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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

Lol: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 — 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

Reference Standards

Formular

Z of India
2016

Pharmacovigilance
Programme of India

National Formulary of
India

& BT R AN
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Pharmacovigilance Programme of India (PvPI)

GENESIS

Pharmacovigilance Programme of India (PvPI) is Government of India’s 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 PvPlon 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 (WHQ) 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

PvPI all set to address
Delamanid/Bedaquiline safety
in India

Seven states identified for
active surveillance

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

Medical Devices Information
sharing portal

MvVPI 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 to
reach common masses

WHO-BMGEF 3S Project
unveiled

3S Project aims at
strengthening PV at LMICs in
Asia

5th Asia-Pacific PV Training

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

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

Information-sharing and
convergence of regulatory
services across the region

Adverse Drug Reaction
Monitoring System (ADRMS)

Developing indegenous tool to
collect adverse events for
patient safety.

Regular workshops on
establishment of PV system in
Pharma Industry

Enhanced participation of
MAHSs in ADR-reporting
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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.

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

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 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

“Two-day National
Workshop on Good
Pharmacovigilance Practices
(GvPs)” 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

2" 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

“Four-day PV Training-cum-
Workshop for DRA officials,
Govt of Bhutan” 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

“ Three-day PV Training-
cum-workshop
forDRAOfficials of North
Korea” 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

11" Skill Development Programme on “Basics and Regulatory
Aspects of Pharmacovigilance”

51 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 “DRA officials
of Botswana” 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

11
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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 AlIMS-National Drugs Dependence Treatment Centre (NDDTC), Ghaziabad, UP
and Yashoda Hospital, Kaushambi, UP (both AMCs under PvPI).

5t 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 5" “Asia-Pacific Pharmacovigilance Training Course” 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 (Gol), 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, Gol 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

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

e ldentify and analyse new signals from the reported cases

e Analyse the benefit-risk ratio of marketed medications

e Generate evidence-based information on safety of medicines

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

e Communicate safety information on use of medicines to various stakeholders for
preventing/minimizing the risk

e Emerge as a National Centre of Excellence for Pharmacovigilance Activities

e Collaborate with other national Centres for exchange of information and data
management

e Provide training and consultancy support to other National Pharmacovigilance
Centres across the globe

e 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 PvPl 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 ADREs. 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

ORGANOGRAM OF THE NATIONAL COORDINATION CENTRE

v\ AV AV P L A A AAR AL d QI JIA AL VAL
DL YIOCTT r““ DI \f\/“'\ T O T NDI /“ '\‘\
HARMACOVIGILANCE PROGRAMME OF INDIA ( I

Secretary (Ex-Officio)
MoHFW

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

Finance & Information
HR & Admin. Accounts Technology
Division Division

Officer In-Charge,

Scientific Assistant
PvPl

Drug Safet;
Management System
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PvPl 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:

e Nat L Pt tical Professional
ationa narmaceutica roressiona
Headquartgr, Immunization Industries in Bodies
New Dethi Programme India
o mmmmeeeemeeme—eeme——ea
The Uppsala s

vawers |/ COMMUNICATION
7/ SYSTEM OF PvPI

National
Coordination Centre
IPC, Ghaziabad

I 00000 e,
Review . 1
Panel

1 -~ I/ \I
[ |
- [ I | . ]
I South Zone, Zonal Office,
=P N : Chennai i | Hyderabad :
1 L B

- - \] < 2 ~ P
~ - -
West Zone, 1+ ~So_ _-7 R
Mumbai :
]
Wons cDsco
ADR -l Zonal
Monitoring S Offices
Centres 4
East Zone,
Kolkata P
~ b d * & » ™
Healthcare S " 5 a? R
Professionals g s # . i ! |
. Ng. e ! NorthZone, ! 7gnal Office, |
and Patients o™ : Ghaziabad t : Ahmedabad' |
S | 1
% 5 L} is y b L] e . P
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Reporting ADRs

WHO CAN REPORT?

- -
Ili U 9

Consumers/Patients Physicians Pharmacists Nurses

a @& @

HealthcareProfessionals ~ Pharmaceutical Companies ADR Monitoring Centres

WHOM TO REPORT?

= z N
‘c@' ¢ G Y World Health
] Ve N B $i vy

1PC i

I\Dl A\ PH. \RM ACOPOEI A CO\I\IISSIO\

ORDIN A CENTRE l III \ll PROGRAMME O
l |u\ 1tl| Ill AND Fas l Rl VERNMENT ¢ ||\|v|

WH() (()LL—\BOR AT l\(. CENTRE

PHARMACOVIGILANCE | | 1C HEALTH PROGRAMMES

REGULATE u\ SERVICES

National Coordination Centre (NCC), form available on the official website of IPC
(http://www.ipc.gov.in) or the CDSCO (htttp://www.cdsco.nic.in)

|
==

Nearby AMCs PvPI Helpline PvPIl Mobile App  icsr.nccpvpi@gmail.com

(1800-180-3024) ADR PVPI pvpi.compat@gmail.com
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WHY TO REPORT?

e For health safety

e Risk-optimization of drugs by evidence-based research
e Data help to make safe use of medicines

e Prompting regulatory action by omnibus database

e Raising awareness level to report ADRs

WHAT TO REPORT?

All types of suspected ADRS: ADRs by:
e Known or unknown e Medicines
e Serious or non-serious e Medical Devices
e Frequent or rare e Biologicalsincluding Vaccines

e Herbal Drugs/Nutraceuticals, etc
Off-label Use:

e Use of medicines for unapproved indication
e Use of medicines for unapproved age group, dosage or route of administration

Misuse:

e Use of a medication (for a medical purpose) other than as directed or as indicated
e Taking medicine more/more often or for longer period of time

Overdose:

e Ingestion/application of a medicine in quantities much greater than recommeded
e Anoverdose may be intentional/accidental

Abuse:

e Nonmedical use of a substance for psychic effect, dependence, or suicide attempt or
gesture
e All recreational use of substances for any reason

Special focus on drug use in:

e Pregnancy

e Lactation

e Paediatric population
e Geriatric population
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Channels forreporting AE/ADR

Suspected ADR Form for Healthcare Professionals ( HCPs)

Version-1.3

SUSPECTED ADVERSE DRUG REACTION REPORTING FORM

For VOLUNTARY reporting of Adverse Drug Reaction by Healthcare Professionals
INDIAN PHARMACOPOEIA CO ti | Coordination Centre-Pharmacovigilance Programme of India)
Ministry of Health & Family Welfare, Government of India Sector-23, Raj Nagar, Ghaziabad-201002

A. PATIENT INFORMATION Reg. No_/IPD No. JOPD No. /CR Mo. :

2. Age at the time of 3. Mo Fo Other o

1. Patient Initials AMC Report No

Event or Date of Birth

4. Weight Kgs Worldwide Unique No. :

B. SUSPECTED ADVERSE REACTION
5. Event/Reaction start date (dd/mm/yyyy)

12. Relevant tests/ laboratory data with dates

6. Event/Reaction stop date (dd/mm/yyyy)

6 (A). Onset Lag Time

7. Describe Event/Reaction with treatment details, if any 13. Relevant medical/medication history (e.g. allergies, race,
pregnancy, smoking, alcohol use, hepatic/renal dysfunction,
past surgery etc.)

Available on IPC website (www.ipc.gov.in) or CDSCO
site(www.cdsco.nic.in) and in National Formulary of India 2016

Medicines Side-Effect Reporting Form (For Consumers)

Version 1.0
HEAII 1.0

MEDIGINES SIDE EFFEGT REPORTING FORM (FOR CONSUMERS)
S gemTT GEAr B (SUMHRT & for)

mw Indian Pharmacopoeia Commission, National Coordination Centre- Pharmacovigilance Programme of India, Ministry of Health & Family

Welfare, Government of India.
pC AR ST TR ST, TR W B — A s s,
TR UE AN ST BHer, HNG S |

1.Patient Details/ ¥ &1 faawor

Patient Initials/ - Gender/ T&T (v): Male/ T29 [] Female/ i 1
it & amEmE: Other/ o= [ | U1 (79 4T AE)

2. Health Information/ TaReT Hat S=HNT

a. Reason(s) for taking medicine(s){ Disease,/Symptoms)/ TaT(FaTd) &= @71 @07 (T, F&T0):

b. Medicines Advised by/ T T T FWE o9 a {V): Doctor/ SEICUE Pharmamst}’ 1 H = [ Fr|ends;’ReIatwe5}’ iz / fromam |:|
Self (Past disease experienced/No past disease experienced)/ ¥4 | /

3. Details of Person Reporting the Side Effect/ ST &Y gaaT 2% ol it B ﬁm
Name (Optional)/ =8 (Tastoma):

| Address/ WO |

Available in 10 Indian languages: Hindi, Bengali, Gujarati, Kannada,
Malayalam, Marathi, Assamese, Oriya, Tamil and Telugu
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PvPI Helpline

o=
diilelpline

1800-180-3024

Patients/Consumers/Healthcare Professionals may report to NCC-PvPI via tollfree Helpline
1800-180-3024 any suspected ADRs associated with use of
medicinal/herbalproducts/vaccines or medical devices.

e-Reporting of ADRs : Mobile App

ADR PVPI

Pharmacovigilance Programme of India (PvPl) Medical * %% % 61 2

[l Add to wishiist Install

Indigenously-developed mobile app “ADR PvPI”, which was dedicated to the nation by
former Union Health Secretary Shri C K Mishraon September 29, 2017,has been instrumental
in equipping all healthcare stakeholders, including the common man, for reporting ADRS.
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| = National

LL4 Formula

RIOE Sipws 4o Limpamsny pouopon | -] N

Lof-
t

SMS- Alerts:

NCC-PVPI regular sends
service.

Sender ID

Select Mode

Message

Schedule

National Formulary of India (NFI):

NFI serves as a guidance document to medical prectitioners,
pharmacists working in hospitals and in sells establishment, nurses,
medical and pharmacy students and other healthcare professionals.
The principle objective of NFI is to promote the rational use and
economic prescribing of medicines in the country.

The healthcare professional may utilize the ADR Reporting Form
which has been annexed at the end of the NFI 2016 to report
suspected ADRs.

drug alerts to approx 10,650 stakeholders through short messeging

NCPVPI v

Mobile No ) Bulk {TXT file) (0 Bulk (CSV file) () Bulk (XLS,XLSX file)

¥) Do Not Allow Duplicate Numbers.

Cetirizine may cause Tachycardia. Healthcare
professionals must report to 15001803024 any
adverse event after drug use to ensure patient safety.
NCC PvPI, IPC
) ) Vi
(1 Unit = 160 characters) Character Cour‘. Units D Maximum Characters 2000

Submit Reset
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AMCs: The Backbone of PvPI

Medical institutions and hospitals play a major role both in teaching and providing
specialized services to patients in India. Patient safety is one of their major concerns. Adverse
Drug Reaction Monitoring Centres(AMCs)across the country play a crucial role in

monitoring ADRs.

WHO CAN ENROLL?

>

YV V V V

Government hospitals/medical colleges
Private hospitals/medical colleges

Corporate hospitals

Districthospitals

Primary/Community Health Centres in India

CENROLMENT PROCEDURE FOR AMC)

1

PvPI seeks Letter of Intent (Lol) from Head of the
Institution/Hospital for establishment of an AMC

Examines suitability

Centre concerned may be inducted as an AMC under

PVvPI

NCC communicates details of the AMC to
WHO-Uppsala Monitoring Centre (UMC)

UMC provides VigiFlow® login details for
submission of ADRs
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CRITERIA FOR ENROLMENT OF AMCs

Availability of logistic and infrastructural facilities for PV at the Centre

Significant track-record of the Centre in Pharmacovigilance — on quality, quantity and
frequency of Adverse Drug Reaction (ADR)-reporting

States/ Union Territories where no/few AMCs exists will be preferred

Geographical location based selection of AMCs

HoD/Dean/Principal of the proposed Centre to establish/implement PvPI activities at
the Centre

Significanttrack-record/expertise of the proposed AMC coordinator/deputy

coordinator in Pharmacovigilance

CRITERIA FOR DE-ENROLLMENT/DERECOGNITION OF AMCS

7
L X4

7
L X4

Non-performance/ Zero reporting

Non-compliance of Quality Management System

Upon recognition, NCC-PvPI provides regular training, skill development and technical

training support to the personnels engaged in PvPI activities.
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ICSR database at PvPI

The Pharmacovigilance Programme of India (PvPI) is responsible for collection, assessment

and detection and communication of risks associated with the use of medicines in Indian

population. The ADRs collected by the ADR monitoring Centres and MAHSs are
communicated to NCC-PvPI in the form of Individual Case Safety Report (ICSR). The
annual database accounts 64, 4411CSRsfor the index period. Reporting patterns are on the

increase every year and have shot up in recent years.

Month-wise Distribution of ICSRs

6274

5000

5454 5498
5215 gpgg 5158 5155 5188
| ‘ | | | | |

871 sesa

|

Apr-18 May-18 Jun-18 Jul-18 Aug-18 Sep-18 Oct-18 Nov-18 Dec-18 Jan-19 Feb-19 Mar-19
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Zone-wise ICSRs from AMCs

ADR Monitoring Centres (AMCs) across the country are located in different zones. Data
represents percentage of ICSRs received during Index Period — April 2018-March 2019 from
all four zones of India.

Zone-wise Distribution of ICSRs

Reporter-wise distribution of ICSRs

NCC-PVPI receives ICSRs from various stakeholders such as physicians, pharmacists, other
HCPs, consumers (non-HCPs), etc. Spontaneous ADR reports from physicians (54%)
continue to be the major source of reports received, followed by pharmacists (18%), other
healthcare professionals (17%), consumers (11%) and lawyers.

Reporter-wise Distribution of ICSRs

Physician
H Pharmacist
i Other health professional

M Consumer or other non-
health professional
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Age-wise ICSRs:

Analysis of the ADR forms received during the Index Period shows that among all age
groups, the highest percentage of ADRs is reported in adults andthe lowest in neonates.

Age-wise Distribution of ICSRs

H Neonate HInfant M Child ®Adolescent W Adult & Elderly

10 [»)
oo % 3% 3%
(J

3%
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Gender-wise ICSRs:

Database for the Index Period revealsthat 51% ADRs occurred in male patients and 47% in
female patients. No information about the gender of the patient was provided in 2% of ADR

reports.

Gender-wise distribution of ICSRs

2%

H male
H female

i unknown

PvPI1 Helpline (Tollfree):

Tollfree Helpline was initiated on October 11, 2013, since then it has been serving as one of
the reliable tools for reporting suspected adverse events. Patients/ Consumers/Healthcare
Professionals report suspected adverse events due to the use of medical products/devices.
With the continuous efforts of Pharmacovigilance officials posted at AMCs, helpline facility
hasbeen excelling in India. Calls are primarily responded to in English and Hindi on all
working days between09:00 AM and 05.30 PM.

Language of Service: English and Hindi
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Helpline Reports

195
167 173
55 59
g i

2013-14 2014-15 2015-16 2016-17 2017-18 2018-19

Reporter-wise Helpline Reports

Healthcare
Professionals
3%

-

Patients'
Relatives
38%

Patients
59%

ADR-reporting through Non-AMCs

Besides monitoring ADRs at the regional monitoring centres (AMCs), NCC-PvPI, also
receiveed ADRs through several hospitals and medical colleges (hon-AMCs) across
India. The non-AMCs send the suppected ADRSs; filled-in the Suspected ADRs reporting
form to a dedicated email; icsr.nccpvpi@amail.com. Further, these reports are processed
for causality assessment at the nearby AMCand communicated to WHO-UMC through
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VigiFlow. During the index period, as many as 2,006 ADRs were reported via
AMCs, month-wise distribution of these ADRSs is depicted below:

non-

Month-wise distribution of ADRs
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PvPI integration with Public Health Programmes

PvPI Partners

RNTCP

Revised National
Tuberculosis Control
Programme

UIP-AEFI

NACO Universal
National AIDS Control ‘ Immunization
izati Programme (Adverse
Organization .
Event Following

Immunization)

NVBDCP
National Vector-
Borne Disease
Control Programme
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Reports:

Reports 2017-18 2018-19
01 RNTCP 1230 1367
02 ART 476 375
03 AEFI 795 879
04 NVBDCP 58 228

Status of ICSRs of vaccines: Reporting, Collation & Analysis

During the Index Period (April 2018-March 2019), NCC-PvPI received 879 vaccine-related
ICSRs. All vaccine ICSRs were processed and analysed at NCC-PvPl. Among the 879 ICSRs,
272(31%) cases were serious.

Distribution of Vaccine ICSRs

M Serious H Non-serious
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Distribution of adverse events due to vaccines:

S.No Vaccine No. of Percentage
ICSRs
1 ' Encephalitis vaccines 7 1.9
2 Influenza vaccines 22 6.0
3 Hepatitis vaccines 36 9.8
4 Measles vaccines 195 53.1
5 Poliomyelitis vaccines 29 7.9
6 Rabies vaccines 34 9.3
7 Rota virus diarrhea vaccines 32 8.7
8 Rubella vaccines 2 0.5
9 Varicella zoster vaccines 21 5.7
10 Yellow fever vaccines 5 1.4
11 Papillomavirus vaccines 8 2.2
12 Cholera vaccines 5 2.7
13 Diphtheria vaccines 2 1.1
14 Hemophilus influenzae B vaccines 8 4.3
15 Meningococcal vaccines 3 1.6
16 Pertussis vaccines 86 45.7
17 Pneumococcal vaccines 33 17.6
18 Tetanus vaccines 21 11.2
19 Tuberculosis vaccines 21 11.2
20 Typhoid vaccines 10 53

Age-wise Vaccine ICSRs:

Following chart represents the distribution of vaccine ICSRs among different age-groups, as
many as 58% of Adverse Events Following Immunization (AEFI) were reported in age group
of children from 28 days to 23 months.
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0 - 27 days

28 days to 23 months
2 - 11 years

12 - 17 years

18 - 44 years

45 - 64 years

65 - 74 years

Unknown

0% 10 % 20 % 30 % 40 % 50 % 60 %

System Organ Class (SOC) of AEs reported with Vaccines:

Analysis of vaccine ICSRs indicatedthat System Organ Class- General Disorders and
Administration Site Conditions are involved in vaccine-associated adverse events.

SOC: Blood and lymphatic syste...
SOC: Cardiac disorders

SOC: Ear and labyrinth disorders
SOC: Eye disorders

SOC: Gastrointestinal disorders
SOC: General disorders and admi...
SOC: Hepatobiliary disorders

SOC: Immune system disorders
SOC: Infections and infestations
SOC: Injury, poisoning and proce...
SOC: Investigations

SOC: Metabolism and nutrition d. ..
SOC: Musculoskeletal and conne...
SOC: Nervous system disorders
SOC: Product issues

SOC: Psychiatric disorders

SOC: Renal and urinary disorders
SOC: Respiratory, thoracic and m...
SOC: Skin and subcutaneous tiss...
SOC: Surgical and medical proce...
SOC: Vascular disorders

0% 10% 20 % 30% 40 % 50 % 60 %

ICSR status of Anti-tubercular drug -Bedaquiline:

Bedaquiline as a treatment for Multi-Drug Resistant Tuberculosis (MDR-TB) was approved by
DCGI in March 2016 as part of theRevised National Tuberculosis Control Programme
(RNTCP). Six identified tertiary care centres across India are approved to prescribe
Bedaquiline, having advanced facilities for laboratory testing and intensive care for patients.
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PVvPI in technical collaboration with WHO and RNTCP has initiated active surveillance.
During this index period, NCC-PvPI received 240 Bedaquiline-related ICSRs. Analysis of the
data is represented below:

Age-wise distribution of Bedaquiline ICSRs

0-27days 1

2-11years J

12-17years HH

18 - 44 years |

45 - 64 years I

Unknown

0% 10 % 20 % 30 % 40 % 50 % 60 %

Gender-wise distribution of Bedaquiline ICSRs

S.No. Patient sex Percentage

1 Female 87 36.3
2 Male 102 425
3 Unknown 51 21.3

System Organ Class (SOC) of Bedaquiline ICSRs:

Data mining through VigiLyze represents the association of various SOCs with adverse
effects of Bedaquiline, which are represented below:
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SOC: Blood and lymphatic syste...
SOC: Cardiac disorders

SOC: Ear and labyrinth disorders
SOC: Eye disorders

SOC: Gastrointestinal disorders
SOC: General disorders and admi...
SOC: Hepatobiliary disorders

SOC: Immune system disorders
SOC: Infections and infestations
SOC: Injury, poisoning and proce...
SOC: Investigations

SOC: Metabolism and nutrition d...
SOC: Musculoskeletal and conne...
SOC: Nervous system disorders
SOC: Pregnancy, puerperium and...
SOC: Psychiatric disorders

SOC: Renal and urinary disorders
SOC: Reproductive system and b...
SOC: Respiratory, thoracic and m...
SOC: Skin and subcutaneous tiss...
SOC: Vascular disorders

=}
xR

5% 10 % 15 % 20 %

25 %

Utilization of ICSR data derived from NHP:

Drug Alerts:

Suspected Drug Adverse Reaction

Miltefosine Acute Pancreatitis
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CMEon ‘Academic Clinical Trial & Vaccine Safety’

Adverse Drug Reaction Monitoring Centre (AMC), Guwahati,in collaboration with
Department of Pharmacology and Department of Community Medicine, Guwahati Medical
College & Hospital, organised on March 23, 2019 a Continuous Medical Education (CME)
programme on “Academic Clinical Trial and Vaccine Safety”.

The symposium had distinguished guestsProf Bikash Medhi, PGIMER, Chandigarh,Prof
Santanu Kumar Tripathi, STM, Kolkata and Dr Subhajit Bhattacharjee, WHO Consultant
along with other experts from WHO.

The CME focused on vaccine safety, AEFI, how to report an ADR for a vaccine, the role of
PvPI in AEFI data collection, filling-up of ICSR form andcollaboration with WHO for AEFI
reporting. The CME was attended by 75 members, including faculty and students of various

medical colleges in Assam.

Channels of reporting AEFI

AEF! survelllance system

HMIS Report

Continuous Medical Education (CME) programme at Guwahati Medical College & Hospital
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FourNational AEFI Committee meetings and three Monthly Pharmacovigilance
Partners’ meetingsconducted during the Index Period:

S. National AEFI Committee Meeting
No.
Date/Venue Objective/Recommendation of Meeting
1 June 14, 2018 o Strengthening of AEFI surveillance processes at state level
NIHFW, New Delhi
2 October 17,2018 |e Review of AEFI cases reported following Japanese
NIHFW, New Delhi Encephalitis vaccine and Measles rubella vaccines
e Pharmacovigilance inspection at MAHs
3 December 19,2018 |e Qualitative study of factors affecting reporting of AEFIs in
NIHFW, New Delhi districts
e Presentation by IPC representative on vaccine safety
activities at PvPI
4 February 25,2019 |e Power-Point Presentation by PvPI representative on signal
NIHFW, New Delhi detection of vaccines
S Monthly Pharmacovigilance Partners’ Meeting
No
Date and Venue Recommendations/Outcome
1 July 26, 2018 e Reporting of AEFI cases by AMCs with serious
UIP Division, notification form
MoHFW
2 October 29, 2018  |e Sensitization of AMCsto AEFI reporting
Ulll\D/IDIlIVFIf/I\;)n’ e Update on AEFI training
0 e Proposed joint assessment for AEFI cases in selected states
3 January28, 2019 e Institutional Development Plan discussed point-wise with
UIP Division, updates from all stakeholders (CDSCO, IPC, WHO and
MoHFW ITSU)
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Two Internal Technical Committee meetings for Kala-azar conducted during the Index
Period:

S. Internal Technical Committee meetings
No
Date/ Venue Recommendations/Outcome
1 July 6, 2018 e Update on ADR reporting status for Kala
Seminar Hall, NVBDCP, DGHS, azar from 58 NVBDCP centres discussed

Shastri Park, New Delhi e Data of Miltefosine and Ambisomepresented

totechnical committee members and adverse
drug reactions discussed in terms of
seriousness, gender, age group and type of
reporting

¢ Role and responsibilities to be well defined
for all partners

e How to improve the reporting of anti-Kala
azar drugs e.g. inclusion of ADR alert card,
regular follow-up for patients, active watch
for possible adverse drug reactions

e Correlation of Indian ADR data with global
data only for Miltefosine and Ambisome

2 February 26, 2019 e Presentation of update by  PvPI

Seminar Hall, NVBDCP, DGHS, representative on ADR reporting status for
Shastri Park, New Delhi Kala azar drugs from 58 NVBDCP centres

e ADR reporting status for Miltefosine and

Ambisome shared  with  technical

committeemembers
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Quality Management System in PvPI

To ensure patient safety through a transparent approach and high quality services, PvPI has
been found to conform with ISO 9001:2008 quality management system(QMS)and also
adoptsGood Pharmacovigilance Practices (GVPs) as per WHO Pharmacovigilance
Indicatorswith a focused approach on scientific innovation and rationality.

VigiGrade Completeness Score of ICSRs

Quality of ICSR reporting:

The VigiGrade™Completeness score is a WHO system to measure the amount of
informationprovided on Individual Case Safety Reports (ICSRs). The graph represents
average completeness score of ICSRs submitted from India (Purple line) as compared to
submitted ICSRs by all the other countries (Green line). The average annual completeness
score accounts for >0.8 out of 1.
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Average Completeness score, India

Average Completeness score over time
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Fig: Graphical representation of VigiGrade completeneass score of quality of ICSRs
submitted by PvPI to UMC database
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Signal Detection

WHO defines a Signal as “Reported information on a possible causal relationship between an
adverse event and a drug, the relationship being unknown or incompletely documented
previously”. Signal detection and clinical assessmentof Individual Case Safety Reports
(ICSRs) form vital domain of Pharmacovigilance. NCC-PvPI is engaged in identifying
potential signals from India-specific ICSRs with technical assistance by experts in the signal

review panel (SRP).
Methods used by PvPI for Signal Detection

Various methods are used for signal detection. The four usually considered parameters for
identifying a new signal from Indian ICSRs include:

e Information Component (IC)

e Proportional Relative Risk/Proportional Reporting Ratio (PRR)

e Chi-square (2) statistics (with 1 degree of freedom)

e Total number of reports on the specific Drug-ADR combination available in the

Indian database (Ncomb)

Threshold values used by PvPIl for the aforementioned parameters to identify a

potential signal are:

o 1Cp25>0

e PRR > 2 with the lower bound of its 95% CI > 1
e 2 statistics (with 1 degree of freedom) > 4

e Ncomb > 3, to highlight potential signals

Fulfilment of at least two of these four parameters is required for considering a specific

drug-ADR combination as a potential signal.

Signal Validation Checklist

Important sources: Summary of product characteristics (SmPC)/PIL, PSUR, PBRER, Risk
management plan (RMP), regulatory authority website, other regulatory procedures — safety
variations
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Adverse Drugs Reaction identified:Drug Reaction with Eosinophilia and Systemic

Symptoms : Febuxostat
Recommendation for: Drug safety label change

Validation date: coveeeeeneiiiieeeeeneeseeeeeeeneeeseecseeasenns

Activity

Comment

No. of ICSR reported in National & International database

Check the SmPC/PIL for the active substance (national, other)

For active substances for which a generic version exists, check first the SmPC/PIL of
theinnovator product (if possible)

Check Warning-Precaution/Contra-indication/Un-desirable effects section of the
SmPC/PIL for information regarding the ADR

Check if the ADR might be covered by a similar term or a higher level term in the
SmPC/PIL

Check if the ADR is reflected in the SmPC/PIL of another medicinal product
containing the same active substance (for example in combination products/other brand)

Check if the ADR is reflected in the SmPC of a medicinal product from the same class
(class effect)

In case of an interaction, you may check if there is information on the interaction in the
SmPCs of the other medicinal products concerned

Increase in frequency of occurrence

Change in duration and/or time to onset

Change in severity

Change in occurrence pattern (e.g. affecting a specific population)

Change in previously reported outcomeof the ADR (e.g. new fatal cases)

Check the PSUR of the medicinal product (if available)

Check the RMP of the medicinal product (If available)

Check other NRA websites —(EMA, FDA etc.) forreferrals

ICo2s, PRR and Chi-Square value

Outcome of the signal validation

Signal/PIL change validated

Signal/PIL change closed

Signal/PIL change open — monitoring for additional information
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Signal Assessment Checklist Format
Important sources: ICSRs, ADR databases, literature, drug utility studies

Adverse Drugs Reaction identified:

Recommendation for:

ASSESSMENT dAte: vevuriverrrennnireeeereenennseenens

Activity Comment

Number of cases supporting the association (after exclusion of
duplicates and cases with no supporting temporal association)

Number of cases appropriately documented with sufficient
information about, e.g., suspect drug, event reported,
demographics (age and gender), indication, outcome, concomitant
Medication — key cases

Consistency of the evidence across cases (e.g. patterns)

Route(s) of administration and product(s) formulation

Cluster of reports, e.g., many reports from the same reporter,
publication, area of the country or region etc.

Check if the ADR is reflected in the SmPC of a medicinal product
from the same class (class effect)

Cases fulfill the diagnostic criteria for the ADR

Activity Comment

Biological and pharmacological plausibility (possible mechanism)

Dose relationship

Number of cases with positive de-challenge

Number of cases with positive re-challenge

Low background incidence of the ADR

Time to onset

Activity Comments

Seriousness of the ADR

Severity of the ADR

Reversibility of the ADR

ADR affecting special populations (e.g. pregnant women,
children, elderly) or patients with pre-existing risk factors

ADR occurring in different patterns of use (e.g. off-label,
overdose, misuse, medications errors)

Association likely to apply to other active substances of the same
class

Potential for prevention

Activity Comments

Possible class effect

Possible drug-drug interaction

Possible medication error

Possible quality issue

Possible off-label use

Possible overuse, abuse, misuse

Activity Comments
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Poor data quality of case reports

High number of cases with confounding factors / alternative
explanations

Signs of stimulated reporting e.g. increased media attention

Abnormal reporting pattern

Presence of other risk factors for the event: underlying disease, co-
morbidities, co-medications

Activity

Comments

National databases (e.g. for signals detected in literature)

Databases with larger datasets such as VigiBase (e.g. for signals
detected
in national databases, literature or other sources)

Information on active substances from the same class (e.g. for
signals detected in national database or VigiBase)

Literature findings, regarding similar case reports, pharmaco-
epidemiological studies or studies suggestive of a potential
mechanism of action

Activity

Comments

RMP of the medicinal product for ongoing or planned studies that
might provide evidence on the association

Outcome of the signal Assessment

Signal/PIL changedone 0
Signal/PIL change closed 0
Signal/PIL change open — monitoring for additional information 0

Signal Assessment done By (Sign/date).....cceeeeeeeniincencnnnnns

Utilization of ICSR data:

PvP1 Recommendations to include following Adverse Reactions in Prescribing

information leaflet to CDSCO
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S. Drugs Adverse Drug Reaction

No.

1 Carbamazepine Drug Reaction with Eosinophilia
and Systemic symptoms Syndrome
(DRESS)

2 Meropenem Hypokalaemia

3 Artemether + Lumefantrine Stevens Johnson syndrome (SJS)

4 Diclofenac Nicolau Syndrome

5 Lamivudine Hearing Loss

6 Amlodipine

Alopecia

7 Cefixime

Mouth Ulceration

8 Carvedilol

Hyperkalaemia

9 Amlodipine

Gingival Hypertrophy

10 Cefotaxime Angioedema

11 Ofloxacin Stevens-Johnson Syndrome
12 Tranexamic Acid Seizure/Convulsion

13 Quetiapine Urinary Incontinence

14 Sulfasalazine DRESS Syndrome

15 Tramadol Hiccups

16 Phenobarbital DRESS Syndrome

17 Cefepime Urticaria

18 Glibenclamide Palpitation

Drugs Safety Alerts issued by PvPIl from April 2018 to March 2019

Suspect Drug

Indication/s

Adverse Drug Reaction

Cefixime

For the treatment of otitis media,
respiratory tract infection, uncomplicated
UTIs, effective against infection caused by
enterobacteriaceae , H. influenza species

Skin Hyperpigmentation

Dexamethasone

Adjunct in the emergency treatment of
anaphylaxis, short-term suppression  of
inflammationin allergic disorder,
adrenocortical insufficiency, ocular

Peripheral Neuropathy
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inflammation autoimmune disorder,
rheumatic disorder, cerebral oedema,
unresponsive shock, bacterial meningitis
along with antibiotics

Fluoxetine

Bipolar disorder, Depressive episode

Hypoacusis (Hearing
impairment)

Telmisartan

Hypertension

Lichenoid Keratosis

(6]

Miltefosine

Directly Observed Therapy (DOT) of
visceral ~ Leishmaniasis  caused by
Leishmania donovani

Acute Pancreatitis

Levetiracetam

Anti-epileptic,

1) As monotherapy in partial onset seizures
with or without secondary generalisation in
newly diagnosed patients above 16 years.
2) As adjunctive therapy for myoclonic
seizures in adults and in adolescents above
12 years.

3) For primary generalised tonic-clonic
seizures in adults and adolescents above 12
years with idiopathic generalised epilepsy

Anencephaly

Cetirizine

For the treatment of seasonal/perennial
allergic rhinitis & chronic idiopathic
urticaria in infants & children

Tachycardia

Dabigatran

For the prevention of stroke, systemic
embolism and reduction of vascular
mortality in adult patient with atrial
fibrillation

Alopecia

Sertraline

Major depressive disorders, Obsessive
Compulsion Disorders (OCD), Panic
disorders

Maculopathy

Contribution by MAHs
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Marketing Authorization Holders (MAHSs) have played a crucial role in reporting ADRs to
PvPl. The recent amendment to the Drugs and Cosmetics Rules, 1945, has made
Pharmacovigilance a legal obligation for MAHSs. This has paved the way for collecting
product-specific safety data, aimed at optimizing drug-safety and ensuring healthcare for
Indian population.

MAHs- 90 Training/Interactive Sessions — 11

ICSRs Reporting Status 2018-19

3500

3000

2500

2000

1500

Number of ICSRs

1000

500

Marketing Autharization Holders as Partners of PvPI
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1 Abbott India Limited 46 Lundbeck Pharmaceutical company

2 Akums Drugs & Pharmaceuticals Limited | 47 Macleods Pharmaceticals Limited

3 Alcon Laboratories India Private Limited 48 Madras Pharma

4 Alkem Laboratories 49 Medley Pharmaceuticals Ltd.

5 Allergan India Pvt. Ltd. 50 MERCK Limited

6 Apotex Research Private Limited 51 MSD Pharmaceuticals Ltd.

7 Avrisglobal 52 MSN Labs

8 Astellas Pharma India Private Limited 53 Mylan Laboratories Private Limited

9 AstraZeneca Pharma India Limited 54 Mankind Pharma (Lambda CRO)

10 Aurobindo Pharma Limited 55 Novartis India Limited

11 Amgen India 56 Novo Nordisk India

12 Axellia Pharmaceutical company 57 Nitin Life Sciences

13 Baxalta 58 Otsuka Pharmaceutical India Pvt. Ltd.

14 Baxter (India) Private Limited 59 Paviour Pharmaceuticals

15 Bayer Healthcare Limited 60 Pfizer Limited

16 Bharat Biotech 61 Piramal Healthcare Limited

17 Biocon Limited 62 Prime Vigilance & Medical Information

18 Biogen Idec Biotech India Private Ltd. 63 Panacea Biotec Limited

19 Boehringer Ingelheim India Private Limited | 64 Roche Products (India) Private Limited

20 Bristol-Myers Squibb India 65 Reliance Life Sciences

21 Bharat Serums And Vaccines Limited 66 Recipharm AB

22 Biological E Limited 67 Reckitt Benkiser

23 B Braun 68 Sandor Medicaids Private Limited

24 Cadila 69 Sandoz

25 Cipla Limited 70 Sanofi India Limited

26 Concord Biotech Limited 71 Serdia Pharmaceuticals (India) Limited

27 Dr.Reddy's Laboratories 72 Shilpa Medicare Limited

28 EISAI Pharmaceuticals India Pvt. Ltd 73 Shire Biotech

29 Elder Pharmaceuticals Ltd. 74 Strides Shasun Limited

30 Eli Lilly & Company (India) Private 75 Sun Pharmaceuticals Industries Limited
Limited

31 Emcure Pharmaceuticals Limited 76 Septodont Healthcare India Pvt. Ltd

32 Exeltis India Private Limited 77 Serum Institute of India Limited. (Lambda

CRO)

33 Fresenius Kabi India Private Limited 78 Synokem

34 Glaxo Smithkline Pharmaceuticals Limited | 79 Torrent Pharmaceuticals Limited

35 Glenmark Pharmaceuticals 80 Themis Medicare

36 Galderma India Pvt. Ltd. 81 Troikaa Pharmaceuticals Limited

37 Grifols India Healthcare Private Limited 82 UCB India Pvt. Limited

38 Hetero Drugs Limited 83 Universal Medicare Itd.

39 HLL Biotech Limited (HBL) 84 USV Private Limited

40 Imaging Products India Pvt. Ltd. 85 Vifor Pharma

41 Intas Pharmaceuticals Limited (Lambda 86 Win Medicare
CRO)

42 IPCA Laboratories Limited 87 Wockhardt Pharmaceutical Limited

43 Johnsons & Johnsons Private Limited 88 Wyeth Pharmaceuticals Limited

44 Kusum Healthcare Private Limited 89 Zydus Cadila

45 Lupin Limited 90 Zuventus Healthcare Limited

Skill Development Programme
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PvPI plays a pivotal role in imparting education and training on safe use of medicines,
ensuring patient-safety. The programme through its research-based training and education has
developed practical tools which serve as a scientific model to disseminate information and
solutions to probable drug-related problems. The National Pharmacovigilance operations thus
acquire a prominent platform for sustainable PV practices among all healthcare stakeholders.

Training: Objectives and Perspectives

Methods for collecting Individual Case Safety Reports
(ICSRs)

Developing a positive reporting culture and effective
communications

Data management and analysis

Fulfilling the stakeholders expectations

Building partnerships with pharma industry to expand
PV resource base

Honing the skills of healthcare professionals

Specialized PV modules followed during training
sessions

Tailored to cater to the needs of PV trainees and adapting to good pharmacovigilance
practices, NCC-PvPlhas recognized nine Regional Training Centres (RTCs) for imparting
training in pharmacovigilance. The list are given below:

S.No Regional Training Centre State/UT under purview

1 PGIMER, Chandigarh Jammu & Kashmir, Himachal Pradesh,
Punjab, Haryana, Chandigarh and Delhi

2 Seth GS Medical College & KEM Maharashtra, Goa, Dadra & Nagar Haveli
Hospital, Mumbai

3 JSS Medical College Hospital, Mysore Karnataka, Kerala, Tamil Nadu,
Puducherry and Lakshadweep
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Institute of Postgraduate Medical Andaman Nicobar, West Bengal,

Education & Research, Kolkata Jharkhand, Bihar & Odisha

Silchar Medical College & Hospital Assam, Arunachal Pradesh, Nagaland,
Manipur, Meghalaya, Mizoram, Tripura,
Sikkim

All India Institute of Medical Sciences, Madhya Pradesh and Chhattisgarh
Bhopal

BJ Medical College, Ahmedabad Gujarat, Rajasthan, Daman & Diu

All India Institute of Medical Sciences, Uttarakhand and Uttar Pradesh
Rishikesh

Nizam’s Institute of Medical Sciences, Andhra Pradesh and Telangana
Hyderabad

PvPI organized and participated in nation-wide round-the-year training, updating
healthcare stakeholders on PV activities in PHPs:

WHO 3S Rotavac Workshop

An interactive session between WHO
officials, CDSCO, AEFI Secretariat, PvPI
and rotavirus Marketing Authorization
Holders (MAHs) was held at CDSCO,
FDA Bhawan, NewDelhion February 4-5,
2019.1t was aimed at ensuringeffective
implementation of  Pharmacovigilance

system at MAH-level. This workshop also

focused on how to merge the rotavirus data
of MAHs and AEFI Secretariat into

VigiFlow for the generation of the signal. Technical workshop for CDSCO, PvPI, AEF

secretariat and Rotavirus MAHSs in India under
WHO-3S Rotavac Project

Workshop on PSUR and RMP assessment
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Fourdays workshop for Periodic
Safety Update Report (PSUR) and Risk
Management Plan (RMP) assessment was
organized by WHO in collaboration with
National Regulatory Agency of India(NRA)
at Hotel Royal Plaza, New Delhi fromMarch
5-8, 2019. The four-day session included a
day-long training on successful writing of
PSURs and RMPs for all vaccine MAHSs in

India.

Training & Workshops for MAHSs:

Date & Venue Target Audience  No. of

Particip
ants
1  Training for PvPIl, CDSCO April 26-27, 2018 PvPI, CDSCO 37
officials and MAHSs on CDSCO-HQ, officials& MAHSs
Training-cum-workshop on Nirman Bhawan,
“Capacity building, New Delhi

strengthening of PSUR
evaluation & PV Audits and

Inspections”

2 6" Regional training for MAHs May 25,2018  Pharma industry 50
on Basics of SDSTRC & professionals
Pharmacovigilance and RGICD,

Establishment of Bengaluru,
Pharmacovigilance System in Karnataka

Pharmaceutical Industries- A
Way Forward
3 7" Regional training for MAHs July 13, 2018 Pharma industry 32
on Basics of Hotel Royal Plaza professionals
Pharmacoviglance and Gangtok, Sikkim
Establishment of
Pharmacovigilance System in
Pharmaceutical Industrises-

A Way Forward

4 8" Regional training for MAHs December 7, 2018 Pharma industry 59
on Challenges for ICSR- Kilpank Medical  professionals
reporting by MAHs, College, Chennai
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Discussion on minimum
requirements to set up PV
Systems by MAHs at their
site, Reporting of ICSRs in
E2B-xml Format by MAHSs

Sensitization of HCPs by AMCs:

ADR-monitoring centres function as the backbone of PvPIl. The Pharmacovigilance team at
each AMC of PvPI usually includes:

e OneCoordinator

e One Deputy Coordinator

e One Pharmacovigilance Associate

e Causality Assessment Committee (Experts from different clinical fields)

Besides collecting and submitting ICSRs to PvPI, this team of dedicated medicaland pharma
professionals also conducts regular sensitization training programmes, workshops for all
healthcare professionals, consumers, and other stakeholders at an AMC. The team also visits
the peripheral hospitals, community and primary health centres in the adjoining areas to
disseminate information on drug-related problems and reporting of any possible adverse
events to PvPI.

Training Programmes at AMCs
The training programmes at AMCs include:

e Regional & National Workshops

e Advance-level Training (ALT)

e Continuing Medical/Pharmacy Education (CME)

e Sensitization and Awareness drive for stakeholders

During the Index Period, 479 sensitization training programmes were conducted by

AMCs of PvPI, in which 29,619 healthcare professionals and other stakeholders were
trained on PV.

Participants trained by AMCs
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Participants' Professional Background

M Physician @ Pharmacist i Nurses ©Others

*QOthers: Healthcare professionals, patients and public

Month-wise Trainings by AMCs
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18 18 18

Month

Training Programmes at NCC

¢ Induction-cum-Training (ICT) for PvAs and AMC Coordinators
e Skill Development Programme (SDP)
e National and International Workshops on PV

Skill Development Programmes (SDPs) by NCC-PvPI
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Stakeholders trained

e Nearly 60 stakeholders (healthcare professionals and industry representatives)
e Three SDPs were attended by participants from 13 states with varied professional
background

SDP-Participants from State/Union

Total

Uttar Pradesh
Tamil Nadu
Rajasthan
Maharashtra
Madhya Pradesh
West Bengal
Kerala

Karnataka
Himachal Pradesh
Delhi

Chandigarh
Assam

Andhra Pradesh

Territories

M Number of Participants

| 60

T 8
I 13
I 7
0 4

i 3

1
I 11
1

i 3

1

1

i 3
0 4
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SDP-Participants' Professional Background

M Clinicians B Academicians M Industry Professionals
M Junior Residents B Research Officials m Regulators
m Students

2%

3%

3%

PV training for NABH hospitals

During the Index Period, training-cum-workshop was organized by PvPl for NABH-
accredited hospitals. These training sessions provided a platform for the NABH-accredited
hospitals to broadly comprehend the system and procedures involved in ADR-reporting and
also helped sensitize the healthcare professionals to monitoring and reporting AES/ADRSs.

No. of
Participants
1 Santvita Hospital, Albert Ekka
October 11, 2018 Chowk,Ranchi 50
2 June 06, 2018 Santokba Durlabhji Memorial Hospital, 54
Jaipur
3 April 26, 2018 Bangalore Baptist Hospital , Bengluru, 39
Karnataka
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Topics Covered:

e Basics of Pharmacovigilance, mandates and activities of NCC-PvPI
e Monitoring & reporting AES/ADRs (Methodology, Forms & Formats)
e Setting up of a PV system in Hospitals

1st Entrepreneur Development Programme on
Pharmacopoeial and Pharmacovigilance services

The Start-up cell, Indian Pharmacopoeia Commission functions with the aim of encouraging
aspiring entrepreneurs and technologies across the country in the area of Pharmaceutical
sector including standards setting in regulatory, Pharmacovigilance and Phytopharmaceutical
services. IPC will be helping young entrepreneurs by providing trainings and support,
facilitate, guide and encourage young entrepreneurs, researchers and innovators in the field of
drug testing, Pharmacovigilance, development of standards etc. The role of this cell would be
to highlight, amalgamate and disseminate the resources and provide handholding support at a
single portal in the areas of pharmaceutical and health sector.

In line with this, IPC Ghaziabad has organised the 1st Entrepreneur Development Programme
on Pharmacopoeial and Pharmacovigilance services” on November 16, 2019 at IPC,
Ghaziabad to support the Government of India’s flagship initiative on Start-up India-Stand
up India which was launched by Hon’ble Prime Minister of India, Shri. Narendra Modi on
January 16, 2016. IPC start-up cell brings aspiring entrepreneurs an opportunity to be face to
face with Regulators, Pharmacovigilance experts and Laboratory services and
Phytopharmaceuticals Industries. The one day workshop featured expert deliberations, panel
discussions, and interactive learning sessions on entrepreneurial sessions in the area of
Pharmacovigilance, Regulatory services, Laboratory services for pharmacopoeial compliance
and Medical devices. The one day Programme provided technical inputs to bridge the gap for
better compliances between regulators and Industry keeping in mind the interests of young
aspirants to become potential entrepreneurs in the field of pharmaceutical and health sector.
The 1st Entrepreneur Development Programme on Pharmacopoeial and Pharmacovigilance
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Services provided an opportunity to all participants to engage with eminent speakers and the
programme helped the participants in getting technical inputs to establish entrepreneurship in
pharmaceutical sector.

During the entire course of start-up programme, participants were enthusiastic to ask as many
questions which were resolved by the speakers. In the end, few participants came up with
their innovative ideas and shared with experts.
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MvVPI ensures safety of Medical Devices

Materiovigilance Programme of India (MvPIl) was launched on July 6, 2015 at IPC,
Ghaziabad. Two committees — a Steering Committee and a Working Group Committee --
were constituted for the successful operation of the programme. Ten medical colleges and
hospitals across the country, covering various zones, were identified as Medical Devices
Monitoring Centres (MDMCs) by the NCC-MvPI. Sree Chitra Tirunal Institute of Medical
Sciences and Technology (SCTIMST), Thiruvananthapuram acts as the National
Collaboration Centre (NCC) and National Health System Resource Centre (NHSRC) for
technical support.

To ensure effective AE reporting culture among MDMCs, clinicians, biomedical engineers,
hospital technology managers, and other healthcare professionals, the MvPI has been
imparting training and holding symposia to raise public awareness.

Review meetings with CDSCO are regularly held to assess the progress of MvPI.

Total 807 AEs were reported by MDMCs during Index Period 2018-19.

Month-wise Distribution of MDAEs
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Distribution of MDAE according to
Type of Medical Devices

M Orthopaedic Implant ® Cardiac Stent m |IUD W Catheter m IV Cannula ® Others

Trainings/Meetings/Workshops at MvPI during the Index Period 2018-2019

S. Title Venue Date Objectives Participants
No
1 First Core Technical | IPC, 6 April Evaluate technical issues 10
Committee Meeting Ghaziabad 2018 from the reported MDAES
of MvPI database
2 Awareness Program about | IPC, 16 May | To sensitize the audience 55
Medical Device Adverse | Ghaziabad 2018 about MvPI, how to fill
event reporting and  collect MDAE
reports.
3 Review meeting of MvPI | IPC, 22May | To discuss NHSRC 07
with NHSRC officials Ghaziabad 2018 contribution  on  the
reference document for
the standard of medical
device and also review
progress related to MvPI.
4 First National Workshop on | IPC, 19-20 To sensitize 43
Ensuring Quality and Safety | Ghaziabad | July 2018 | manufacturer, importer,
of Medical Devices distributor on medical
devices quality and safety
S0 as to ensure the patient
safety
5 Second Working Group and | IPC, 31 August | Evaluate technical issues 14
Core Technical Committee Ghaziabad 2018 from the reported MDAEs
of MvPI database
6 Review meeting on | IPC, 16 To review 14
Guidance Document- | Ghaziabad October | feedback/comments/sugge
Medical Devices 2018 stion received from public
domain  on  Guidance
document
7 2"Induction-cum-  Training | IPC, 3-4 To educate/ aware 16
Programme on | Ghaziabad | December | Coordinators and
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Materiovigilance for 2018 Research associates in
Coordinators and Research order to strengthen MvPI.
Associates of MDMC under
MvPI
8 First  Monthly  Partners | IPC, 9 January | Discussion and evaluation 13
Meeting of MvPI Ghaziabad 2019 of serious adverse events
received in the preceding
month
9 Training Programme on Role | IPC 30 To accelerate the role of 42
of Biomedical Engineers in | Regional January | biomedical engineers in
assessment  of  Medical | Office, 2019 MvPI by engaging in
Devices Adverse Events Hyderabad accessing _the a_dverse
events associated with use
of medical devices
10 | Launch of tools for Medical | IPC, 8 Launch and promotion of 50
Device  Adverse  Event | Ghaziabad February | MvPI reporting tools.
Reporting 2019
11 | Second Monthly Partners | IPC, 1 March | Discussion and evaluation 10
Meeting of MvPI Ghaziabad 2019 of serious adverse events

received in the preceding
month
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Promotion& Publications

NCC-PVPI plays an important role in the functioning of Indian drug regulatory system as it
provides scientific support and vital stats to the regulatory agency for appropriate intervention
on use of medications following an adverse event. Effective, dynamic and sustainable
communication with patients, healthcare professionals and among all partners
toPharmacovigilance,enablesthe system to function vibrantly and realise the vision of safer
use of medicines. Communicating safety information to patients and healthcare professionals
is a public health responsibility borne by PvPI.

Till date several India-specific drug-safety alerts/signals have been identified and
communicated to the regulatory authority - the Central Drugs Standard Control Organization
(CDSCO).

Modes of Communication

X3

S

Website

Newsletter

Press Release
Tollfree Helpline
Android Mobile App
Radio Programmes
TV Shows

3

%

X3
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3

%
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€
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%
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€

Publications for Stakeholders & Partners

«» Quarterly Newsletter
» Annual Report
Guidance Document
Handouts

Leaflets

Banners

)
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*
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*
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*
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The Newsletter published quarterly by PvPI serves as a platform for raising awareness
among the public at large to make Pharmacovigilance a part of daily healthcare
regimen. To ensure health safety by patient safety, ADR updates and drug alerts are
reported in the Newsletter. It helps all healthcare stakeholders, including

patients/consumers, doctors, clinicians, pharmacists, hospital staff, to guard against the
use of medicines which are likely to cause adverse events. The circulation of the
Newsletter among the stakeholders has registered an appreciable increase and the
feedback by them has been quite encouraging.
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PvPI in News and Media

The sensization programmes and awareness compaings of PvPI at national and regional
levels are regularly appear in Pharma magazines, bulletins and newspapers across the
country. Some of the highlights are given below:

prey

HEALTH

Display information on 7 common antibiotics: Central
Drugs Standard Control Organisation

Know your medicine

The Central Drugs Standard Control
Organisation has asked manufacturers
to inform the general public about
known symptoms/side effects after the
intake of some popular antibiotics

PHARMABIZ « com

B mest campatarels pAIIT 3

IPC to work with UMC to analyse ADR data through new PV system for patient

Shardul Nautiyal, Murnbei, Tussday, June 5, 2018, 08:00 Hrs BIST)

The Indian Pharmacopoeia Commiesion (IPC). which has recently bean designated
as tha WHO collaborative centre for PV in public health, will jointty work with Sweden
based Uppsala Monitoring Centre (UMC) 1o develop a system for gathering.
analysing and collating adverse drug reaction (ADR) data through a naw integrated
system of pharmacovgilanca {PV) for patient safoty.

This is very much relewant as many of the medicines used in pubkc health
programmaes across the globe are new and have safety concerns assocated with
them,

Thig signals a major davelopment irvolving a long tarm partnership since 2010 with
UMC with the conclusion of a meet between IPC officials and UMC team betwaen
May 17 and May 18, 2018 at UMC Swedan office.

Infeemed Dr. V Kalaiselvan, principal scientific officer st the IPC, “The main agenda of
the maet was 10 host Asta-Pacific Training Programme on PV and ADR data
management n the near future. This will also help equip stakehoiders glcbally to fufll
thair mandates of access to health, drug quality and patient safety

Currently. 131 countries across the globe are full members of the WHO Programme
o Imernational Drug Monitoring at UMC.

UMC is WHO's cantre for i drug g and IPC has
besn assignad to update information on ADRs that are being reportad in India from
across all its 250 adve rse drug reaction monitoring centras (AMCs) through Vig#iow
software %0 the UMC in Sweden

Scientdic director of IPC Dr G N Singh led the delegation to UMC Sweden to discuss

Antibiotics Known/possible side effects

Cefotaxime Swelling under the skin due to the
accumulation of fluids

Ofloxacin Rashes/blisters on the skin and mucous
membranes

Cefixime Pain, diarrhoea, nausea and headache

Tranexamic Acid | Nausea, diarrhoea and seizures

Quetiapine Involuntary leakage of urine

Sulfasalazine Decreased appetite, headache & nausea

Sodium Valproate | Drowsiness and unsteadiness

Bindu Shajan Perappadan

WEW DELINL AP 12, 205 2357 15T
UPBATED: APES 12, 2919 7252 15

(CDSCO sends letter to manufacturers

approaches and policy to harmanise and inegrate the Pharmacovigilance
Programme of India (PvPl) with public health programmes in other economies
towards drug quality and patient safety.

Centtral Drugs Standard Contrel Organisation {CDSCO) had initiated PvPl in Juty
2010 with Ghaziabad-based IPC as the Nationa! Co-Ordinating Centre (NCC)

1PC s aiso collabarating with South East Asia Regulatory Network (SEARN) nations
ftowards Integrating thelr public heaith programmes with PV activities for drug safety.

There are seven WHO collaborative centres globally in PV and IPC Ghaziabad is
WHO collaborative cantre for PV In public health and regulatory sernvices from India
as the eighth centre,

PHARMABIZ « com

India's most comprehenshve pharma poal

Health ministry to integrate mobile app for reporting ADR with global regulators to enhance
pharmacovigilance
Shardul Nautiyal, Mumbai, Tuesday, May 22, 2018, 08:00 Hrs [1ST)

Government is planning to integrate its mobile application by the name *ADR PvPI meant for ADR reporting with global regulatory
‘agencies to enhance pharmacovigilance (PV) for drug quality and patient safety.

The mobile app has been developed to have administrative control of data with Indian Pharmacopoeia Commission (IPC) as the
National Co-ordinating Centre (NCC) for PvPI. Through this application, related images of ADR and lab investigation reports can be
attached in a user-friendly manner for clinical assessment and signal detection.

This mobile application il empower all the healthcare professionals and consumers for ADR reporting with features like supports
source document and image attachment, heakthcare professionals as well as consumer reporting, XML generation and auto filing of
report details to save tme,

‘The mobile application which has been developed keeping in mind the patients, consumers and healthcare professionals is now
‘available oniine for stakeholders,

PV is & science that relates to detection, assessment, understanding and prevention of adverse affects or any other drug related
problem, To track adverse drug reactions in Indian population, union health ministry launched Pharmacovigitance Programme of India
(PvPI) in July 2010.

IPC1s an autonomous institution of the ministry of health and family welfare created to set standards of drugs in the country. It s basic
function is to update regularly the standards of drugs commonly required for treatment of diseases prevaiing in this region. It
publishes offcial documents for improving quality of medicines by way of adding new and updating existing monographs in the form
of Indian Pharmacopoeia (IP). It further promotes rational use of generic medicines by publishing National Formulary of India.

Following recent amendments in Drugs and Cosmetics Rules, 1945 and order from the Union health ministry to all states and Union
Terrtores, the avenues in PV has widened and has become a prioriy area.

The professionals who have been trained on PV currently working in various healthcare institutions across the country have been
motivated to take the onus of disseminating the knowledge and practices of PV for effective ADR monitoring

‘Display information on
7 common antibiotics’

CDSCO sends letter to manufacturers

RENDU SHAJAN PERAPPADAN
AL T
Alerted by the Union Health
Ministry’s pharmaceutical
waxhdog, the Natonal Co-
cedinasion Cent
Fharmacovigiance Pro
gramane of Indis (PyP1), on
adverse reactioas that were
being reported from some
commoedy-used antidiotics,
the Central Drugs Sandard
Contred Organisation
(CDSCO) has now asked ma
nufacturess 10 easure that
this informatioo be made
wailable 10 the general
pehihc

CDSCO has wrillem 10
drug  manufactarers, o
mention in leatlers mseried
into dreg packess or on peo
motional Merature, nfor
mathon about the adverse
reactions of these meds
cimes, All of the seven for
mukstaons — amtibsotics Ce-
focaxime, Dfoxacm and
Cetixime; Tranexamic Ackd,
used 10 control Bleeding
antigsychook drug
pine; antkrheum
Sulfusakazior and the anid
epilepric medicine Sodium
Valproate — bave been in-
structed o warn patients of
the “new” side efects, The
lecter was sent oul by
COSC0 un April S

Speaking aboet the desi
sion, Eswars Heddy, the
Dvug Controller General of
India and head of the
CDSCO said “We were alert-
ed to this sdverss resction
and, afver talks
Mimistry and the
P71, the decsdon was 1aken
to write to all State awthors
ties 1o ssh monufactures 10
nclude shis miomakon on
the packaging itself. The
idea is o ensure tha doc-
tors and users are awase of
the adverse meactons”

Additional reaction
“All 2z0mal and sub-zonel of-
ors have Deen instructed
to direct the manudacnarers
of these formulatons o
menciin the addinosal reac
thom m the package insert or
prossotonsd  Werature of
the drug.” notes the koer
sent  the Stare Brug
Controtlers
The Umson Health Mas
try was alersed shout the ad-
verse reactons st yeur
\agus
bl Cefixime s
used to treat & wide vuricty
of bacterial infecions and is
known 2o haw sdverse reac-
tomy, including pain, diar
rhoes, nauses and
headaches
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Scientific Publications

NCC Publications 08
AMC Publications 29
Total 37

NCC Publications

1. Kalaiselvan V, Sushma S, Abhishank S, Suresh KG. Pharmacovigilance in India:
Present scenario and future challenges. Drug Saf.2019 Mar;42(3):339-346.

2. Vipin K, Kalaiselvan V, Pramod Kumar A, Archana S, Prasad T, Shabir Sidhu,
Bikash Medhi. Cefixime —associated acute generalized exanthematous pustulosis:
Rare cases in India. Indian J Pharmacol, 2018; 50:204-207

3. Madhur G, Preeti K, Kalaiselvan V, Manisha S, Gyanendra Nath Singh, Nilima K,
Shanthi P. Safety of Medicines: Pharmacovigilance Programme of India. WHO Drug
Information 2018; 1:10-17.

4. Pramod K, Ismeet K, Kalaiselvan V. Adverse drug reactions associated with blood
and its transfusion: A brief report. EC Pharmacol&Toxicol 2018;6.8:651-654.

5. Anamika S, Kavita G, Chhabra SK, Harikesh D, Kalaiselvan V, Arunabha R.
Aggravation of seizure after combined nebulisation with Albuterol and Ipratropium
Bromide. J Pharmacol & Clin Res 2018; 6(2): 001-003.

6. Hardik P, Samidh S, Mira D, Kalaiselvan V, Gyanendra Nath S. Retrospective
qualitative and quantitative analysis of adverse events following vaccination. J Y
Pharm 2018; 10 (3): 326-329.

7. Sakar S, Chadda RK, Thota A, Dhagudu NK, Prasad T. Advers drug reactions at an
addiction psychiatry centre: A cross sectional analysis. J Pharmacol Pharmacother
2018;9:104-8.

8. Thota P, Thota A, Medi B, Sidhu S, Kumar P, Selvan VK, et al. Drug safety alerts of

pharmacovigilance programme of India: A scope for targeted spontaneous reporting
in India. Perspect Clin Res 2018; 9:51-5.

65 Performance Report 2018-19
Pharmacovigilance Programme of India (PvPI)



10.

11.

12.

AMC Publications

Shrinivas R R, Shivaraj B P, Venkata Rao Y and Raghuveer B.An assessment of
adverse reactions to antiretroviral therapy in a South. National J Physio, Pharm
Pharmacol.2018(8)10:1405-1408.

Gufran A, Kamran A, Mohammad N and Bushra H K.Anaphylactic shock caused by
combination of Artemether-Lumefantrine: case report. Inter J of Curr Med Phar Res.
2018(4)12A:3950-3951.

Radhika P, Vishal B, Ashish A, Bhargav P, Firdaus D, Nutanbla G. Tramadol
Induced Hiccups: A report of two cases.Drug saf-case Rep 2018;5:3

Nithu M K, Akhila S, Lakshmi R.Trastuzumab-induced respirtatory distress: A case
report.Asian J of Pharma Clin Res 2018;11(10): 1-2.

Jitendra H V, Vivek N, Manish B, Hita M, Bhavesh C. Antituberculosis drug-induced
fixed drug eruption: A case report.Drug Saf Case Rep 2018;5(23):540800.
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Highlights of PvPI publications in WHO Pharmaceutical Newsletter

’bq
E WHO Pharmaceuticals
i

world ettt NEWSLETTER

Organization

Amlodipine: Risk of Alopecia and Gingival Hypertrophy
Artemether-Lumefantrine: Risk of Stevens Johnson Syndrome (SJS)
Carbamazepine: Risk of Drug rash with Esionophelia and Systemic Symptoms
(DRESS)

Carvedilol: Risk of Hyperkalamia

Cefixime: Risk of mouth ulceration

Diclofenac: Risk of Nicolau Syndrome

Meropenam: Risk of Hypokalamia

Reference: https://apps.who.int/iris/bitstream/handle/10665/272966/\WWPN-2018-03-
eng.pdf?ua=1

5 Asia Pacific Pharmacovigilance Training Course

{BuBding Capachy I PRamacovigRancs)

Training Courss hosted by

Indian Pharmacoposla Commissien
In eollsberatlien with Uppaala Menitoring Cantre, Sweden
4% _ 15® March 2019

..h .
IS About the Course
Indian Fharmarppodia Commiccion i hosting tha 5% Acia Fadfic Fharmacovigilance Traming
Course a: Indian Fharmacopogia Comumiczipn [IFC|. Ghazmabad (Delhi - Hatonal Capital Fegion)].
India from 4% -15% March 2019 in collaboration with Uppsala Mondtoring Centre. Swedan.

Faor the first tma thic highly informative training courss is conducted at IPC, Ghaziabad, India, a
WHO Collaborating Cante for Fhanmacovigilance in pablic health programmes and megulatory
CRIVICES.

This coursa afers & compmhencve pharmacovigilancs programme to about 30 Fhanmacoovigilancg
profussionals each year. The previcus tTaining courses tock place at the J55 Univerdty, Mysum n
February 2015, Jamuary 2016, January 2017 & January 2018

Reference: https://apps.who.int/iris/bitstream/handle/10665/274266/\WPN-2018-04-
eng.pdf?ua=1
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Senior Scientific Officer

5. | Dr.R. S.Ray

Scientific Assistant

6. | Dr. Shatrunjay Shukla
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Contractual Staff

7. | Mr.Vipin Kumar

Senior Pharmacovigilance Associate

8. | Mr. Pankaj Bhatt

Senior Pharmacovigilance Associate
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12. | Mr. Akhilesh Kumar Pharmacovigilance Associate
13. | Mr.Bharat Kumar Pharmacovigilance Associate
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15. | Mr. Tarani Prakash Shrivastava Pharmacovigilance Associate
16. | Ms. Shivangi Tripathi Pharmacovigilance Associate
17. | Ms. Swathi Thapliyal Pharmacovigilance Associate
18. | Dr Vobbineni Lokesh Reddy Pharmacovigilance Associate
19. | Dr Sandeep. K. Pharmacovigilance Associate
20. | Mr Jayachandran C. V. Pharmacovigilance Associate
21. | Ms Gunjita Belwal Pharmacovigilance Associate
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22. | Ms Kanchan Verma Pharmacovigilance Associate
23. | Ms Kajal Kaushik Pharmacovigilance Associate
24. | Dr. Puchcha Sudha Pharmacovigilance Associate
25. | Ms Shilpa Pharmacovigilance Associate
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31. | Abhimanyu Research Associate

32. | Mr. Deepak Malik IT Associate
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35. | Ms.Madhu Smita HR Associate

36. | Mr.Girish Pal Singh Multi Tasking Staff

37. | Mr. Vishal Multi Tasking Staff
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Current List of AMCs under PvPI

Coordinator & . Contact
State S.No | AMC Name & Address Designation Email Number
Andhra Medical College,
King George Hospital prabhakar22
(KGH), Jagadamba Avrea, 02@gmail.co
1 | KGH Down Road, Dr. J. Sudha m | 09849903051
Maharanipeta, pvpi.kghviza
Visakhapatnam-530002 g@gmail.co
Status of AMC: ART m
Centre
Guntur Medical College,
Kanna Vari Thota,Guntur- Dr. A. Meena meenaphani
2 522004 Ku.ma\.ri @gmail.com 09849133268
Status of AMC: RNTCP '
Centre
Peoples Education Society
Institute of Medical pharmacolog
3 Sciences and Research, Dr. A. Leena y.pes@gmail | 09108880250
Kuppam, Chittoor - .com
517425
S. V. Medical College,
4 | Alipiri Road , Tirupati, Bgv IV asundhara Zﬁi‘édfgr}q@y 09849632862
Chittoor -517507 '
Qpa%r;g?] Kurnool Medical College, | Dr.Y. drvijayabhas
5 Budhawarpet, Kurnool- Vijayabhaskar karareddy@g | 09989502205
518002 Reddy mail.com
Sri Venkateswara Institute
of Medical Sciences, Sri Dr. svimspharma
6 Padmavathi Medical Umamaheswara covigilance 09849832292
College for Women, Rao @gmail.com
Tirupati-517507
Rangaraya Medical Dr. K.V. Siva sivakpt@gm
! College, Kakinada-533001 | Prasad ail.com 09440345642
Konaseema Institute of
Medical Sciences and
Research Foundation & Dr Anand anand_kims
8 KIMS General Hospitals, Acharya @yahoo.co.i 09963598050
Chaitanya Health City, n
Amalapuram, East
Godavari-533201
Shantiram Medical
Sudhambbs?2
College & General Dr Sree Sudha, .
9 Hospital, N. H-18, Dr. Yakaiah 010@2971mall.c 09502226457

Nandyal, Kurnool- 518502
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Tomo Riba State Hospital,

Dr Devender

drdevenders

10 Naharlagun -791110 ﬁli%rbdeN\gb?ri ac‘rlmdev@hot 08319257135
Arunachal — mi.com
Pradesh Health Training & o
1 R(_esearch _Centre, NI_-|-52 Dr. T Tali drjgibi@yah 09436043020
High Region,East Siang 00.com
Pasighat-791102
Govt. Medical College,
Narakachal Hill Top, Dr. Manaala dr_mlahkar
12 Guwahati-781032 Lahkar 9 @rediffmail. 09864073346
Status of AMC: RNTCP com
Centre
Silchar Medical College &
Hospital, Ghungoor, L L
13 | Silchar-788014 prenekt ALPINaKI@Y | 09957198505
Status of AMC: RNTCP y '
Jorhat Medical College &
14 Hospital, Kushal Konwar | Dr. Swapnanil phrzgﬂa@co:ggi 09613860565
Path, Barbheta, Jorhat- Gohain IYJC om g
785001 '
Assam Medical College Dr.Nilotpal .
15 and Hospital, Barbari, Bolwa dr::illoégi@ 882:19,26138(1)2‘213
Dibrugarh-786002 Dr. Pallavi (Dy. | 9M&!"
Coord.)
dikshithariha
Indira Gandhi Institute of rpatha@yaho
Medical Sciences, Bailey | Prof. (Dr.) 0.co.in,
16 Road, Sheikhpura, Patna- Harihar Dikshit amcigims201 09334106351
800014 5@gmail.co
m
All India Institute of droremoaunt
17 | Medical Sciences, orof. PP, Gunta a@p e bt | 07763800139,
Phulwari Sharif, Patna- B S gmat 09415210579
801505
Katihar Medical College
. ’ drcb_choudh
Bihar Post Box No. 23, Dr.C.B —
18 Karimbagh, Katihar- Choudhary 2%2@ yahoo.c | 09431025891
854105 '
M. G Memorial Medical
College, Purabbali, Dr. Rabindra mgmkne@g
19 Dinajpur Road, Nath Chatterjee mail.com 09433143121
Kishanganj-855107
Narayan Medical College
& Hospital, Jamuhar, Dr. Rahul Mohan | braj_rahul@
20 Sasaram-821305 yahoo.co.in 09431470647
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Sri Krishna Medical

. dr.satyendra.
College & Hospital, Asso.Prof. (Dr.)
21 Umanagar, Muzaffarpur- S. K Pathak, gﬁtzglé]?@gm 09835626756
842004 '
Pt. JNM Medical College,
Jail Road, Raipur- 492001 | Dr. Rajesh rhishikar@g
22 Status of AMC: RNTCP | Hishikar mail.com 09424205700
Centre
All India Insttute of | - Suryaprakash | dean@afimsr
Chhattisga 23 Medical Sciences, Dr Nitin’ niE[)in .aikv.vat,j 09826045357,
rh Tatibandh, GE Road, N garkwad | 8518881725
Raipur-492099 R.Gaikwad 2707@gmail.
P (Dy. Coord) com
C. M. Medical College
and Hospital, Vill & P.O: Dr. Sunita sunitach78@
24 Kachandur, Durg, Chandraker gmail.com 07583836501
Chhattisgarh-490024
Goa Medical College & rataboli_pad
Hospital, NH 17, Dr. Padmanabh v
Goa 25 Bambolim, Tiswadi- V. Rataboli ﬁ]f?::ﬁhc(gobr;ed 09822386263
403202 '
SMT NHL Municipal supriyadmalh
Medical College, Ellise Dr. Supriya D. )
26 Bridge, Ahmedabad- Malhotra g';rr]a@gman.c 09727760262
380006
BJ Medical College, New
Civil Hospital, Asarwa,
27 | Ahmedabad-380016 Dr. Chetna Desai rcnhe?lt”a?r?@g 09904011644
Status of AMC: ART ai.co
&RNTCP Centre
Government Medical drvharaavour
College, Near State Road | Dr. Bhargav drvhargavpur
28 Transport Corporation Bus | Purohit ;)h?'t@gw 09725024978
Stand, Bhavnagar-364002 -
Gujarat Surat Municipal Institute
of Medical Education & sachendra5@
Research, Ring Ro:_ald, Dr. Sachendra K. rediffmail.co 09898464713,
29 Near Sahara Darwaja, . m,
. Srivastava . 09979596006
Opposite Bombay Market, zeel_manvi
Umarwara, Bharat Nagar, @ymail.com
Surat-395010
M.P. Shah Medical .
30 | College, Pt. Nehru Road, ?:i'v':('jrie” R gghéglrﬁ@yah 09825210878
Jamnagar- 361008 '
PDU Medical College,
Civil Hospital Campus, oo docanil71@y
31 Jam Nagar Road, Rajkot- Dr. Anil Singh ahoo.co.in 09426974679

360001
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Status of AMC: ART
Centre

Gujarat Medical Education drbhabhor@
& Research Society Dr. Prakash gmail.com,
32 Medical College, Gotri, Bhabhor deanmcgv@ 09925014449
Vadodara-390021 gmail.com
alpapg@char
(P;ré)rf.(Dr.) Alpa utarhealth.or
Pramukhswami Medical ’ g,
33 College & Shree Krishna
Hospital, Gokal Nagar, Ass0.Prof.(Dr.)
Karamsad, Anand- 388325 LT nazimaym@ | 09924115170,
Nazima Mirza
(Dpy.Coord) charutarhealt
' h.org 09898041036
Government Medical natrivedi@ya
College, Baroda, Dr. Niyati A. hoo.com,
34 Anandpura, Vadodara- Trivedi deanmcbrd@ 09998961097
390001 gmail.com
Smt. Bhikhiben anjibhai Dr B. M. dr.bhagya.ms
Shah (SBKS) Medical Sattiairi @gmail.com
35 Institute & Research Dr Jg a’nt —vant .athal" 09426234943,
Centre, At. & P.0. Piparia, Pat'hari’(ar (De Jk y p P ) 07046519567
Tal. Waghodia,Vadodara- Coordinator) Py aremail.c
391760 om
GMERS Medical College, mukeshkruti
Sola, Near Gujarat High Dr. Mukesh .
36 Court, S.G Highway, Kumar B. Vora nm@gmall.co 09228117957
Ahmedabad-380060
Spandan Multispecialty
X X Dr. Ankur
37 Hos_pltal, B_eS|des ward no. Bhavsar, dradbhavsar 09825227437
4, Sindhwai Mata Road, (ICU Incharge) @yahoo.com
Vadodara-390011 g
Medanta-The Medicity . . .
38 | Sector-38, Gurgaon- Dr Nipun H. Nipun.patil@ | ga5399765
Patil medanta.org
122001
clinicalphar
macologist@
artemishealth
Artemis Hospital, Sector- | Mr. Ankur sciences.com
Haryana 39 51, Gurgaon Panchal , 09990380826
ankurpanchal
22@gmail.co
m
Pandit Bhagwat Dayal dr_mcgupta
Sha_rma Post Grgduate Dr. M.C. Gupta, @yahoo.co.i 09896015035,
40 | Institute of Medical Dr. Savita Verma | 098122 83746
Sciences, Rohtak-124001 ' dr.mcgupta5
Status of AMC: RNTCP 7@gmail.co
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Centre m,
savita_verma
@hotmail.co
m
BPS GMC for women, Seemal7mar
41 Khanpur Kalan, Sonepat- | Dr. Seema Rani ch@gmail.co | 09466359666
131305 m
Maharishi Markandeshwar
Institute of Medical . . hod.pharmac
42 - Dr. Rani Walia ology@mmu | 09815551386
Sciences and Research, mullana.or
Mullana, Ambala-133207 o1
Faculty of Medicine &
Allied Health Sciences,
Shree Guru Gobind Singh salwanpoona
X X . Dr. Poonam
43 | Tricentary University, m@yahoo.co | 09910925873
Salwan .
Farukh Nagar Road, Jin
Budhera, Distt. Gurgaon-
122505
Shaheed Hasan Khan
Mewati Govt. Medical Asso.Prof.(Dr.) nk_gggggg@r
44 ediffmail.co 09868257149
College , Nalhar, Nuh- Naveen kumar m
122107
World College of Medical | Asso.Prof.(Dr.) drdeveshgupt
45 | Sciences and Research, Dr. Devesh a@gmail.co 9899000743
Gurawar, Jhajjar-124103 Gupta, m
ESIC Medical College, .
46 | NIT,NH3, Faridabad- | poso:PoL(Dr) [ monicag@re - ggy) 45065
121001 P '
Kalpana Chawla Gowt. .
47 | Medical College, Karnal- | AASS0-Prof.(Dr.) | tirthdeb@gm | g 50959955
Tirthankar Deb ail.com
132001
Paras Hospital, C-1
' ' Mr. Tarun tarun.kumar
ag | SushantLok-1, Sec-43, Kumar (Clinical | @parashospit | 9717354726
Phase-1, Gurugram- Pharmacist) als.com
122002 '
Dr. Rajendra Prasad Govt.
Medical College, Kangra, Dr. Dinesh dinesh.kansal
49 | Tanda-176001 Ka.nsal 56@gmail.co | 9418454624
) Status of AMC: RNTCP m
HlmaChaI Centre
Pradesh . . .
e e st
50 ge, . Dr. D D Gupta ediffmail.co 9518455510
Lakkar Bazar, Shimla- m

171001
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Mabharishi Markandeshwar

Prof.(Dr.)

Medical College navpreetk @y
51 &Hospital, Kumarhatti, l\(lli\égzje)et Kaur ahoo.com 8350800299
Solan-173229
Dr. Yashwant Singh
Parmar Government Prof.(Dr.) A. K. drashoksahai
52 Medical College, Nahan, Sahai @gmail.com 09418468582
Sirmaur -173001
Govt. Medical College .
’ . dr_vishaltand
Maheshpura Chownk, Dr. Vishal -
53 Bakshi Nagar, Jammu- Tandon 8nm@yahoo.c 09419195126
180001
Sher-i-Kashmir Institute of Dr. Shakeel
J&K 54 | Medical Sciences, Soura, | \- = Sy drshakeelah
Srinagar-190011 madmir@gm
ail.com 09419055375
Govt. Medical College, zubairashai @
55 Karan Nagar, Srinagar- Dr. Zubair Ashai ahoo.co.uk 09419467514
190010 yanoo.co.
amcrims@g
Rajendra Institute of mail.com,
56 Medical Sciences (RIMS), | Dr. Manju Gari manjugari@r | 09431558388
Bariatu, Ranchi-834009 ediffmail.co
Jharkhand m
E:%tllllgugzlili\/lﬂg)mslc CL Asso.Prof.(Dr.) drasishbiswa
57 gel P Asish Kumar s@hotmail.c 09934587426
Township, Dhanbad- Biswas om
826005
Bangalore Medical
College and Research Dr.C.R. bmccrj@gma
58 Institute, Fort, K.R. Road, | Jayanthi il.com 09448292424
Bengaluru-560002
Belgaum Institute of pankajrmasar
Medical Sciences, Dr. Dr. Pankaj .
59 B.R. Ambedkar Road, Kumar Masare fn@gmall.co 09035330070
Belgaum-590001
Karnataka Bidar Institute of Medical director@bri
60 | Sciences, Bidar, Udgir Rd, | Dr. Chananna C. | %% o =0 09448353014
Bidar- 585401 '
JSS Medical College
Hospital, Sri
61 Shivarathreeshwara Nagar, Dr. M Ramesh mra_mesh_@|s 09901218549
Mysore-570015 suni.edu.in

Status of AMC: ART
Centre
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Karnataka Institute of
Medical Sciences, P. B .

62 Road, Vidyanagar, Hubli- DDrr Dsagatrl AN adrkmc@gm | 09902354622,
580021 Salimath ail.com 09591073366
Status of AMC: ART
&RNTCP Centre
Kasturba Medical College, Dr. Shalini shalini.adiga 09448521328,

63 Madhava Nagar, Manipal- Ad'i 3 @manipal.ed 0820 -
576104 g u 2922543
Mandya Institute of

) ' . bushan123@

64 MEd'FaI Sciences , District Dr. Nagabushan rediffmail.co | 09448063431
Hospital Campus, m
Mandya-571401
SDS Tuberculosis
Research Centre& Rajiv Dr. C. Nagaraia shashidharbu
Gandhi Institute of Chest Difecior garaja, ggi@gmail.c

65 Disease, om, 09448042579

SDSTRC & . .
Someshwaranagar, 1st RGICD director.rgicd
Main Road, Bengaluru- @gmail.com
560029
St. John’s Medical .. _

66 | College, Sarjapur Road, | O- ?adm'”' frﬁg:fzg%@ho 09844353460
Bengaluru-560034 '

Vydehi Institute of
Medical Sciences and drpratibhana
Research Centre, 82, Dr. Pratibha .

67 Nallurahalli, Near BMTC | Nadig gh?n@yahoo.c 09901961964
18th Depot, Whitefield, '
Bengaluru-560066
Indira Gandhi Institute of
Child Health, South basavgv@gm

68 Hospital Complex, Near Dr. Basav Raj ail cor%] g 09448153754
NIMHANS, Hombegowda '

Nagar, Bengaluru-560001
M.S. Ramaiah Medical Dr. Anuradha H gﬂ:ﬂ:gg\é i

69 College, MSR Nagar, V (Coord) n A 09448847946
Gokula, Bengaluru- Dr. Mukunda N rr;ukundan@ 09986351200
560054 (Dpy Incharge) .

msrmc.ac.in
SDM College of Medical

70 | Sciences & Hospital, Dr. Radhika M s | Drradhika’8 | 4qe 4645405
Manjushree Nagar, @gmail.com
Sattur, Dharwad-580009

suchisham@
ESIC-MC & PGIMSR , Dr. Suchitra hotmail.com,

71 3rd Block, Rajajinagar, A.D, Dr. niveditha_19 | 09632229122
Bangalore-560010 Niveditha 63@yahoo.c

0.in
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Sapthagiri Institute of Inadmadonin
Medical Sciences and Dr.Padma L P gop
Research (Coord) ath@gmail.c
72 Centre,No.15,Chikkasandr | Dr. Raghunandan (s)irrr:{s harmac 09448248882
a, Hesaraghatta Main R (Dpy Coord) @ rr?ail com
Road, Bangalore-560090 g '
AJ. Institute of Medical
73| Sciences, Kuntikana, NH- | 2r 51 docsherath® | n9gass4880
66, Mangalore-575004 ' gmait.
S.S Institute of Medical
Sciences & Research Dr. Umakant N drunpatil@g
“ Centre, NH-4, Bypass Patil mail.com 09886767811
Road, Davangere-577005
Sri Devaraj Urs Medical drbhuvana k
75 College, Tamaka, Kolar- Dr. Bhuvana K @yahoo com 09448130159
563101 yanoo.
Bowring & lady Curzon
hospital, Lady Curzon bowringcoe
Road, Tasker Town, @gmail.com,
76 | Shivaji Nagar, Bengaluru- | Ms. Shruthi shruthi.malle | 09535544884
560001 sh@gmail.co
Status of AMC: m
COEART Centre
Shri B.M. Patil Medical
77 | College, BLDE Dr. Anant Khot | 2nantkhot04 50001906519
University, Vijayapur- @gmail.com
586103
Shivamogga Institute of drnagarajpras
78 Medical $C|ences, Sagar Dr. S. Nagaraja ad@gmail.co | 08277583078
Road, Shivamogga- Prasad m
577201
mrmcglb@g
M.R. Medical College, Dr. Santosh mail.com,
” Kalaburagi-585105 Kumar Jeevangi djeevangi@g 09945910158
mail.com
Mysore Medical College drbasavanna
and Research Institute, Prof.(Dr.) -
80 Irwin road, Mysore- Basavanna P. L E)T:@gmall.co 09448390965
570001
BGS Global Institute of
Medical Sciences
(BGSGIMS), 67, BGS
81 | Health & Education City, E;rr'o']fag’ﬂ‘g'[;) K?:}g?llf;?g 09880655158
Uttarahalli Road Kengeri, ' '
Bangalore
South,Bengaluru-560060
Kasturba Medical College, ashok.shenoy
82 | Light house Hill road, pron(Dr) Ashok | @manipaled | 09880530703
Mangaluru-575001 y u
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M. V. J. Medical College
and Research Hospital, Dr TV drtvww6@gma
g3 | 30th km Milestone, Venkatadri 1l.com 09845092271
National Highway 4, (Prof. & HOD) pharmacolog
Hoskote, Bangalore- ' y@mvjmc.ed
562114 u.in
Akash Institute of Medical
Sciences & Research
Centre, Prasannahalli Dr. Shubha shubhapreks
84 Road, Devanahalli, Near Praveen ha@gmail.co | 09448074489
Kempegowda (Prof. & HOD) m
International Airport,
Bengaluru-562110
Narayna Hrudalaya .
Hosp)i/tal, 1st floo)r/, B Dr. Alben al_ben.5|gama
Block, Narayana Health sigamani m.c_:ir@nhhos
85 ] . pitals.org, 08884431444
City, Bommasandra (Head Clinical albens@live
Industrial Area, Research) com '
Bengaluru -560099
National Institute of .
Mental Health & Neuro Smt. M.G .S'!‘dh”
: (Materiovigilanc . .
go | Sciences (NIMHANS), e - Biomedical | SM9UMIC@NT | 09480829700
Hosur Road, Lakkasandra, Engineering mhans.ac.in
Wilson Garden, Hosur Dept)
Road, Bengaluru- 560029 P
Govt. Medical College, Dr. Seema. P. seemaphgrm
87 | p.0- Kozhikode-673008 | Mohamedali ac@gmail.co | 09497082050
prabithasreeji
Govt. Medical College, m@gman.co
88 | Gandhinagar, Kottayam- Dr. Prabitha P. d, h 09447605340
686008 adrpharmac.
mck@gmail.
com
Pushpagiri Institute of
Medical Sciences and
Kerala 89 Research Qentre_, D_r. S_antosh pg;r_n_@pushpa 09447596426
Pushpagiri Medical Pillai giri.in
College Hospital,
Tiruvalla-689101
Amala Institute of Medical -
90 | Sciences, Amala Nagar, grr{agffpu Jacob Vlrg:;illa gﬂ}a@ 08157020222
Thrissur-680555 gmatl.
drkalakesava
Govt. T.D. medical Dr. Kala ?n@yahoo.co.
91 | college, Vandanam, ' 09847034504
Alappuzha-688005 Kesavan Ldmcalap_puz
a@gmail.co
m
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Government Medical manjusunjith
College, Medical College | Dr Manju K @gmail.com,
, Thiruvananthapuram- Nair., gmctpharmac
92 695011 Dr. Annapoorna ology@gmail 09447345520
Status of AMC: RNTCP | (Dpy. Coord) .com,
Centre annatvml1l@
yahoo.com
Amrita Institute of Dr. Thresiamma drthresiamm
93 Medical Sciences, Kochi- ' a@aims.amri 09349503287
Thomas K.
68204 ta.edu
Government Medical . docsunil2005
94 College, Palakkad-678013 Dr. N. Sunil @yahoo.com 09645666189
Sree Gokulam Medical samepharma
College & Research C%Dgr?]ail co
g5 | Foundation SG.M.C.& | 1y b gpopna |, 09895885395
R.F.) Venjaramoodu, sobhaent@
Thiruvananthapuram - mail.com g
695607 '
Aster Medcity, . priya.karuna
96 Cheranelloor, Kochi- B(Z:t[:zakl)éé karan@dmhe ggﬁigggggé
682027 althcare.com
basalingappa.
D M_Wayar_lad Institute of s@gmail.co 09489391426
Medical Sciences, Naseera | Dr. S. m
97 : i . 04936-287000
Nagar, Meppadi,Wayanad- | Basalingappa dr.sbasalinga Ext -7235
673577 ppa@dmwim '
s.com
Sree Narayana Institute of ﬁ;\s/ghPr;f.(Dr.). dr.lavanya.n
Medical Sciences, y @gmail.com
98 | Chalakka, P.O. North parvathyradh
Kuthiyathodu, Ernakulam- Asso.Phrof.(Dr.) akrishnan86
683594 Parvathy. S @gmail.com 08281597844,
(Dpy.Coord) ' 09946144148
Believers Church Medical
$ﬁ2§1%Z ﬁaHggfpltal, > Asso.Prof.(Dr.) jacobjesurun
99 ' R. S. Jacob 09894119472
Kuttapuzha, Jesurun @bcmch.org
Pathanamthitta
District, Thiruvalla-689103
Dr. LylaK. N
Travancore Medical (Prof. & HOD) Ier_1II<urup@g
College and Hospital Maut.com,
100 ! . travancoreme | 09846371216
Mylapore, Thattamala Dr. Jihana dicalcollege
P.0, Kollam-691020 Shajahan @omail o
(Dyp.Coord) g '
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Dr. Jerin Jose

Rajagiri Hospital, Cherian jerin.cherian
101 | Chunangamvely, Aluva- (Consultant @rajagirihos | 09895333890
683112 Clinical pital.com
Pharmacologist)
Gandhi Medical College, Dr. Arun arunsrivastav
102 | Sultania Road, Bhopal- S . 8@gmail.co 9424983641
rivastav
462001 m
RD Gardi Medical
College, Agar Road, pvpiamcrdg
103 | Surasa, Ujjain -456006 . mcujn@gmai -
Status of AMC: RNTCp | D Ruchi Baghel 1) .,
Centre
Sri Aurobindo Institute of chh_ayagl@g
Medical sciences ,Ujjain Dr. Chhaya mall.c_om,
104 - ' Goyal drpoojasredd | 09827221640
Highway, Sanwer Dr. Pooja Redd @gmail.co
Road, Indore-453555 - 100l y | y&@gmail
Madhya m
Pradesh
NSCB Medical College, | Dr. K.K. ’;]S;’I?Tgﬁ@g
105 | Medical College Colony, Daryani, Dr. : ! 09827255744
: sachinkuchya
Jabalpur- 482003 Sachin Kuchya
@yahoo.com
rati.pharm@
All India Instiute of | D Retinder | aiimsbhopel.
106 | Medical Sciences, Saket I, lakrish h : ’h 07773002096
Nagar, Bhopal- 462024 Dr. Balakrishnan eap!.p arm
' S @aiimsbhop
al.edu.in
Gajra Raja Medical saroj.kothari
107 | College, Veer Savarkar Dr. Saroj Kothari | @rediffmail. 09827322002
Marg, Gwalior-474009 com
BJ Medical College &
Sassoon General Hospital,
Jai Prakash Narayan Road, .
108 | Near Pune Railway ot mfjﬁ:ar gé‘ogﬁgggx 09922925590
Station, Pune- 411001 L e Rao yanoo.
Maharasht Status of AMC: ART
ra Centre
smitaavanti
Government Medical @yahoo.co.i
109 | College & Hospital, Ajni Bzra.kﬁlz nesh N. n, 09850539353
Rd, Nagpur-440003 gndakhle@re
diffmail.com
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Grant Medical College &
Sir JJ Group of Hospital,
JJ Marg, Off Jijabhoy me.vigi@
110 | Road, Byculla Mumbai- Dr. R.S. Gambre ggme.vigi@g 07208010660
mail.com
400008
Status of AMC: ART
Centre
drvandanaba
Indira Gandhi Government dar@yahoo.c
111 | Medical College, C.A. R\r/'ir\];as?]dgggar 0.in, 09960031486
Road, Nagpur-440018 aml_badar@
yahoo.com
Lokmanya Tilak
Municipal Medical .
. dr.sudhirpaw
College & General Dr. Sudhir R. .
112 Hospital, Dr. Babasaheb Pawar ?r:@gmall.co 09869111630
Ambedkar Road, Sion-
400022
Mahatma Gandhi Institute sushil@magi
of Medical Sciences, Dr. Sushil ms.ac.in,
113 Nagpur Sevagram, Kumar Varma varmasushil9 09921418999
Nagpur- 442012 @gmail.com
Dr. D. Y. Patil Medical
114 College, _Sant_Tukaram Dr. AV Tilak abhijeet.tilak 09226145484
Nagar, Pimpri, Pune — @yahoo.com
411018
Adlty_a Birla Memorial Dr. Yuvraj yuvraj Jogda_n
115 | Hospital Marg, Dhvanoba di23@gmail. | 09767130114
Chinchwad, Pune-411033 y com
Seth GS Medical College
& KEM Hospital, Acharya kempvpi@g
Donde Marg, Parel- Dr. Urmila mail.com ,
116 400012 Thatte urmilathatte 09820198462
Status of AMC: RNTCP @gmail.com
Centre
Swami Ramanand Teerth
Rural Govt Medical Dr. Anand S. Kanand788
17 College, Ambajogai, Dist. | Kale @gmail.com 09890252896
Beed- 431517
TN Medical College & renuka.muns
Byl Nair Hospital, Dr. AL | Dr. Renuka . L
118 Nair Road, Mumbai Kulkarni Munshi rr:@gmall.co 09820377409
Central, Mumbai- 400008
Armed Forces Medical pharmacovig
College, Opposite Race afmc@gmail.
119 | Course, Solapur Road, II\_/:o(r:]ZInPrafull com 09968966939
Pune Cantonment, Pune- prafullcato@
411040 yahoo.co.in
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Government Medical Dr. Shraddha Shraddha.por
120 | College, Sangli district, Millind Pore e7@gmail.co 09371126946
Miraj-416410 m
Govt. Medical College, ieclaturl@g 02382-
121 Latur, opposite Rajasthan | Dr. Jaju J.B. , mail.com, 247676
High School, Near Dr. Raj Solunke pharmacolog 08421577i55
minimarket, Latur-413512 ygmclatur@g
mail.com
N.K.P. Salve Institute of drarchana50
Medical Sciences & Lata @gmail.com,
122 | Mangeshkar Hospital, g(r).rkAarrchana S. nkpsims1@r 8?%2135056718020
Digdoh Hills, Hingna ediffmail.co
Road, Nagpur-440019 m
Aundh Chest Hospital, 1%
Floor, Nr Sangavi Phata, Dr. Smita
Aundh camp, New » . dpsmhpna@r
123 Sangavi, Pune-411027 g?njijl}\r/ssgrr]?/ie ntcp.org 09422356164
Status of AMC: RNTCP ' '
Centre
Jawaharlal Nehru Medical
College, Datta Meghe Dr. Shailesh drshaileshna
124 | Institute of Medical Nr. anles gpure@gmail | 09503509430
. . agpure
Sciences, Sawangi .com
(Meghe), Wardha-442004
Ashwini Rural Medical
College, Hospital &
Research Centre, Dr. C. S. drckant@gm
125 Kumbhari, Tqg. South Waghmare ail.com 09766819507
Solapur, Dist. Solapur-
413006
Terna Medical College &
196 Hospital, Sector-12, _ Dr. Sangita d_rsangi@gm 09820963663
Phase-Il, Nerul, Navi Sukumaran ail.com
Mumbai-400706
Smt. Kashibai Navale
Medical College & Dr. Yoaita karandikar_y
127 | General Hospital, Sr. No. | o d?kar ogita@yahoo | 09922747908
49/1, Narhe, Off Mumbai- .com
Pune bypass, Pune-411041
Dr. Vaishlampayan Gical | ujwalapgawa
Memorial Govt. Medica Dr. Ujwala ; :
128 college, Opp. District Pramod Gawali Ir:]@gmall.co 09420492342
Court, Solapur-413003
Hinduhridaysamrat
Balasaheb Thakeray
Medical College & Dr. R. drprpandit
N. Cooper Mu%icipal Dr. P_rasad R gl?nai)il.corfD
129 . Pandit . 09220577678
General Hospital, (Prof.& HOD) hbtmc.pvpi@
Bhaktivedanta Swami ' gmail.com
Marg, Juhu, Vile Parle
(West), Mumbai-400056
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Rural Medical College,
Pravara Institute of

130 Medical Sciences, Loni, Dr. D. H. Nandal | contact@pmt 20723?62020
(Near Shirdi), Tal.- (Prof. & HOD) pims.org ’
. 273486
Rahata, Dist.-
Ahmednagar-413736
mgmpharma
Lo covigillancec
Mahatma Gandhi Mission -
131 | (MGM), N-6, Cidco, AsstProf.(Dr.) | ell@gmail.co | 1049899569
Aurangabad-431003 Abhijeet Bhagat m,
g drabhhi@gm
ail.com
Dr. Vasantrao Pawar cri@drvasant
Medical College, Hospital .
132 | & Research Centre, (I?Drr.olzrglﬂggr)d € riaCc;?:;\lllaerrzeg 09021416946
Vasantdadanagar, Adgaon, ' om ge.
Nashik- 422003
Dr. Shankarrao Chavan pharmacolog
Govt. Medical College Dr. Saleem . yscgmcnande
133 . . ’ Basha Tamboli . 09822377584
Vishnupuri, Nanded, (Prof. & HOD) d@gmail.co
Maharashtra-431606 ' m
pharmacovig
Regional Institute of irims15@gm
Manipur | 134 | Medical Sciences, Dr.S. RitaDevi | &il-com, 09612002132
Lamphelpat, Imphal- ritasanjenba
795004 m@yaho0o.co
in
North Eastern Indira
Gandhi Regional Institute . .
Meghalaya | 135 | of Health & Medical Dr. Dhriti Kumar | dbdhriti168 | 357667171
. . . Brahma @gmail.com
Sciences, Mawdiangdiang,
Shillong-793018
VSS Medical College, adr.vssmc.ph
Burla, Sambalpur-768031 | Dr. Sabita ' -
136 | Status of AMC: RNTCP | Mohapatra arma@gmail. | 09238607960
com
Centre
M. K. C. G Medical . .
137 | College, Ganjam, g;'m \;anoja y”"f‘lma”'@g 09238470888
Berhampur- 760004 mail.com
adr.vssmc.ph
Odisha SCB Medical College and IE)/Ir(.)hS;bz;':?a i(r)r:qa@gmall.
138 | Hospital, Manglabag, Dr. P b D, " 09437271809
Cuttack-753007 r. Priti Das drkallprasad.
(Dpy Coord) @yahoo.co.i
n
Mamamohan
Hi-tech Medical College ty8@gmail.c
& Hospital, Health Park, Dr. Shrikant om,
139 Pandara, Bhubaneshwar- Mohanty mohantyswar 09337836827
751025 na@yahoo.c
om
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Kalinga Institute of

Medical Sciences and Dr. Suresh pradhanjipm
140 | P.B.M Hospital, KIIT ' er@gmail.co 08870102432
N Pradhan
University, Bhubaneswar- m
751024
Christian Medical College .
141 | and Hospital, Brown EL‘n%PeBS:d al ZEZ%SESI#@B/ 09815333776
Road, Ludhiana-141008 y -0
sgrdimsar@r
Dayanand Medical ediffmail.co
College and Hospital, Dr. Sandeep m,
142 Tagore Nagar, Civil Lines, | Kaushal rahat_sharma 09876635367
Ludhiana-141001 66@yahoo.c
om
Sri Guru Ram Das
Institute of Medical dr_harminder 0183-
143 | Sciences & Research, Dr. Rahat Kumar | chahal@redif 2870200,
Grand Trunk Rd, fmail.com 2870204
Amritsar-143006
Guru Gobind Singh
Medical College & Dr. Harminder drjaswantrai
144 Hospital, Sadiq Road, Singh @gmail.com 07583012024
Punjab Faridkot-151203
Government Medical
145 | College, Circular Road, Earf;;ﬁaehegwa rlf]t;”ag(.)?n@g 0950100338
Amritsar-143001 '
Government Medical Dr. Vijay K
College, Ffauala, New Lal | Sehgal srlyla@gmai | 09876078390,
146 | Bagh, Patiala-147001 | com 09872197861
Status of AMC: RNTCP | Dr. Jashir '
Centre (Dpy.Coord)
. ah.qualitycon
Sacred Heart Hospital,
147 | Magsudan, Jalandhar- | Df- LylaJose - trol@amande | 0,51 6594
(Medical Supdt.) | ephospital.or
144008
g
Amandeep Hospital, G. T . dr.amam@a
148 | Road, Model town, ?& aA“‘t’atgroi'rg?h mandeephos | 07526807888
Amritsar-143001 y pital.org
Sardar Patel Medical
College, SP Medical Dr.R. P.
149 College Rd, Sardar Patel Acharya glor:(;“d;g? 09214982589
Colony, Bikaner- 334001 gmait.
Rajasthan SMS Medical College,
Jawaharlal Nehru Marg, Dr. Lokendra dr.jameelatah
150 | Jaipur-302004 Sh:clrma asildar@yah 09414048334
Status of AMC: ART 00.com

Centre
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Geetanjali Medical
College and Hospital,
Geetanjali Medicity, Hiran | Dr. Jameela drmatray@ya
151 Magri Extn, Eklingpura Tehshildar hoo.com 09829303666
Chouraha, Udaipur-
313001
R.N.T Medical College
Ambedkar Circle or Court dr.manjula.b
152 | Circle, SH 32, Dr. Meena Atray | hargav@gma | 09784646478
Bhopalpura, Udaipur- il.com
313001
NIMS Medical College, .
153 | NIMS University, Shobha grr]'a'rv'g‘c;”'a p;ﬁgi‘logggg@ 09460188488
Nagar, Jaipur-303121 g 9 '
All India Institute of amvwanis@a
Medical Sciences, Basni Dr. Sneha .
154 Industrial Area Phase-2, Amvwani ngsijr?dhpur.e 09414912695
Jodhpur-342005 '
Institute of Respiratory medicalcolle
Diseases, SMS Medical gejodhpur@y
College, Subhash Nagar, Dr. Rajendra ahoo.com, 09829154901,
155 X . A 0141-2281000
Jaipur- 302016 Singhvi anusuyagehl (Ext. no. 260)
Status of AMC: RNTCP ot@gmail.co B
Centre m
Dr. S. N. Medical college, drlaxminaray
156 | Residency Road, Shastri ?J'ng'e(h?cr{t)mu ansharma58 | 09413256424
Nagar, Jodhpur-342001 y @gmail.com
sunrinty@gm
Govt. Medical College & | Sr.Prof.(Dr.) alt:écrcr)nn;éovi
157 | Associate Hospital, Rang | Laxmi Narayan iplance 'nlmc% -
Bari Road, Kota-324005 Sharma A7
h@gmail.co
m
Jawahar Lal Nehru sjchandyAD
Medical College Dr. Sunil Kumar | R@gmail.co
158 & Associated Hospital, Mathur m, 09414008259
Ajmer-305001 elle.rahael@
gmail.com
Christian Medical College
and Hospital, No:4, Ida Dr.Sujith 09443813800,
159 Scudder road, Vellore- Chandy, bhatcr@gmai 0416-
632004 Dr. Aswathy l.com 2282690,
Tamil Status of AMC: ART Rachel Mathew 09791757029
Nadu Centre
Govt. Kilpauk Medical pvpi.chennai
College, Perambur Dr. C. @gmail.com
160 ' . Ramachandra ' 09843126800
Purasawalkam, Chennai- Bhat ,m_sudha69
600010 @yahoo.com
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Madras Medical College, drrampsg@g
E.V.R Periyar Salai, Park mail.com,
161 | Town, Chennai-600003 Dr. K.M Sudha somasundara | 09840697847
Status of AMC: ART m999@rediff
Centre mail.com
PSG Institute of Medical g;.msélingam Jrsﬁg:::ag(?;ya
162 | Sciences & Research, Focal person - 09894618450
Anna Nagar, Coimbatore- Dr S.Shanmuaa
641004 XS gap
riya
pvpisrmc@g 09840279010
SRM Medical College mail.com,
163 Hospital & Research Dr. Jamuna Rani. | hod.pharmac
Centre, Kattankulathur, R ology@srira
Kanchipuram-603203 machandra.e
du.in
Sri Ramachandra Medical poojamuthud
College and Research Dr. Darling
164 nstitute, Porur, Chennai- | Chellathai Davig | S@YaNo0-c | 09444622698
600116 '
Madurai Medical College, meenakshi b
165 | Alwarpuram,Madurai- Dr. M. Malathi - 08760263019
@tvmc.ac.in
625020
Tirunelveli Medical ) . :
166 | College, Tirunelveli- o 'ZZh" E@Z?"ramya.—’ 09443555546
627011 y vmc.ac.in
Coimbatore Medical
College & Hospital, vijayakumara
167 | Trichy Road, Dr. N. Shanthi @kmchhospi 09443113740
Gopalapuram, tals.com
Coimbatore-641014
Kovai Medical Center and
Hospital , Post Box No. . rai kishorek )
168 3209, Avanashi Road, Vijaya Kumar A ; (gp_rediffmail 0422-4323800
Coimbatore — 641014 com
Velammal Medical .
College Hospital and Dr Rajkishore Sé)'hs]n;ﬁ'igfnd'
169 | Research Institute , Mabhato 3 dgik585 @ '
Anuppanadi, Madurai- (HOD, mail.com g
625009 Pharmacology) ' 08489022474
Government Hospital of .
Thoracic Medicine, Dr.R.Sridhar,
170 | ambaram, Chennai- DrAS Adaikkal | rsita99@am | 46,,4007311
600047 avan ail.com
Status of AMC: ART
&RNTCP Centre (Bpy.Coord)
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Kanyakumari Gowt.

smcpvpil6@

4 mail.com,
171 | Medical College, Dr. T. Ashok gemavathylz 09443130263
Asaripallam, Kumar 8@gmail.co
Kanyakumari- 629201 m '
Govt Stanley Medical %zgl]ggggg
172 | College, Old Jail road, | Dr. G. mail.com, 09444081969
Royapuram, Chennai- Hemavathy hafaseik
600001 musthafasei
@gmail.com
Sa\rﬁ;:r:]n;nng;al}ﬂacr)nh?nne dical Dr. Mohamed drudaykumar
173 C Musthafa S. 123@gmail.c | 09443025583
ollege, Steel Plant Road, (Prof. & HOD) om
Salem-636030 '
Karpagam Faculty of
medical Sciences & Dr. A. seethapharm
174 | Research, Pollachi main Udayakumar acology@gm | 07598025301
road, Othakkalmandapam, | (Prof. & HOD) ail.com
Coimbatore-641032
Eélli:ﬂgﬂédlcal College & Dr. S. _ rajudevde_d_r
175 K_K. Nagar. Ch - Seethalakshmi @yahoo.co.i 09444176026
1. Nagar, Lhennal (Prof. & HOD) | n
600078
Kakatiya Medical College, ushapingali
176 | Rangampet Street, Dr. Raju Devde h m 09989125124
Warangal-506007 @yahoo.co
Nizam Institute of Medical docsud_?akar
177 | Sciences, Punjagutta Main | Dr. P. Usha Rani | @9Mail-COM | 19849574143
Road, Hyderabad-500082 .
asrinivasgl@
gmail.com
Bhaskar Medical College
& Bhaskar General Dr. K. Sudhakar | pharmacolog | 09966551841
178 | Hospital, Yenkapally, y.kimsnkp@
Moinabad, Ranga Reddy, - | Mr. Srinivas.A gmail.com 09652169766
Telangana 500075 (Dpy.Coord)
Kamineni Institute of ushasreetakk
179 IItl/ledlcal Sciences, Dr. Y. Venkata ella@yahoo. 09440038529
arketpally, Nalgonda- Rao com
508254
Gandhi Medical College,
Musheerabad, Dr. Margaret V Margaretviol
180 | Secundrabad-500003 Jilllapegu ' a67@yahoo. 09885004860
Status of AMC: ART com
Centre
mrimspharm
. . acology@gm
181 E;trpa:";z;"rzg;%agggﬁge Dr.T Chakradhar | ailcom, | 09912038477
jamunadrrani
@yahoo.com
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Malla Reddy Institute of
Medical Sciences, Survey

pharmacolog

No. 138,suraram Main Dr. M.Jamuna y.kamsrc@k
182 . amsrc.com,
Road, Quthabullapur, Rani ravish123@
Jeedmetla, Hyderabad- mail.com 9
500055 ' 09989651706
Kamineni Academy of Asso.Prof.(Dr.) drsumana_se
183 | Medical Sciences and Ravindra S n@apolloims | 09701799529
Research Centre, L. B Beedimani re dupin
Nagar, Hyderabad-500068 B
Apollo Institute of contactdebasi
Medical Sciences & sray@gmail.
184 | Research, Apollo Health %.rg#n;‘ar&aoslg; com, 09849285803
City Campus, Jubilee ' agmc@rediff
Hills, Hyderabad- 500096 mail.com
Agartala Govt. Medical ghoshranjib
185 | College, Kunjaban, Dr. Debasis Ray | @rediffmail. 09436125100
Agartala-799006 com
Tripura - -
Tripura Medical College
186 & Dr. BRAM Tegchmg Dr. Ranjib JamaI001@g 09436139660
Hospitals, Hapania, Ghosh mail.com
Agartala-799014
B.R.D Medical College & singhdrsp@
187 | Nehru Hospital, Dr. Jamal Haider ma?I Conf 9 | 09839828358
Gorakhpur- 273013 '
GSVM Medical College, .
188 | Swaroop Nagar, Kanpur- | Dr. S.P. Singh | PIP93@rediff | 5115154744
mail.com
208001
Institute of Medical I
tsinghph
Sciences Banaras Hindu ams sml
University, Varanasi- s Armacotogy
189 ' Dr. Amit Singh @gmail.com, | 09452567899
221005 4820
Uttar Status of AMC: M
a COEART Centre diffmail.com
Pradesh JN Medical Coll
edical OTlege, kaushiksadhn
Aligarh Muslim Dr. Mohammad .
190 University, Aligarh- Nasiruddin 2;5@gmall.c 09412596898
202002
. drrakesh65@
M.L.B. Medical College, Dr. Sadhna . )
191 Jhansi- 284128 Kaushik :Te]:dlffmall.co 07897038922
. vipen.chopra
Eﬂélfbwayzdg;ggo”ege’ Dr. Rakesh @gmail.com
192 g Y, Chandra , 09415615064
George Town, Allahabad- . o
Chaurasia jjhingran@ya

211002

hoo.co.in
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Santosh Medical drasha_patha
193 | University, Santosh Nagar, | Dr. V. S. Chopra | k@yahoo.co. %g%%%%%i??
Ghaziabad-201001 in
Uttar Pradesh Universit
194 | of Medical Sciences, d Dr. Asha Pathak dr.sumanlata 09451021779
Saifai, Etawah-206130 @yahoo.com
Muzaffarnagar Medical
College & Hospital, opp. g?ig%n@yah
195 | Begrajpur Industrial Area, | Dr. Suman Lata d o 09897878728
. rakd1105@
Ghasipur, Muzaffarnagar- h X
251201 yahoo.co.in
e, ot | e
196 ; . ’ Ahmed, Dr. o ' 09313766906
Sharda University, Greater Ashok K Dubey hirabhalla@g
Noida-201306 mail.com
Subharati Medical
College, Subharti Puram, Dr. Surbhi Gupta | Surbhi.gupta
197 | NH-58, Delhi-Haridwar Dr. H. L. Bhalla 32@gmail.co | 09897363174
By Pass Road, Meerut- (Dpy.Coord) m
250005
Era’s Lucknow Medical
College & Hospital, -
198 | Sarfazganj, Moosa Bagh | Dr. Afroz Abidi d”a'”."’l‘t”'l@ 09794979717
Picnic Spot, Hardoi Road, gmatl.com
Lucknow-226003
Dr. Ram Manohar Lohia Sﬁ] S(;Jilgar?ircﬁ?;b
Institute of Medical Lo
199 | Sciences, Vibhuti Khand, | Dr. Atul Jain pvpi.snmc@ | 08191915960
. gmail.com, 09829443449
Gomti Nagar, Lucknow- q
296010 psupagr@rn
tcp.org
Sarojini Naidu (S. N)
Medical College, Moti drpsmatreja
200 | Katra, Agra-282002 Dr. Mona Verma | @yahoo.co.i 09997024763
Status of AMC: RNTCP n
Centre
Teerthanker Mahaveer
Medical College and Dr. Prithoal dr.sunil@yas
201 | Research Centre, N.H- Siﬁ h Mgtre'a hodahospital. | 09855001847
24,Bagarpur, Delhi Road, g J org
Moradabad-244001
Yashoda Super Specialty g;%ke;g?rzg
202 | Hospital, H-1, Kaushambi, | Dr. G. J Singh m 9 ' 09891957745
Ghaziabad-201010 .
sidsarkar22
@gmail.com
National Drug Dr Rakesh sharanshakti 011-
203 | Dependence Treatment Chadda 18@gmail.co 26593245,
Centre, Sector-19, Kamla Dr Siddharth m 3236)
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Nehru Nagar, C. G. O Sarkar 09786022145
Complex, Ghaziabad- (Dpy.Coord)

201002

Government Medical Dr. Dhananjay | knjannavi@g | 08931083216,

204 | College, Chakrapanpur, | 540 mail.com 08543000735
Azamgarh- 276127 y '

Mata Anandamayee Prof.(Dr.)

205 Hospital, Pandit Madan Jann.avi '.I'an don jamal001@g 09415983721,
Mohan Malviya Road, (General Supdt.) mail.com 07311100000
Shivala, Varanasi- 221001 pdt.

Guru Shri Gorakhnath
Chikitsalaya, Gorakhnath . reetesh3@g

206 Mandir Campus, Dr. Jamal Haider mail.com 09839828358
Gorakhpur- 273001
Mahamaya Rajkiya
Allopathic Medical
College, Saddarpur, Post- | Reetesh Kumar cmsswti@gm

207 Surapur, Tehsil - Tanda, Rai, Lecturer ail.com 08955581688
District Ambedkar Nagar,

Faizabad-224227
Combined District Dr. Ved Prakash disthosbastiO

208 | Hospital, Bhinga, Sharma, 00@rediffma | 09839770111
Shrawasti-271831 (CMS) il.com

cmsbrh2015
s . . Dr. Alok Shukla, .
209 District Hospital, Basti- (Superintendent- @gmail.com, 08005192739
272001 . cmsbrh@gm
In-Chief) .
ail.com
District Hospital, .

210 Bahraich, Gurunanak EL%P;?E h cgn @;mr?]zipIZ(f)ol 09454455268,
Chauraha, Hospital road, (CMS) g g m ' 09415036818
Bahraich-271801

cmogda2015
District Hospital (MALE), | D' PremMohan 1 & il com,
211 Gupta 09415215422
Pratapgarh-230001 cmogda@up.
(CMS) AR
nic.in
. .. | Dr. Umesh Singh

212 Babu_lshwar Saran District Yaday cm_ssknr@g 08005192659

Hospital, Gonda-271001 mail.com
(CMO)
Combined District Dr.G.C singhdrsp@

213 | Hospital, Santkabir Nagar- | Srivastava nga” C(E’m 9 | 08543903359
272375 (CMS) '

Government Medical .
214 | College, Kalpi Road, Orai, | DO S- P Singh, | gs_anup@re | 515154744
(Prof. & HOD) diffmail.com
Jalaun-285001
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Sanjay Gandhi Post

Graduate Institute of Asso.Prof.(Dr.) bhavanaufht
215 | Medical Sciences, Rajesh @yahoo.co.i 8255528222‘2
Raebareli Road, Lucknow- | Harshvardhan, n
226014
Govt Medical College,
Rampur Road, Haldwani-
216 | 263139 grri\/ Esht?\g”a gaﬁnﬂﬁnggﬁq 09412017320
Status of AMC: RNTCP gmait.
Centre
Himalayan Institute of
Medical Sciences, Ram Dr.D.C. gita.kothiyal
. Nagar, P.O. Doiwala, Dhasmana @gmail.com 09719803560
Dehradun-248140
Veer Chandra Singh
Garhwali Medical Science Dr. Geetaniali anoad.aman
218 | and Research Institute, Kdthi al J @gmé” com 09897272681
Srinagar, Pauri Garhwal- y 9 '
Uttarakha 246.174 -
nd Shri Guru Ram Rai
Institute of Medical & Dr. Amandeep
Health Sciences, Sri Singh .
219 | Mahant Indresh Hospital, | (Prof. & Head, d:ﬁgn"’(‘:rgr'rj]a@ 09876102154
Patel Nagar, Post Box 80, | Dept. of 9 '
Patel Nagar, Dehradun- Pharmacology)
248001
All India Institute of
Medical sciences, Dr. Puneet rainarangeel
220 | Virbhadra road, Rishikesh- | Dhamija @gmail.com | 08475000292
249201
E/Ioe\é?égr]ggh??n Asso.Prof.(Dr.) tripathi.santa
221 ge. Rangeel Singh nu@gmail.co | 09568127670
Dehrakhas, Patel Nagar, Raina, (Head ) m
Dehradun-248001 '
School of Tropical
Medicine, 108, Medical
College Campus adr.rgk.phar
222 | Chittaranjan Avenue, '?rrl Sa:;ll?itanu ma@gmail.c 09230566771
Kolkata- 700073 P om
Status of AMC:
COEART Centre
West R.G. Kar Medical College,
Bengal 1, Kshudiram Bose Sarani, Dr. Anian sushobhan.pr
223 | Kolkata-700073 A d.hik :;ri amanik@gm 09831012503
Status of AMC: RNTCP ail.com
Centre
Calcutta National Medical
College, Dr Sundari Dr. Sushobhan drsupchat@g
224 Mohan Ave, Beniapukur, Pramanik mail.com 09831155886

Kolkata-700014
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mailto:drsupchat@gmail.com

Institute of Postgraduate
Medical Education & Dr. Suparna sandincmel 09831130980,
225 | Research, 244B, A.J.C Chattorias @ gl 033-
Bose Road, Kolkata- J 9 ' 22041428
700020
Burdwan Medical college, Dr Sandi drananyaman
226 Baburbag, P.O. Rajbati- Mukho aF:jh 3 dal@gmail.c 09434042425
Burdwan-713104 padhyay | om
Bankura Sammilani
Medical College, Dr. Ananya drninadas@y
2l Kenduadihi, Bankura Mandal ahoo.com 09674446226
722101
drghosh.new
Nilratan Sircar Medical @gmail.com
College, Acharya Jagdish . v
228 Chandra Bose Road, Prof. Nina Das Fnr_lg::ﬁali;oa 09433165691
Kolkata-700014 ynmn.kaly
ni@gmail.co
m
College of Medicine & . .
229 | J.N.M. Hospital, Kalyani, g[{og?h“hek d‘r’;’a”i]aégfﬁ@ 09836557042
Nadia-741235 gmatt
drbrghosh@g
mail.com ,
Murshidabad Medical . amc.mmch@
; Dr. Mainak .
230 | College & Hospital, Ghosh gmail.com, 09007924708
Berhampore-742101 souvik_ghos
h78@yahoo.
co.in
Midnapore Medical Dr. Balaram 09800442964
231 College & Hospital, Ghosh drsukant@g , 0322-
Vidyasagar Road, Paschim | Dr. Souvik mail.com 2222411,
Medinipur-721101 Ghosh 09434183061
ICARE Institute of anirudh.muk
Medical Sciences har'ee@ hs
&Research and Dr. Bidhan JI comg P
232 | Chandra Roy Hospital, Dr. Sukanta Sen e 08420532336
Banbishnupur, Balughata,
Haldia, Dist.- Purba, g'?ﬁr:i'llggﬁ]
Medinipur-721645 gmait.
Glocal Group of Hospitals, anirudh.muk
Ecospace Business Park, Dr. Aniruddha harjee@ghsp
Action Area I, New Mukherjee, l.com,
233 Town, Rajarhat, Kolkata- (Director, 08017981135
700156 Clinical ) dr.a.m.1962
@gmail.com
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Union Territory-Centre Name

Andaman & Nicobar

And_aman & 234 Islan_ds Inst_itute of Dr. Mangesh drbikashus@ya 09531858830
Nicobar Medical Sciences, Bankar hoo.com
Portblair-744104
PGIMER, Sectorl?, _ drgupta.pooja@
Chandigarh | 235 | Slandigan100012 o Dikash gmail.com, | 09914207510
COEART Centre pvpi.ncc@gmai
l.com
All India Institute of
Medical drsanjeev_shar
Sciences(AIIMS), -
: ma@apollophar
236 Ansari Nagar East, Dr.Pooja Gupta macy.org
Gautam Nagar, New ' sanjeévshém @
Delhi -110029 h00.C0 UK
Status of AMC: ART yanoo.co.
&RNTCP Centre
Indraprastha Apollo
Hospital Mathura Road, | Dr. Sanjeev harmeetrehan@
237 Sarita Vihar, New Delhi | Sharma hotmail.com 093908430005
-110044
Lady Hardinge Medical
College (LHMC), C
604, Shivaji Stadium drrachnal@redi
238 | Bus Terminal Co. Place | Dr. H.S. Rehan #mail com 09811694040
) Shaheed Bhagat Singh mail.c
Delhi Marg, New Delhi-
110001
University College of
Medical Sciences,
adjacentto GTB
Hospital, Dilshad Dr. Rachna kavgul2002@y
239 Garden, New Delhi - Gupta ahoo.com 09868140063
110095
Status of AMC: ART
Centre
Vallabhbhai Patel Chest
Institute (VPCI),
University of Delhi,
Guru Tegh Bhadur Dr. Kavita cdtripathi@gma
240 Road, New Delhi - Gulati il.com 09899233085

110007
Status of AMC: ART
Centre
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VMMC & Safdarjung
Hospital, Mahatma

nilanjan.saha@j

241 | Gandhi Marg, Raj .l?rrl ca:trlﬁ amiahamdard.a | 09818665424
Nagar, Safdarjung, New P c.in
Delhi — 110029
Hamdard Institute of
Medical Sciences and

242 | Research. Hamdard Isrof. Arunabha Al:unabha.14@y 09818037595
Nagar, New Delhi - ay ahoon.co.in
110062
Maulana Azad Medical
College and associated
Lok Nayak, Govind
Ballabh Pant Hospital & .

243 | Guru Nanak Eye Centre, ggy Vandana aru #968@9'“ 09968604283
2, B.S.Z. Marg, New '
Delhi -110002
Status of AMC:
COEART Centre
Rajan Babu Institute of drsarin@yahoo
Pulmonary Medicine com '
and Tuberculosis, GTB . N . .

244 | Nagar, Kingsway Camp, gg'afr‘]g‘éjar L'Siﬁ””@”'”d'”' 09818321353
New Delhi-110009 d.r k’haliduk@ya
Status of AMC: hdo com
RNTCP Centre '
National Institute of
Tuberculosis and
Respiratory disease
(Lala Ram Sarup
Institute of Tuberculosis

245 | And Respiratory Dr. Rohit Sarin | kishore110092 | 09999971557
Diseases) Sri Aurobindo h m
Marg, (Near Qutab @yahoo.co
Minar), New Delhi-
110030
Status of AMC:
RNTCP Centre
Institute of Liver and Dr. Kishore

246 Biliary Sue_nces, D-1, Singh /Dr. yangshenlhamo 09540947006
Vasant Kunj, New Shastry @yahoo.com
Delhi-110070
North Delhi Municipal rC]:)vr\:]edz@gmall.
Corporation Medical Asst.Prof.(Dr.) shali,priya85 @g

247 | College and Hindu Rao | Yangshen mail.com 09654833513
Hospital, MalkaGanj, Lhamo adr i.gmcr,i@gm
Delhi-110007 ail éom
Indira Gandhi Medical Dr. Lourdu

Puducherry | 248 College & Research Jafrin. A, Dr. sandhiyaselvara | 09943732717,

Institute, Kadirkamam- | Priyadarshini R jan@gmail.com | 09943491252
605009 (Asso.Coord)
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Jawaharlal Institute of
Postgraduate Medical

pharmacovigila

249 | Education & Research, Dr. S. Sandhiya nce@pimsmm 09443492922
Dhanvantri Nagar, m.net,
Gorimedu-605006
Pondicherry Institute of
Medical Sciences, Dr. Maniunatha
250 | Ganapathichettikulam, | J' J 09629352078
Kalapet, Pondicherry-
605014
Newly enrolled ADR Monitoring Centres
State Centre Name Coordinator Email Contact
name & Number
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Designation

CMS Memorial District
Hospital, Balrampur,

Dr. Rajesh Kumar

cmsbalrampur

251 Dist.- Balrampur, U.P- Singh (Child @gmail.com | 09450664267
271201 Specialist)
Uttar Pradesh
R. K Ayurvedic Medical virendrakmaur
College & Hospital, Mr. Virendra 206mpharm
252 Kashipur, Surai, Kumar Maurya %@ maﬁ com 09336201385
Sathiaon, Azamgarh, (HOD) g '
U.P-276001
Advanced Centre for
Treatment Research &
education in Cancer,
Dept. of Clinical . vikramgota@g
Maharashtra | 253 | Pharmacology - KS102, (i;'s (\)Qk;?g}ggéf) mail.com | 07715019117
Tata Memorial Hospital, '
Sector-22, Khargar,
Navi Mumbai,
Maharashtra-410210
Darbhanga Medical Dr. (Prof.) Raj N
College Hospital, Ranjan Prasad, drgﬁé?g? ?n@
254 Laheriasarai, Dr. Manoj Kumar y R 09334989834
Darbhanga, Bihar- (Depy
846004 coordinator)
Bihar
Anugrah Narayan Jaleshwarprasa
. Dr.Prof. J.Prasad :
255 Magadh Medical (Prof.& HoD, | 918@amail.co | on7650971
College, Gaya, Bihar- Pharmacology) m
823001 i
Dr. Ashutosh
Govt. Medical College, Chourishi dr_chourishi@
256 | Dept. Of Pharmacology, (Prof. & Head, yahoo.co.in 9893005655
Shivpuri, M.P. 473551 Dept. Of
Pharmacology)
Government Medical
'I;A;%Zzﬁ College Khandwa,
Opposite Govt. Pooy Dr. Satish .
257 technique college, Near Chandel glréatﬁgﬁhfgr?] 8120045441
Luv Kush Nagar, Mundi (Assistant g '
Road Khandwa. Madhya Professor)
Pradesh, 450001
College of Pharmacy,
Sri Ramakrishna visitram@yah
. Institute of Paramedical Dr. S. Sriram
Tamil Nadu 258 Sciences, 395, Sarojini (Professor) 00.com 09443578064
Naidu Road, Sri
RamakKrishna Hospital
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Campus, Sidhapudur,
Coimbatore, Tamilnadu-

641044
Government "
Chengalpattu Medical V”;ﬁ?ii?n@g
259 DCollege & Hospital, Dr. K. Vijayarani chmcpﬁam@y 09444728805
ept. of Pharmacology, | (Assoc. Professor) .
ahoo.co.in
Chengalpattu,
Tamilnadu-603001
Jaipur National
Univefsity, Institute for Dr. Mukul mathu_r_mu_kul
Rajasthan | 260 M;gg'gg'r j}“ggﬁffe ,& Mathur @redg;ma”'c 09414324182
. (Professor)
Jagatpura, Jaipur,
Rajasthan-302017
Dr.ND
Government Medical Kantha;'la gD rof. bansarikanthar
Gujarat 261 College, Majuragate, &HO ia@yahoo.com 09825660507
Surat, Gujarat-395001 | Fnarmacology),
' Dr. Mayur
Choudhari (Depy)
All India Institute of
Medical
Sciences(AIIMS), Dr. Debasish debhota@gmai
. Bhubaneswar, Near Biju Hota (Prof. &
Odisha 262 Patnaik State PoliceJ Hé)D, l.com 09438884190
Academy, Sijua, Pharmacology)
Bhubaneswar, Odisha-
751019
Government Medical
e, | o s TESS GO
P Aslam.P ' . 9847965657
Kerala 263 Floor, New Academic amcgmcmanje
o (Asst.Profess, . - 9020968256
Block, Manjeri, Pharmacology) ri@gmail.com
Malappuram, Kerala-
676121
ISF College of Dr.M.S.Rathore
panjab Jes |  Pharmacy,GT Road, (Prof.& Mzrrf]:‘lfrcfrﬁ@ 9876514791
Ghal Kalan, Head,Pharmacy ' 7014651502
Moga,Punjab-142001 Practice)
Chhattisgarh Institute of | Dr. Presenjit Raut presenjit@gma
Chattisgarh 265 _I\/Iedlcal Sue_nces, (Professor & il com 9406393906
Bilaspur-Chattisgarh- Head, '
495001 Pharmacology)
Acharya Shri Chander
College of Medical Dr. Ajay Kumar .
Ja:(rr;r;t;na}rr\d 266 Sciences & Hospital, (Assoc. Pofessor, Vggﬁgﬁg';ﬁ
Sidhra, Jammu, P.O- Pharmacology) '
Majeen, J & K
Pandit Jawaharlal Nehru Dr. Ghulam lone_pharma
Himachal Govt. Medical College Mohd. Loan -
Pradesh 267 and Hospital, Chamba, | (Assoc. Professor, @yahoo.com 07018463143
C Clinical
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howgan Mohalla,
Chamba-Teh., Dist.-
Chamba, H.P-176310

Pharmacology)

. . Dr. Parveen
Sg:J\I;:rln?ﬁgridll\J/lrei?s;It fl Kumar Sharma drdotsharma@
268 . (Prof. & HOD, gmail.com 09418071364
College, Mandi at Pharmacology)
Nerchowk, H.P-175001 9y
Jawaharlal Nehru
Institute of Medical varkvalte@gm
Manipur 269 Sciences, Poronpat, Dr.Varkung Valte ail.com 8415917437,
. 8787864610
Imphal-East, Manipur-
795005
'\I\/fel(zjci)crzp E:jnjé:tt;g%g Dr. Vanlalhrvaii drvanlalhrvaii
Mizoram 270 (Asst.Professor, @gmail.com 9436153297
Research (MIMER), Pharmacology)
Mizoram-796005 9y
Sources:

https://docs.google.com/spreadsheets/d/1nICwTTt20JmOwRIzpIXIWJ70BYM3x9v4u62bv5 wNkU/ed

it?ts=5b3615c1#gid=1482893976
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Annexure 1
Suspected Adverse drug event reporting form

https://www.ipc.gov.in/PvPl/adr/ADR%20Reporting%20Form.pdf
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Annexure 2
Medicines side effect reporting form (For Consumers)

https://www.ipc.gov.in/PvPl/adr/Hindi.pdf

Annexure 3
Adverse Drug reaction reporting form for KalaAzar treatment

https://www.ipc.gov.in/PvPl/adr/ADR%20reporting%20Form Kala%20Azar 28-02-2017.pdf

102 Performance Report 2018-19
Pharmacovigilance Programme of India (PvPI)


https://www.ipc.gov.in/PvPI/adr/Hindi.pdf
https://www.ipc.gov.in/PvPI/adr/ADR%20reporting%20Form_Kala%20Azar_28-02-2017.pdf

let us join hands with PvPI to ensure patient safety

. www.ipc.gov.in

Toll Free No.
1800 180 3024

ipcgzb

@ IPC_Ghaziabad

ADR PvPI Mobile-app

pvpi.ipc@gov.in
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For any Other Information/Suggestions/ Query contact:

Cficar Incharge Pharmacovigilarce Prograreme of India
Emall; ipelabiiresnd net. pupiiEipeindianet Website: warwipr.govin
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