africa

The tempo of the landmark achievements mauteng the Index Period April 2018larch
2019, which include informatiesharing on a global platform by PvPI as also MvPI, has to
be given an impetus by the IPC to realise its potentia&vis the scientific manpower and
technical knowhow at its commd. Making PV mandatory and a voluntary exercise for
MAHs widens the ambit of PvRPC 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 ¥ oversight locally, encompassing AYUSH and all HCPs at
AMCs across India.

The evefincreasing database of ICSRs in India and its linkage with the global databank
marks a milestone in causality assessment as also the implementation of GvPs whiah needs t
be progressively nurtured and sustained.

Dr G N Singh
Secretarycum-Scientific Director
Indian Pharmacopoeia Commission
Ghaziabd-201002
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Indian Pharmacopoeia Commissiaand its Services

Indian Pharmacopoeia Commission (IPC) is arionomous 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 bstandards for drugs. The mandate of the commission is to perforraliatdunctions

such as revision and publication of Indian Pharmacopoeia (IP) and National Formulary of India (NFI)
on a regular basis besides providing IP Reference Substances iamt) tta the stakeholder on
Pharmacopoeial issues and also functioning as National Coordination Centre (NCC) for
Pharmacovigilance Programme of India (PvPl).

Indian Pharmacopoeig
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Pharmacovigilance Programme of India (PvPlI)

GENESIS

Phar macovigilance Programme of | ndi arug(s&etyP | )
monitoring programme whictollects,collates andinalyses drugelated adverse events.

Adverse Drug Raction (ADR) is one of the leading causes of morbidity and mortality worldwide.
The consequences of ADRs burden the healthcare systemingittasedcost of therapy and
prolongation ofhospitalizationIn developingcountries, the cost of adverse reactions in the general
population is veryhigh and underecognizedlt is, therefore, imperative to evaluate the safety of
medicineshy specializeanethods like Rarmacovigilance.

The Ministry of Health and Faily Welfare, Government of Indirecastd PvPIm April 15, 2011
shifting the National Coordination Centre (NC&dm AIIMS, New Delhi to Indian Pharmacopoeia
CommissionIPC), Ghaziabad.

In a first of its kind, the World Health Organization (WHO).Jny 18, 2017 bestowagpon India the
honour of beingone of the sixth counties in the world as a WH&ollaborating Centre for
Pharmacovigilance in Public Health Brammes and Regulatory Services
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Highlights 201819

PvPI all set to address
Delamanid/Bedaquiline safet
in India
Seven states identified for
active surveillance

9 drug alerts and 18 package
insert updates

PvPI database mined for safe
alerts and signals

Imparting knowledge to globa
SEIIETES

Delegates from Drug Regulatg

Authorities Bhutan, North
Korea and Botswana trained
capacitybuilding for PV

Medical Devices Information
sharing portal

MvPI launched seamless

information sharing tool for

manufacturers of medical
devices

Expansion of PvPI from
existing 250 AMCs to 270
AMCs

PvPI enrolled 20 New AMCs
reach common masses

WHOBMGF 3S Project
unveiled

3S Project aims at
strengthening PV at LMICs i
Asia

5% AsiaPacific PV Training

IPC in collaboration with UM(
conducted PV training for 3(
participants from 14 countries

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

Information-sharing and
convergence of regulatory
services across the region

Adverse Drug Reaction
Monitoring System (ADRMS

Developing indegenous tool t
collect adverse events for
patient safety.

Regular workshops on
establishment of PV system i
Pharma Industry

Enhanced patrticipation of
MAHSs in ADReporting
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Information Brochure of PvPI

Pharmacovigilance Programme of India (PvPl) mi#d a Information Brochure
highlighting the evolution, structure, methods of ADR reporting, collaboration, skill
development and capacity building of the programntnés Brochureshall 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, heakhmafessionals and consumers.

m Indian Pharmacopoeia Commision

let us join hands with PvPI to ensure patient safety
e Ministry of Health and Family Welfare, Government of India

Toll Free No.
1800 180 3024

we Fax 0120-2783311

For any Other Information/Suggestions/ Query contact:
Officer Incharge Pharmacavigilance Programme of India
Email: ip: net, india.net Website: i

Published by
Indian Pharmacopoeia Commission
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PvPI upfront as WHO-Collaborating Centre

After the recognition of NC&@VPI, IPC on July 2017 as a WH@ollaboratingCentre for

Pharmacovigilance in Public Health Programmes and Regulatory Services for SEARN

countries PvPI, IPC duringindex Period April 2018Viarch 2019 has initiated many
programme aimed at capaclyilding and strengthening of PV systems in SEARN

countries.

Following the launch of WHE&CC at Indian Pharmacopoeia Commission, Ghaziabad in

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

Event: Venue and Date

Action and Outcome

i T wday National
Workshop orGood
Pharmacovigilance Practice

f

Held technical collaboration with USFDA to identify challenges i
implementation of GvPs
Speeding up decisiemaking in signal detection

( Gv P s )atdMurhbailod | q§ FeedbackRegular workshops for training MAHm: GvPsneeds to
March1516, 2018 be conducted in future
2" Annual Meet of SEARN | 1 SEARN to enhance informatiesharing, cothboration and
Countries held at Colombo, convergence afegulatory practices across the region to guarant
Sri Lanka on March 223, access to quality medical products
2018 1 PVPI proposesupport/services action plan to the SEARN memb
countries
fiFourday PVTrainingcum | § Conceptual training on basic, technical and regulatory aspects
Workshop forDRA officials, Pharmacovigilance (PV) and its procedures in India
Govt of heBBtUPC{ Delegates trained on ICSR processing (BBL format), quality
on June 1114, 2018 management system (QMS), Causality Assessment,
Materiovigilance PRsgramme of India (MvPIhandson VigiFlow
exerciseetc
fi Threeday PV Training 9 Basic training on Qality Management System (QMS)g8al
cumworkshop detection, benefitisk assessment, training and education activitig
forDRAOofficials of North of PvPI
Koreao held 49 11"Skill Development Progr ammg
November 1214, 2018 Aspects of Pharmacovigilance
5" Asia- Pacific PV Training| 1  Participants acquired adequate knowledge and skills for establi
Course March 45, 2019 at and strengthening Pharmacovigilance system at their respectivg
Fortune Inn Grazia, organization/country
Ghaziabad, India 1 Enhanced pential for capacitypuilding in PV for public health
programmes of participating countries
1 Helped enhance global reputation of Indian Pharmacopoeia
Commission
Two-day PV Trainingcum | 1 Acquainted with system and procedures at PvPI for collecting,
wor kshop for processing and analyzing ADRs
of Botswanao | Sensitizedabouuality Management System, risk communicatig

March 1819, 2A.9

and PV in Public Health Programmes

11

Performance Report 20189

Pharmacovigilance Programme of India (PvPI)



DRA-Bhutan visits IPC for PV, MvPI training

Delegates from Bug 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 htdigplatform provided the
opportunityto sharehealthcare safety and management systems prevalent in both countries.
The \visiting delegates attended technical sessions and seminars conducted by
Pharmacovigilance Programme of IndRvPI) officials and experts and also méfadd-

visits to AlIMS-National Drugs Dependence Treatment Centre (NDDT&)aziabad, UP
andYashoda Hospital, Kaushambi, UP (both AMCs under PvPI).

- _—

20
o

5" Asia-Pacific Training Course @IPC

Indian Pharmacopoeia Commission (IPC), Ministry of Health & Family Welfare,
Government of India in collaboration with Uppsala Monitoring Centr&#1Q), Sweden,
organized the®®i AsRaaci fi ¢ Phar macovigilancel520%ining
at Hotel Fortme, 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 ofthe course was to further develop effective and sustainable
Pharmacovigilance practices for membeuntries of the WHO Programme for Drug
Monitoring and individuals involved in the field by creating a unique opportunity for learning
and collaboration. Thdraining 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 pharmadical industries addressed technical sessions blended by
handson 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 dviarch 1819, 2019.The participantswere
acquainted with system and procedures at PvPI for collecting, processing and analyzing
ADRs. Also Sensitizélemon Quality Management System, risk communications and PV in
Public Health Programmes.
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PvPI: An Overview

Pharmacovigilance Programme of India (PvPI) wpsrationalisedh July 2010 by Ministry

of Health & Family Welfare (MoHFW), Government of India (Gabrough a workshop
organized by the Department &harmacology, AIIMS, New Delhi. Itgnission was to
monitorimprove patient healttby safe administration of drugs, thus renhgc 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
(PvP).HoweverMoHFW, Gol on April 15, 2011 reca®td 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 natiowide system fopatientsafetyby ensuringdrug-safety

Identify and analyse nesignals from the reported cases

Analyse the benefitisk ratio of marketed medications

Generate evidenekased inbrmation on safety of medicines

Support regulatory agencies in the decisinaking process on usé medicatons

Communicatesafety information on use of medicines to various stakeholttar

preventing/minimizing the risk

Emerge as a Nation&@lentreof Excellence fo Pharmacovigilancéctivities

Collaborate with other nationalCentres for exchange ofinformation and data

management

1 Provide training and consultancy support to other National Pharmaleoag
Centres across the globe

1 Promote rational use of medicines

= =4 =4 4 -4 -

= =
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Core oommitteesat NCC-PvPI

Following committeesonstitutedat NCGPVPI ensure smooth aradfective functioning of

the programme:

Steering Committee

It is the chief administrative and monitoring body of NE@P| which guides and supervises

the programme.

Working Group

All technical issues related to the establishment and implementation of the programme,
including providing technical inputsrethandled § the Working Groupvhich 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 PvPl Wdskimgp after data analysis

and devises formats and guidance documents for fallpwaction.

Signal Review Panel (SRP)

The Signal Review PanedRP) of PvPI comprises scientists and clinical experts affiliated to
government and negovernment academic institons 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 validatena@ confirm. It defines biostatistical methods for analysis and
creates standardized p@stalytical reports that help in understanding the information derived

from ADRs. It also decides upon actionable indicators.

Core Training Panel (CTP)

The Core Trainig Panel (CTP)of PvRjuides in identification of training needs, organizing
national and international training programmes, dasgntraining modules and
helpsonducts the training for healthcare professionals and other stakeholders throughout the
year.lt also identifies trainers for zoneise 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 internalgreeaim of PvPI.
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Organogram of PvPI

ORGANOGRAM OF THE NATIONAL COORDINATION CENTRE
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Secretary (Ex-Officio)
MoHFW

ADR cl.:x;l.t‘odu 8. Principal Sclentific Officer Supporting Divisions
(AMCs) PvPI, IPC

St &
HR & Admita: Acoounts et B
Division Technology
Division Division

Officer In-Charge,

Senior Scientific Officer — Technical Secretariat Scientific Assistant
PvPI PvPI

Drug Safet;
Management System
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PvPl Communication Channels

Coherent and flawlessommunication channels are key to succdskfoctioning of any
programme The dissemination of knowledgand expertise at NGEVPI percolates to the
target audiencand acrossheboard to thé&MCs affiliated to it with use ofstateof-the-art
information technology The variousmodes of communicatioby which PvPIchannelizes
data flowarerepresenteid the figure below:
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