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NABH : MNational Accreditation Board for Hospitals and Healthcare Providers
NCC : National Coordination Centre

NFI : National Formulary of India

NPW : National Pharmacovigilance Week

NRA :  National Regulatory Authority

PHP :  Public Health Programme

FIDM ¢ Programme for International Drug Monitoring
PIL . Prescribing Information Leaflet

PV 1 Pharmacovigilance

PvPI :  Pharmacovigilance Programme of India

RTC :  Regional Training Centre

SEARN :  South East Asia Regulatory Network

SDP 1 Skill Development Programme

SRP :  Signal Review Panel

uMc :  Uppsala Monitoring Centre

uT : Union Territory

WHO : World Health Organisation
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Message from the Desk of
Secretary-cum-Scientific Director

| have immense pleasurd to
present the Performance Report
of Pharmacovigilance Programme
of Indig [P¥Pl) for the Financial
Year 2024-25,

PwPl has undergons vast expanzion

fo reach the common masses n
the country through & network of
Adverse Drug Resction Monitoring
Centras {AMCs]. National Coordinaton Centre Pharmacovigilance
Programme of India (NCC-PwPI], Indian Pharmacopogia

Commission (IPC) has enratled 155 new AMCs across the country,
The total number of AMEs under PvP| are 1050 acrass the counbry

a8 of now.

The National Coordination Centre (NCC)-PYPl has issued 14
Drug Safety Alerts for the sensitization of the healthcare
profassionals and common masses in the country. In addition to
this, PvPi alzo sent atotal 7 recommendations including 1 signal
to Centrad Drugs Standard Controf Qrganization ta be included in
Prescribing Information Leaflets (PiLs) of drugs.

PvPI has organized atotal of 2598 training programmaes and has
trained 200302 participants in the afea of Pharmacovigiiance
across the country during this index perlod. Some of the important
training programmes include Skl Developmeant Programme on
Pharmacovigilance, Continuing Medical Education, Advanced
Level Training Programmes, Induction-cuny-Training Programmes,
ete, PvPl has organized 11 Interactive meets with Marketing
Authorization Holders (MAHsPharmaceuticala Industries (o
distuss & resolve their issues and to bring impravement in quaiity
of reparts:

Thi HCO-PYPI organized 47 National Pharmacovigilance Weok
with the theme "Bullding ADR Reporting Culture for -Patient
Satety" from 177-23" September, 2024 and also sensitized the
AMCs under PvPlfor organizing Pharmacovigiiance activities o
raise the awareness about reporting of ADRs 0 PPl During the

Mational Pharmacovigitance Week, PyPl organisaed atotalol 1133
tralningfawareness-cum-sensitization programmes including
CME/CPE in which 123251 Haalthocare Prafassionals and ather
stakaholdars waere tralnedimades ewarse an Pharmacovgilanca,
PPl has also participated in #MedSafatyWeaek 2024 organized by
WHO-UME, Swadan,

To enhance the wisibility of PP, the Intormation, Education &
Communication (IEC) materiaiz refated to PvPl was uploaded on
tha webgite of National Health Systems Resourca Centre
{httpss/fnhsroindia.org/], Mational Health Mission, Ministry of
Heatth and Family Weltare (MoHFW), Government of India.

PG s also functloning asa NCOC for Materiovigiance Programme
of India {MvPl) under the umbrella of PyPl, which deais in
collection, monitaring, recording and aralyzing the Adverse
Events (AES) or rigk associated with the use of medical devices,
The MvPl has enmlled new %6 Medical Device Adverse Event
Monitaring Centres {MOMCs) and the tofal number of MDMCs
became 547 from 451 across the country. The MyPI forwarded 22
recommendations on safe use of medical devices in India to
CLSCO fortaking appropriata regulatony actions.

{acknowledge the overalladministiative and Hinancial support of
the Ministry of Heatth and Family welfase and Ministry of Finance,
Governmentof Indla.

I congratulate the PPl and MyPl team, AMCs, subjsct matter
atparts, MAHs/Pharmacautical industres, healthoars professionats
and uther stakehoddars for thair ceasaless afforts, coopamtion and
contribution i stengthaening the Pharmacovigance system in
rnclia

{Br Rajeev Singh Raghuvanshi)
Secretary-cum-Scientific Director

Indian PFharmacoposia Commission

{Ministry ot Health & Family Welfare, Govt, of India)
Ghaziabad-201002
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HIGHLIGHTS

Enrclled 155 new AMCs under FyFl and expanded to 1050 AMCs pan-India.

Enrolled 96 new MDMCs under MyvPland expanded to 547 MDMCs pan-India

Total 131301 IC5Rswera submitted to VigiBase.

Total 14,584 MDAE reports ware received by Materlovigilance Programme of India (MyPI1),
On behalfof India, PvPlisthe 8thlargestreporter of ICSRsIn VigiBase at global level.

PwPIl, IPC continued to maintain as a WHO-Collaborating Centre for Pharmacovigilance in Public
Health Programmes and Begulatony Services.

PvPI has issued 14 drug safety alerts and has recommended 7 PIL changes including 1 Signal to
the Central Drugs Standard Control Organization (GDSCO) for taking appropriate regulatory
actions,

The MvP| forwarded 22 recommendations on safe use of medical devices in India to CDSCO for
taking appropriate regulatory ctions,

Conducted 2598 trainings/workshops/CMEs/ALT/NPW Programmes and trained 200302
participants.

4" Mational Pharmacovigitance Week was celebrated from 17" - 23" September 2024 pan-India.

MNCC-PvPl, IPC also provided technical support for the pharmacovigilance programmes in Sikkim
Manipal Institute of Medical Sciences (SMIMS), Gangtok, East Sikkim, Sant Gajanan Maharaj
Rural Hospital, Kalhapur, Maharashtra and Tomo Riba State Hospital, Naharlagun, Arunachal
Pradesh.

MNCC-PyRI, IPC has organized an International Webinar for all the SEARN countries titied

'Optimizingthe use of ICSRsin Signal Detection’on 18" September 2024,

PvPl has published 4 Mewsletters on guarterly basis and disseminated this Information to the
stakeholders aboutthe Pharmacovigilance activities,

PvPland MvPlhave published 27 research articles on Pharmacevigilance.

Farticipated in #MedSafetyWeek 2024 organized by WHO-UMC, Swaden.

PHARMACOVIGILANGE PROGRAMME OF INDIA [ 06
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Indian Pharmacopoeia Commission and its Services
b 4

Indian Pharmacopoeia Commission is an autonomous [nstitution of the Ministry of Health &

Family Welfare, Governmeant of India, engaged in evaluation and quality control of drugs and to
deal with matters relating to the timaly publication of the Indian Pharmacopoeia (IP), the official
document of standards fordrugs.

Functluﬂi'

Themandate of the commissionis to perform interalia functions such as revisionand publication
of IP and Mational Formulary of India {NFI) on a regular basis. IPC also provides IP Reference
Substances and training to the stakeholders on Pharmacopoeial issues and also functions as
National Coordination Centre for PvPl & MvPl respectively.

i)

Indian

of trilia Pharmacopoeia
Commission

Mational Formulary
of India

B |l

Figure-1. Products & Services of Indian Pharmacopoeia Commission
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Pharmacovigilance Programme of India
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Pharmacovigilance Programme of India is
Government of India's flagship drug safety
monitoring programme, which collects,
collates and analyses drug-related adverse
events and send recommendations to
CDSCO for taking appropriate regulatory
actions.

Adverse Drug Reaction (ADR) is one of the
leading causes of morbidity and mortality
worldwide. The conseguences of ADRs
burder the healthcare systerm with increased
cost of therapy and prolongation of
hospitalization. In developing countries, the
cost of management of adversa reactions in
the general population is very high and
under-recognized. It is, therefore, imperative
to evaluate the safety of medicines through
the Pharmacowgilance system.

The Ministry of Health and Family Welfare,
Government of India recasted PvPl on
15" April, 2011 and shifted the National

Coordination Centre from AlL India Institute of Medical Sciences (AlIMS), New Delhi to IPC,
Ghaziabad and is continuing.
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PvPI: An Overview

» =

@) Mission

To safeguard the health of the Indian population by ensuring that the benefits of use of madicine
outweigh therisks associatedwithits use.

@) Vision

Toimprove patient safety and welfare of the Indian pepulation by maonitoring safety of medicines,
thereby reducing therisk associated with their use,

©)) Aims & Objective

» (Create aNation-wide system for patient-safety by ensuring drug-safety

= |dentify and analyse new signalsfromthereported casas

=  Analysethe benefit-risk ratio of marketed medications

= Generate evidence-based information on satety of medicines

» Supportregulatory agenciesinthe decision-making process on use of medications

* Communicate safety information on use of medicines to various stakeholders for
preventing/minimizingthe risk

= Collaborate with other National Centres for exchange ofinformation and data management

= Provide training and technical support to other National Pharmacovigilance Centres across
theglobe

= To organise and sensitize the stakeholders for celebration of National Pharmacuovigilance
Weekfrom 17" September- 23" September everyyear

= Promoterationaluse of medicines

= EmergeasaNational Centre of Excellence for Pharmacovigilance Activities
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9} Core committees at NCC-PvPI

Following committees are constituted at NCC-PwPl to ensure smooth and effective functioning of
the programme:

Steering Committee
Itis the chief administrative and monitaring body of NCC-PyP|, which guides and supervises the

functioning of programme.

Working Group

All technical issues related to the establishment and implementation of the programme,
including providing technical inputs, are handled by the Warking Group, which give
recommendation to the PvPlifor onward regulatory interventions by the COSCO.

Quality Review Panel

Quality Review Panel is responsible for quality, causality assessment and completeness of
ICSRs. The panel also makes recommendations to the PyPlI Working Group after data analysis
anddevisesformats and guidance documents forfollow-up action,

Signal Review Panel

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 industries are alsoinvited for taking expertinputs, to collate and
analyse information from ICSRs. This panel assesses the results of identified computerized
Signals from ICSRAs to validate and confirm. It looks into biostatistical methods for analysis and
creates standardized post-analytical reports that help in understanding the information derived

fromADRs. Italsodecides uponactionable indicators.

Core Training Panel

The Core Training Panel (CTP) of PvPI guides in the identification of training needs, organizing
Mational and International training programmes, designing training modules and helps to
conduct the training for healthcare professionals and other stakeholders throughout the year. It
also identifies trainers for zone-wise training centres. The CTP is assisted by the internal training
team of PvPI.

PHARMACOVIGILANGE PROGRAMME OF INDIA | 10
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E-mail IDs and functions of PvPI divisions

b 4
F k|
S. No. PvP] Divisions Functions E-mail IDs
s Human Resource Division Human Resources Development hrnncﬂpvpl—
ipcEgov.in
Submission of ADAs by non-AMCs pvpi.lpe@govin
it 1551 f ; ,
2 Individual Case Safety i:g::f:mn QFARREbY ConsumMans pyvpi.ipc@gov.in
: Report Processing Division
Processing of adverse events vl ine@gowin
reported through PyPl Helpline PVRLIpeaigay.
Information Technology o it.necpvpis
3. Division VigiFtow and other IT tools ipe@gov.in
4 Mational Health Integration with Public Health nhp.nccpvpi-
’ Programme Division Programmeas ipc@gov.in
Promaotion, Publication of PvPIl resourca
5. Communication & rmaterials and communication with pyvpl.lpe@govin
Publication Division atakeholders
& PV Regulatory Affairs Processing of ICSRs received from mah.ncopvpi-
: Division MAMs and review of PSUR ipc@Egov.in
; o : ga.nccpvpi-

7. Quality Azsurance Division | Quality Management System of PvPI ipe@gov.in
|dentification & confirmation of
Signal, Revision of Preacribing :

8. Signal Division Information Leaflet (PIL), issuing of T'ig;g:lf;
Drug Safety Alerts and other P ’
regulatory recommendations, if any

3 _ Coordination with AMCs/MNon- " ;

a. Technical Secretariat AMCa/CDRCD/other stakaholdara pvpi.ipc@gov.in

19, |[EPMARSTUCTAREN Training and Skill Developmant hoisichi i =

Division

ipc@gov.in

PHARMACOVIGILANGE PROGRAMME OF INDIA [ 12
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Performance of PvPl as WHO-Collaborating Centre
4 |

The NCC-PvPI, IPC being a World Health Organization-Collaborating Centre (WHO-CC) for
Pharmacovigitance in Public Health Programmes and Regulatory Services in SEARN countries,
PvPlhasdonethefollowing activities:

Activities QOutcomes

Launch of e-tools The Hon'ble Union Minister of Health & Family Welfare and Minister of
for integration of Chemicals and Fertilizers, Shri J.P. Madda launched Indigenous
ADR-reporting Adverse Drug Reaction Management System (ADRMS) Software during
the 1* Policy Makers Forum meeting held on 18" Aupust, 2024 at
Dr. Ambedkar International Centre, New Delhi. The ADRMS software
offers seamless processing & evaluation of Individual Case Safety
Report (ICSR) reported by the stakeholders with the use of medicines,
vaccinesand medical devices.

PV data sharing The NCC-PvP| has shared following data with SEARN countries
with South-East through e-mail:
Asia Regional

» Drugsafetyalerts.
Network (SEARN) # Electronicversion of newsletter on quarterly basis.
countries # |dentified Signals and Prescribing Information Leaflet changes.

PvPi published drug safety information in WHO-Pharmaceuticals

newsletter for global outreach.

=  Among SEARN countries, drug abuse cases of Tapentadol were
reported only in India, which were guantitatively evaluated. The
scientific article on Tapentadol: navigating the complexities of
abuse, patient safety & regulatory measures has been published in
Journal: Current Medical Research and Opinion.

= Thesafety data of pregnancy medication such as Sodium Valproate
and Topiramate reported in PvPl database were discussed in WHO
Advisory Committee on Safety of Medicinal Products (ACSoMP)
meeting held in May 2024.

=  The NCC-PvPI, IPC has published SEARN PV Chronicle Vol 1, Issue

1 in January 2025 and shared with SEARN countries by uploading

on SEARN portal.
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Capacity building
and support for
Public Health
Frogrammes (FPHPs)
and Regulatory
sarvices

MCC-PyPl, IPC has developed first draft of ADR reporting form
including core variables for reporting adverse avent in SEARN
countries identified by the WHO, HQ, Geneava,

During the Celebration of 4" National Pharmacovigilance \Week
2024, an international webinar on Optimizing the use of ICSRs in
signal detection was organized for SEARN countries on
18" September2024.

The WHO Pharmacovigitance Partners' meeting was held on
13" October, 2024 at New Delhi. The objective of this meeting was
to develop national strategies national strategies to boost reporting
through a template created by the South East Asian Regional
Pharmacovigilance Network (SEARN). In this meeting, SEARN
members presented their drafted national strategies to increase
reporting of ICSRs. DrV Kalaiselvan, Sr. Principal Scientific Officer,
Indian Pharmacopoeia Commission also shared insights on
tackliing low reporting rates, challenges encountered, and the tools
utilized to improve the system.

A draft document having drug safety information for Minoxidil-
related infantile hypertrichosis and eye disorders was shared with
SEARN countries through WHO-SEARN Secretariatforvalidation.

The 19" International Conference of Drug Regulatory Authorities
(ICDRAs) was hosted by the Central Drugs Standard Control
Organization (CDSCO]) in collaboration with WHO for WHO
Member States' medical product regulatory authorities, fostering
collaboration and setting priorities in medicine from 14™ to 18"
October 2024 at New Delhi. In this conference, Dr V. Kalaiselvan,
Sr. Principal Scientific Officer, Indian Pharmacopoeia Commission
hasalsochaired the paneldiscussion.

PHARMACOVIGILANGE PROGRAMME OF INDIA [ 14
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PvPl Communication Channels

Y 4
r 1

Coherent and flawless communication channels are key to the successful functioning of any
programme. The dissemination of knowledge and expertise at NCC-PvPI percolates to the target
audience and across the board to the AMCs affillated to it with the use of state-of-the-ant
information technology. The various modes of communication by which PvPI channelizes data

flow are representedinthe figure below:

: National
Coordination Centre-
Pharmacovigilance Slales! UTs

W Pmunmmnflndla | prugReguiators

P
)

| } | |

ADR Monitoring Cantres Uppsala Monitoring Gentral
National Health (AMCa) ) Healthears Profesalonals/ WHO Headquarter!
Programmes Regional Training Contros Others SEARD Country Difice,
(RTCs) fndia

Figure-3. Communication Channels of PvPl
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Reporting ADRs

® ) who canReport?)

=  Consumer/Patients

* Physicians

=  Pharmacists

* ADRMonitaring Centres (AMCs)

* Pharmaceutical indusiries/MAHs
=  (Others

.) Why to Report? )

= Toensurethe safetyof patientstaking medicines.
» Toreducetherisksassociatedwiththe use of medicines (sconomic burden, quality of life),
= Tohelp regulatory authority make vital policy decision regarding safe use of medicines.

.] What to Report? j

Alltypes ofsuspected ADRs ADRs by

= Knownorunknown = Madicines
=  Sarfousornon-serious * Medical Devices
* Frequentorrare * Biologicalsincluding Vaccines, Blood & Blood Products

® | Medication Errors)

* Productdispensing/monitoring/prescribing/selection/storage error/issues.
* Accidentalexposuretoproduct.

» |nappropriate use of medical products.

* Producttranscribingerrors and communicationissues.

PHARMACOVIGILANGE PROGRAMME OF INDIA [ 16
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®) oif-labeluse |

Use ofmedicines foranunapproved indication, age group, dosage or route of administration.

.) Misusemverdusemhuse]

= Use of a medication (for a medical purpose) other than as directed or as indicated; taking
medicine more/more often orfor a longer period.

+ [ngestion/application of medicineinguantities much greater than recommeandad.

= Nonmedical use of a substance for psychic effect, dependence, or a suicide attempt or
gesture, recreational use of substances foranyreason.

.) Lack of Efficacy and other product quality-related issues ]

= No/Lackofdrugeffect.

*  Druginetfective for approved/ unapproved indication.
* Delayedorincomplete drugeffect.

* |peffectivedrugdosing regimen.

=  Drugeffectfaster/lessthanexpectad,

17 | PHARMACOVIGILANCE PROGRAMME OF INDIA
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Channels for reporting AE/ADR

\

Suspected ADR Reporting Form for Healthcare Professionals (HCPs)
(Version 1.4)

The Suspected ADR reporting Form is specifically designed for healthcare professionals to
capture detailed information about an AE/ADR. This form is available on IPC (www.ipc.gov.in) ar
CDSCO (www.cdsco.gov.in)website and in Mational Formulary of India 2021 (Annexure-1).

Medicines Side-Effect Reporting Form (For Consumers)
Consumers/patients may also make use of Medicines Side-effect Reporting Form for reporting

any suspected AE/ADR to PvPL. This form is available in 10 Indian languages: Hindi, Bengali,
Gujarati, Kannada, Malayalam, Marathi, Assamese, Oriya, Tamiland Telugu (Annexure-2).

Suspected ADR Reporting Form (For drugs used in Prophylaxis/
Treatment of COVID-19)

The Suspecied ADR Reporting Form is designed for healthcare professionals during pandemicto
capture detailed information about an AE/ADR related to the drugs used in Prophylaxis/
Treatmentof COVID-19. Thisfarmis available on IPC (www.ipc.govin) (Annexure-3).

Personal Protective Equipment (PPE) Adverse Event Reporting Form

In view of COVID-19 Pandemic, NCC-MvP| has specially designed a PPE Adverse Event Reparting
Farm, which primarily aims to collect the adverse events associated with the use of PPEs usedfor
medical purposes (Annexure-d),

Medical Device Adverse Event Reporting Form (For HCPs and MAHSs)

Healthcare professionals including registered medical practitioners, professionals from allied
health sciences, biomedical engineers and license holders including manufacturers and
importers can use this form for reporting any suspected medical device-linked adverse eventto
MyPI-IPC, Thisformisavailable in Hindi and English languages (Annexure 5),

PHARMACOVIGILANCE PROGRAMME OF INDIA | 18
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Medical Device Adverse Event Reporting Form (For Consumers)

Consumers/patients may also make use of suspected medical device adverse event reporting
form for reporting any suspected AE to MvP|, This form is available in Hindi and English languages
{Annexure B).

Other important ADR Reporting Forms

Healthcare Professionals and other stakeholders can also report AEs/ADRS using specific forms
designed purposely forreporting AE/ADR associated with Medicines used in Kala-azar treatment-
Adverse Drug Reaction Form for Kala-Azar treatment (Annexure-7), serious cases related to

vaccine use-Serious AEFI Case Notification Form (Annexure-8).

PvPI
Helpline

Patients/ Consumers/ Healthcare Professionals may report any
suspecied ADR associated with the use of medicinal/ herbal products/
vaccines or medical devices to NCC-PvP! via Toll-Free Helpline No.
1800-180-3024

e-mails

Hospitals/ Medical Colleges and other Healthcare Institutions which are not enrolled as AMCs
under PvPI, may report adverse events by using email (pvpi.ipc@gov.in). Similarly, consumers/
patients alse have the option of reporting adverse events through a dedicated email
[pvpi.ipc@gov.in}including the consumers for reporting ADRs.

Suspected ADR Reporting Form in National Formulary of India (NFI)

MFl serves as a guidance document to medical practitioners, pharmacistsworking
in hospitals and sales establishments, nurses, medical and pharmacy students
and other healthcare professionals. The principal objective of NFlis to promote the
rationaluse and economic prescribing of medicines in the country. The healthcare
professional may utilize the ADR Reporting Form which has been annexed at the
endofthe NFI 2021 to report suspected ADRs.
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AMCs: The Backbone of PvPI
» 1

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 functioning at these institutions under PvPl, across the country are playing a
crucialrolein collection, processing and monitoring of ADRs.

Who can enrol?

Government hospitals/ Autonomous bodies/ medical/pharmacy colleges
Private hospitals/medical/pharmacy colleges

District hospitals

Primary/ Community Health Centresin India

b ol B A

NCC-PuﬁI seaks Enrnllmant Formfrom
Dean/Head of the Institution/ Hospital
forestablishmentof an AMC.

NCC-PvP| examines suitability of
the proposed centre.

Approval from competent authority.

Communication to the newly-
inducted AMC.

FigLire-4. Enrolment procedure for AMCs
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Criteria for enrolment of AMCs

.
i‘f

Lo

Lo

o

¥
i‘l'

If the proposed centre is accepted as AMC, it's essential to function with its own
logistic/infrastructural facilities.

Listof logistics required to setup an AMC under PvPl:

* Dedicated area/Boom for PPl to carry out the Pharmacovigilance activities

* Computersystemwithinternetconnection, Printerwith Scanner

= Telephone

= Table &chair, storage cabinet/almirah with lock & key facility

=  Stationaryitems

* Notice board etc.

The competant authority of PvPl reserves all the rights to accept/reject the proposal and
suggastanyother suitable measure.

The HOD/Dean/Principal/Coordinator/Daputy Coordinator of the proposed centre shall be
responsible to establish/implement PyPlactivitiesinthe centre.

The HOD/Dean/Principal/ Coordinator/Deputy coordinator of the institute shall be
responsible to identify new Coordinator & Deputy Coordinator and to intimate NCC-PyPl in
caseof anychange (transfer/ superannuation etc) immediately.

Upon racognition, NCC-PvP| provides regular training, skill development and technical
training supporttothe personnel engaged in PuPl activities.

Criteria for De-Enrolment/ De-Recognition of AMCs

% AMCs which are non-functional for longest time from their enrolment under PPl in terms of

e

reporting of ICSRs (zero reporting) and other activities related te Pharmacovigilance such as
training, conference, workshop awareness and sensitisation programme on PV,

The AMC enrolled since longest time (since year of enrolment) with zero reporting as

mentioned above will be delisted firstand saon.
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ICSRs database at PvPI
> :

The Pharmacovigilance Programme of India js responsible for the collection, assessment,
detection and communication of risks associated with the use of medical products in Indian
Poputation. The ICSRs collected by AMCs, MAHs, Healthcare Professionals, Patients/Consumers
through different channels reported to NCC-PyPI, IPC. There are 131301* |ICSRs for the index
period (FY 2024-25) and monthly reporting patterns is given below:

35000
30475
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2510
20000

e 13345
15000 12822 % 12273

10000 T770 7039 7430 158
6471
6009 5208
. l l l

0

MNumber of ICSRs

Apr May Jun  Jul  Awg Sep Oect Nov Dec  Jam  Feb  Mar
2024 2024 2024 2024 2024 2024 2024 2024 2024 2025 2025 2025

Manth

*Source: Data retrieved from Vigilyze on 4% May 2025

Figure-5. Month-wise distribution of IC5Rs
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Unknown,

Distribution of ICSRs based on Gender

PvPl database revealed that 49.1% ICSRs were
from female patients and 48.8% were from male Male, 48.8%
patients. No information was provided in 2.0% of
ICSHs,

Figure- 6. Distribution of ICSRs based on gender

Distribution of ICSRs based on age

The database revealed thatthe maximum 35.2 % ICSRs were received from the age group of 18-44
years, whereas the minimum 0.4% IC5Rs were received from the age group of 0-27 days. No
information about the age of the patientswas given in 5.8%1CSRs.
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Figure-7, Distribution of ICSRs based on age
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Distribution of ICSRs based on reporter qualification
Thare weare 41.3%, ICSRs from physicians, 29.2% from other healthcare professionals, 21.6%

from pharmacists, 11.8% from consumers/non-healthcare professionals and 0.3% were

unknown.
Physician
s
'E Other Health Professional
=
: Ph
o armacist
e
=
E
E Consumer/Non Health Professional

Unknown

Figure-8. Distribution of ICSRs based on reporter gualification

E =

=

.ma
' + ; ; ; :

292

413

5 10 15 20 25 30
Number of ICSRs, %

Distribution of ICSRs based on seriousness

a5 40

45

The database revealed that 72.3% ICSRs were non serious and 27.7% were serious reported with

the use of medical products.

Figura-9. Distribution of ICSRs hased on serioUsness
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Distribution of ICSRs based on seriousness criteria

The seriousness criteria of received ICSRs revealed that 2.0% ICSRs were due to death, 1.8%
ICSRs were due to life threatening condition, 15.4% |CSRs were due to prolonged hospitalization,
11.1% ICSRAs were due to other medically important conditions and ICSRs due to congenital

anomaly/ birth defectwere not presant.

Caused/prolonged hospitalization _ 154
Other medically important condition — 11
Death : 2

Life threatening = 18

Disabling/incapacitating .':'-z

Seriousness Criteria

0 2 4 6 B 10 12 14 16
Number of ICSRs, %

Figure - 10. Distribution of ICSRs baged on Seriousness criteris
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Distribution of reactions based on System Organ Classes (SOCs)

ThelCSRs reported in PvP| database revealed that the maximum number of reactions 23.4% were
reported from the S0C-5kin and subcutaneous tissue disorders among the top ten reported

SOCs.

Nervous system disorders

Metabolism and nutrition disorders
Investigations

Respiratory, thoracic and mediastinal disorders
Injury, poisoning and procedural complications
Blood and lymphatic system disorders
Musculoskeletal and connective tissue disorders

System Organ Classes

0.0 5.0 10.0 15.0 20.0 25.0
Number of ICSRs, %

Figura-11, Distnbution of reactions based on SOCs
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Distribution of ICSRs based on Anatomical Therapeutic Chemical
(ATC) Classification

The ICSRs reported in PyPl database revealed that the maximum number of suspected drugs
31.1% were reported from the ATC-Anti-infectives for systemic use among the top ten reported
ATCs.

ANTHNFECTIVES FOR SYSTEMIC USE | e 11
ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS — 23.6
ALMENTARY TRACT AND meTABoLsM | R 17.1
sensory orcans | Y : 5.5
pErmATOLOGICALs | NN 15.5
CARDIOVASCULAR SYSTEM — 13.2
nervous systen | R 1.6

BLOOD AND BLOOD FORMING ORGANS - 7.5

GENITO URINARY S5YSTEM AND SEX HORMONES - 7.4

RESPIRATORY SYSTEM R s

MUSCULO-SKELETAL SYSTEM | cd 5.3

Anatomical Therapeutic Chemical Classification

VARIOUS | bl 3.1
SYSTEMIC HORMONAL PREPARATIONS, EXCL. S5EX... - 2.8

ANTIPARASITIC PRODUCTS, INSECTICIDES AND... [ FRI

] 5 10 15 20 5 30 i5
Number of ICSRs, %

Figure- 12, Distribution of ICSAS based on ATC Classification
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Top 10 reported Preferred Term

The data reported in the PvPI database revealed that the maximum percentage of adverse drug
reactions (Preferred Term) reported was pruritus (8.2%) coded by MedDRA dictionary,

Pruritus B2

rash | () .2
vomiting | (N 5 :

3
Z
I
&

Preferred Terms
-]
g a
2 §
I
-

Diarrhoea | () 1

Erythema | M) 2.9
Headache | R 2 8
Dizziness _1-5

[4] 1 2 3 4 8 ] 7 8 q
Number of ICSRs, %

Figure-13. Top 10 reported Preferred Term
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Top 10 active ingredients reported in ICSRs

Analysis of Active Ingredients (Als) from reported ICSRs revealed that Pantoprazole (3.3%) was
the highestreported Al duringthisindex period.

pantoprazote | NN : 2
paracetamol | (NN : -
Dexamethasone — L5
g ondansetron | Y 15
b 4
0 panitidine | NN : 3
= 1
'.E Atorvastatin _ 0.7
.ﬁ 5
L)
3 Palonosetron u—' 0.6
Acetylsalicylic acid = 0.6
Metformin _ 0.6
Ceftriaxone _ 0.6

15 2 25 ] 35
Number of ICSRs, %

(=]
2
w
[y

Figura- 14, Top 10 reported Active ingrediants
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ICSRs received from non-AMCs

Besides receiving ICSRs from AMCs, NCC-PwP|, also received ICSRs through several hospitals,

medjcal colleges and other institutions, which are not enrolled as an AMC under PvPl [i.e. non-

AMCs) across India. The non-AMCs sent the filled Suspected ADR reporting form to NCC-PyFI

through a dedicated e-mail id; pvpl.ipc@gov.in. These ICSRs were then forwarded to the nearest
190

AMC for doing causality assessment. During the index period, 2023 ADRs weare reported via non-
AMCs, month-wise distribution of these AEsis given below:
214
200 + 189 187
168 172
159 162 162
148 156
15“ E ol
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100 +
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ICSRs received via PvPl Helpline

Toll-free Helpline was initiated on 117 October, 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 associated with the use of medical products/
medical devices through Toll-free Helpline. Calls are primarily responded in English and Hindi on
all working days between 2:00 AM and 5:30 PM. A total of 524 |C5Rs were received through Toll-
free Helpline, the month-wise distribution of such ICSRs is as given below:
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Figure- 16, Month-wise ICSRs received from PePl Helpline (Toll-frae}
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India secured 5" position among WHO PIDM Member countries
during this index period

India has contributed 3.7% ICSRs and was the & largest contributor of 1CSRs submission to
VigiBase among 181 World Health Organization Programme for International Drug Monitoring
(WHO-PIDM) member countries.

United States of America —25-3
Korea (the Republic of) _ 185
sapan | (D =.0

Saudi Arabia -4-0

India - 3.7

United Kingdom of Great Britain and Northern Ireland .1-'4Ir

Countries

China

France : 2.5
Mexico . 2.3
Colombia . 23

0.0 5.0 100 150 200 25.0 30,0
Number of ICSRs, %%

Figure- 17, India’s ranking during Index period
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India secured 8" position among WHO PIDM Member countries

Owerall, India has contributed 2.3% ICSRs and was the 8" largest contributor among 181 World
Health Organization Programme for International Drug Monitoring (WHO-PIDM) member
countriesinterms of submission of ICSRs taVigiBase.

United States of America —41-3
Korea (the Republic of) - 7.9
China -5-0
United Kingdom of Great Britain and Northern Ireland --4'5

Germany -. 4.2

France .3-5
Italy Jt-“
India ali
lapan 'lﬂ

Canada . L7

Countries

0.0 50 10.0 150 20.0 25.0 30.0 350 40.0 45.0
Number of ICSRs, %

Figure- 18, Top 10 reporting countries
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Contribution by MAHs
3 4

Marketing Authorization Holders play a crucial role in reporting AEs/ADRs to PvPl. As per,
amendment to the Drugs and Cosmetics Rules, 1945 and Mew Drugs & Clinical Trials Rules 2019
{NDCT Rules 2019), Pharmacovigilance is 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 pepulace. During this index period a total of 124 MAHSs had submitted 73973 ICSRs to
NCC-PvPI, including initial and follow-up case.
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Figure-19. Month-wise ICSR raceived from MAHs
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List of Pharmaceutical companies/MAHs reporting ICSRs to PvPI

S. No. MAHSs S. No. MAHs
1.  |Abbott India Ltd. 16. |Bayer Pharmaceuticals (P) Ltd.
2. |AbbVie Therapeutics India (P) Ltd. 17. |BE Pharmaceuticals (P) Ltd.
3.  |Akums Drugs & Pharmaceuticals Ltd, 18. |Besins Healthcare India (P) Ltd.
4. |Alcon Laboratories India (P) Ltd. 19. |Bharat Biotech International Ltd.
5. |Alembic Pharmaceuticals Ltd. 20. |Bharat Serums And Vaccines Lid.
6. |Alkemn Laboratories Ltd. 21. |Biocon Biologics Ltd,
7. |Amgen Technology (P) Ltd. 22. |Biological E Ltd.
8. |Amneal Pharmaceuticals (P) Ltd. 23. |Bio Genomics Ltd.
8. JAristo Pharmaceuticals (P) Ltd. 24, |Biovaceines India (P) Ltd,
10,  |Astellas Pharma India (P) Ltd. 25. |Blue Cross Laboratories (P) Ltd.
11. lAstraZeneca Pharma India Ltd. 26. |Boehringer Ingelheim India [P) Ltd.
12. Aurobindo Pharma Ltd, 27. |Bristol-Myers Squibb India
13. |AXA Parenterals Ltd. 28. |Cadila Pharmaceuticals Ltd,
14. |B. Braun Medical (India) (P) Ltd. 29, |CiplaLtd.
15. |Baxter (India) (P} Ltd. 30. |Concord Biotech Ltd.
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31. |Dr Reddy's Laboratories 46, |Galderma India (P) Ltd.

32. |[EISAl Pharmaceuticals India (P) Ltd. 47, |Gilead Sciences

33. |El Lilly & Company (India) (P) Ltd. 48. f:jfm SmithKline Pharmaceuticals
34. |Emcure Pharmaceuticals Lid. 45,  |GlaxoSmithKline Asia (P) Ltd.

35. |{Encube Ethicals (F) Ltd. 50. |GlaxoSmithKline Consumer (P) Ltd.
36, |Eris Lifesciences Ltd. 51. |Glenmark Pharmaceuticals Ltd.
37. |ESPlIndustriesand Chemicals (P) Ltd. 52. |Grifols India Healthcare (P) Ltd,
38. rLE]:;aﬂllds_inla:iissl {Ordain Health Care Global 53. |Guerbet India (P} L1d.

39. [Exemed Pharmaceutical Ltd. 54. |Gufic Biosciences Ltd.

40, |FDC Ltd. B5. |Hetero Labs Ltd.

41. |Ferring Pharmaceuticals (P) Ltd. 56. |Imaging Products India (P) Ltd.

42. |Fertin India (P) Ltd. = ILT;UMEWMVE Cell Therapy (P)
43, |FIDIA Farmaceutici Damor SpA. 58. [Immunocore Holding

44, |Fresenius Kabi India (P) Ltd. 59. |Immuneel Therapeutics (P} Ltd.
45, [Fresenius Kabi Oncology Ltd. 60. |Indoco Remedies Ltd.
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61. |Intas Pharmaceuticals Ltd. 79. |Mylan Laboratories (P) Ltd./Viatris
62. |Inventia Healthcare Ltd. 80. [Novartis India Ltd,

83. |IPCA Laboratories Ltd. 81. |Movo Medi Sciences (P) Ltd.

64, |ltalfarmaco SpA. 82, |Movo Mordisk India (P) Ltd.

65. |[ITM Medical Isotopes GmbH 83. |Optimus Pharma (P) Ltd.

66. :-tg Chemicals and Pharmaceuticals 84. |Organon India (P) Ltd.

&7, |lohnsons & Johnsons (P) Ltd. 85. |Otsuka Pharmaceutical India (P) Ltd.
68. |Kusum Healthcare (P) Ltd. 86. |Panacea Biotec Ltd.

69. |LG Chem LifeSciences India (P) Ltd. 87. |Paviour Pharmaceuticals (P) Ltd.
70. |Lupin Ltd. BB. |PfizerLtd.

71. |Macleods Pharmaceuticals Ltd. 89. [Pharmazz India (P) Ltd.

72. |Madras Pharmaceuticals 90. |Piramal Pharma Ltd.

73, |Mankind Pharma 81, |PlasmaGen BioSciences (P) Ltd.
74. |Medley Pharmaceuticals Ltd. 2. |[Reckitt Benckiser (India) (P) Ltd.
75. |Merck Healtheare (P) Ltd. 93. |BReliance Life Scienceas (P) Ld,

76. |Modi-Mundipharma (P) Ltd. 94. |Roche Products (India) (P) Ltd.

77. |MSD Pharmaceuticals (P) Ltd. 5. |Rusan pharma Ltd.

78. |MSN Laboratories (P) Ltd. 86. [Samrudh Pharmaceuticals (P) Ltd.
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87. |Sandoz 111, [Themis Medicara Ltd.

88. |Sanofi India Ltd. 112. |Torrent Pharmaceuticals Ltd.
89. [(Santen India (P) Ltd. 113. [Troikaa Pharmaceuticals Ltd.
100. |Sentiss Pharma (P) Lid. 114, (USY Private Ltd.

101, |Septodont Healthcare India (P) Lid. 115. Venus Remedies Ltd.

102, |Serum Institute of India Ltd. 116, |Vifor Pharma

103, [Sarvier India (P) Ltd, 117. |Vivere Imaging (P) Ltd,

104. |Shilpa Medicare Lt 118. IWindlas Biotech Ltd.

105, |Steril-Gene Life Sciences (F) Ltd. 118. (Win-Medicare (P) Lid.

108. |Sun Pharmaceutical Industries Ltd. 120. Wipro GE Healthcare (P) Ltd.
107. |Swiss Garniers Genexiaa Sciences (P) Lid. | 121. Wockhardt Pharmaceutical Ltd.
108. |Synokem Pharmaceutical Ltd. 122, (Zuventus Healthcare Ltd.
108, (Takeda Pharmaceuticals India (P) Ltd. 123. [Zydus Lifesciences Ltd.

110. |The Procter & Gamble Company

PHARMACOVIGILANGE PROGRAMME OF INDIA [ 38




PERFORMANCE REPORT 2024-25

Quality Management System in PvPI

.‘

To ensure the patient safety through a transparent approach and high-quality services, PvPl has
been found to conform with 1IS0O 9001:2015 Quality Management System (QMS) and also adopts
the Good Pharmacovigilance Practices (GVP) as per one of the WHO Pharmacovigilance
Indicators with afocused approach on scientific innovation and rationality.

List of SOPs in different divisions of PvPl is given below:

Technical Secretariat

1. | SOP for functioning of Technical Secretariat

Quality Assurance (QA)

2. SOP for making SOP

3. | Procedure for specimen signatures

4, | Change control procedure

5. SOP for handling deviation

G. SOP for handling of non-conformance

7. | SOP for corrective and preventive action

8. | S0P for audit of NCC-PvP|

9. | SOP for management review meeting

10. | s0P for collection of ADB/AE Reports

11. | SOP for preparation and submission of progress reports
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12. | SOPtofill suspected Adverse Drug Reaction reporting form
13. | SOPto perform causality assessment
14, | SOP to enter ADR data to VigiFlow software
15, | SOP for processing and quality review of ICSRs
16. | SOP for documentation at AMCs
17. | SOP for ensuring the functioning of AMCs
18. | SOP for functioning of Quality Review Panel
189. | SOP for archiving and disposal of documents
0. S0P for handling of Preventable ADRs including medication error, lack of
therapeutic efficacy, and guality related events.
21. | SOP for enrolment of new AMCs under PvPI
22. | SOP for functioning of Waorking Group of PyPI
23. | SOP for functioning of Steering Cormmittee
24, | SOP for Delisting of AMCs under PvP|
Signal Detection
25. | SOP for operational functioning of Signal Review Panel
26. | SOP for functioning of Signal Review Panel
27. | SOP for data mining of SUSARS and non-sarious ADRS/AE from VigiFlow

PHARMACOVIGILANGE PROGRAMME OF INDIA [ 40




PERFORMANCE REPORT 2024-25

PV Regulatory Affairs
28. | Processing of ICSRs reported by MAHSs
National Health Programme
285, EDP for coordination between Pharmacovigilance Programme of India (PvPl) and
Mational Health Programmes (NHPs)
30. | Processing & communication of AEFI-ICSRs
Training and Education
31. | SOPto conduct training by NCC-PuP|
45, S0P for Functioning of Regional Training Centres (RTCs) and financial assistance
undsar PvPI
33. | SOP for functioning of Core training panel
54, SOP for functioning of AMCs and Financial assistance guidelines to AMCs under
PVPI
Promotion Communication and Publication
35. | SOPtor drafting, publication, distribution and control of resource materials of PvPI
36. | SOPfor publication and communication between PvP| and stakeholders
Information Technology
37. | SOP for data integrity and storage
38. | VigiFlow login Id distribution and retrieval procedure
26, S0P for establishing link at the Ministry of Hﬂ_aith and Family Welfara's wab-portat
for the Pharmacovigilance Programme of India
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Human Resources
40. | SOP for the recruitment of contractual employee under NCC-PvPI, IPC
41. | SOP for the job responsibilities of PvPl staff under NCC-PyPI, IPC
42, | SOP for conducting teleconference meeting with AMC PvAs
International Cooperation
43. | S0P for functioning of International Cooperation Division
Individual Case Safety Report processing
44, | SOP for processing ADR received though PvP| Mobile App - "ADR-PvPI"
45. | S0P for processing Adversae Events receivad from consumers via e-mail
46, | SOP for processing Adverse Events reported by Non-AMC to NCC- PvPI
a7, SOP for receiving ADR from healthcare professionals and consumers through PvPl

helpline number
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Quality of ICSRs

The VigiGrade™ completeness score is a WHO system to measure the quality of the information
provided on ICSRs. The graph represents the average completeness score of ICSRs submitted
from India (Blue line) as compared to submitted ICSRs by all the other countries (Green dotted
line). The average completaness scorefor the lastfinancialyear accounts forabout 0.80 out of 1.

Average Completeness score over time

““W

W
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———— e

.
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Time point received at the UMC (year and quarter)

Figure-20. Graphical representation of VigiGradeTM Completeness scare of quality of [CS5Rs
submitted by PvP! to UMC databasea
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Newly Enrolled ADR Monitoring Centres (AMCs) under PvPI
3 4

Duringthe index period, NCC-PvPI, IPC has enrolled 155 new AMCs across India. The States/UTs-
wisedistribution of newlyenrolled AMCs under PPl are given below:

Haryana 30 West Bengal 3
Rajasthan 17 Bihar 2
Punjab 16 Chandigarh 2
Uttar Pradesh 15 Odisha 2
Andhra Pradesh 11 Himachal Pradesh 1
Maharashtra 8 Jammu & Kashmir 1
Tamil Nadu 8 Jharkhand 1
Delhi 7 Ladakh 1
Gujarat 7 Madhya Pradesh 1
Kamataka B Manipur 1
Telangana 6 Tripura 1
Kerala 4 Uttarakhand 1
Assam 3
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List of all newly enrolled AMCs (23 Government and 132 Non-Government) under PvPl is given

below:

5. No.

States/UTs

AMC Name & Address

Status

Andhra Pradesh

Government Medical College
Noonpalle, Mandyal,
Andhra Pradesh-518501

Govermemt Medical College
Eluru, Near Old Bus Station, Eluru District,
Andhra Pradesh-534001

ACSR Govt. Medical College
Dargamitta, SCSR, Mellore,
Andhra Pradesh-524004

Government Medical College
Vidya Nagar, Rajamahendravaram,
East Godavari, Andhra Pradesh-533105

Government

Andhra Hospitals (Vijayawada) Put. Ltd.
Tagore Chamber, 29, Nakkala Road, Governor
Peta, Vijayawada, NTR District,

Andhra Pradesh-520002

Trust Multispeciality Hospitals
11-427, Sarpavaram Road, Kakinada,
Andhra Pradesh-533005

Swatantra Hospitals (Multispecialities)
Private Limited

Kambala Cheruvu, Rajamahendravaram,
East Godavari, Andhra Pradesh-533105

Good Samaritan Cancer & General Hospital
Eluru, Andhra Pradesh-534001

Mon-
Government
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10.

11.

GSL Trust Cancer Hospital
Kambala Cheruvu, East Godavari,
Andhra Pradesh-533105

Sai Hospital, Aryapuram
D.MNo.- 12-20-4/1, Rajamahendravaram, East
Godavari, Andhra Pradesh-533104

Gitam Instlitute of Medical Sciences and
Research Gitam (Deemed to be University)
Gandhi Nagar, Bushikonda, Visakhapatnam,
Andhra Pradesh-530045

12,

13

14.

Assam

Malbari Medical College and Hospital
Dakhingaon, PS - Ghograpar, Nalbari,
Assam-781350

Kokrajhar Medical College & Hospital
Rangalikhata-Pt.l, Kokrajhar, Assam-783370

Dhubri Medical College & Hospital
R.K Mission Road, Jhagrarpar, Dhubri-783325

Governmeant

15.

16.

Bihar

Bhagwan Mahavir Institute of Medical
Science (BMIMS)
Pawapuri, Malanda, Bihar-803115

Government

Ford Hospital & Research Center Pvt, Ltd.
NH30, New Bypass, Khemnichak,
Ramakrishna MNagar, Patna, Bihar- 800027

Man-
Government

17.

18.

Chandigarh

Healing Hospital and Institute of Paramedical
Sciences
Sector 344, Chandigarh-160022

Mon-
Governmeant

Government Medical College & Hospital
Sector 32, Chandigarh-160030

Government
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19.

20.

21.

23

24,

2B,

Dethi

Ramial Kundanlal Orthopaedic Hospital &
R.K Maternity Home
East Dalhi, Dalhi-110082

Aakash Healthcare Super Speciality Hospital
Road Mo. 201, Sector-3, Dwarka,
New Delhi-110075

Fortis Fit. Lt. Rajan Dhall Hospital
Aruna Asaf Ali Marg, Pocket-1, Sector-B,
Wasant Kunj, South Wast, New Delhi 110470

Mational Heart Institute
49-50, Community Centre, East of Kailash,
New Delhi-110065

B M Gupta Hospital Pvt. Ltd
H-5, 8to 15,21,22,26 Uttam MNagar,
South Wast, New Delhi-110058

Neonest Hospital
A-1/3, Prashant Vihar, Rohini,
New Delhi-110085

Divya Prastha Hopital
RZ-37, Main Road, Raj MNagar-I, Palam Colany,
South West, New Delhi-110045

Man-
Governmeant

26.

27

Gujarat

GMERS Madical Collega

Panchmahal Godhra, Government
Engineering College, Lunavada Road,
Godhra, Panchmahal, Gujarat-389007

GMERS Medical College

General Nursing School Building, Opp.
Bhawvsinhji Govt. Hospital, Porbandar,
Gujarat-360575

Government
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28,

29.

20.

31.

32,

Govl (CL PSC) Spine Institute
Physiotherapy College, Ahmedabad,
Gularat-380016

Oswal Aayush Super Speciality Hospital
Plot Mo. 55/56, Digvijay Plot, Jamnagar,
Gujarat-361005

SIDS Hospital & Research Center
Opp. Ring Road, New Opera House,
Khatodara Wadi, Surat, Gujarat-395002

Medipolis Life Care LLP

E-1, Medipolis, Mew Doctor House, Deesa
Highway, Palanpur, Banaskantha,
Gujarat-385001

Spandan Multispecialtiy Hospital
1/8 2/8 Nandigram Society, Sindhawai Mata
Road, Manjalpur, Vadodara, Gujarat-390011

MNaon-
Government

33,

34,

1H

36.

37,

Haryana

Goel Orthopaedic Centra
SCF 15-16 Huda Complex, Gpp. DRDA,
Gohana Road, lind, Haryana-126102

Chowdhary Hospital
Rohtak, Haryana- 124001

Siwach Sanjeevani Hospital
123, Rajendra Magar, Main Gohana Road,
Rohtak, Haryana-124001

Apex Heart Super Speciality Hospital
Ambala, Haryana-134003

Shree Hari Hospital (Super Speciality
Hospital & Trauma Centre)
31 Ashoka Colony, Karnal, Haryana-132001

Man-
Government
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38.

38,

Aashirwad Hospital
Bye Pass Road, Gobindpuri, Yamuna Nagar,
Haryana-135001

Fortis Escorts Hospital
Nealam Bata Road, Faridabad,
Haryana-121001

41,

LHDM & Dr. Prem Hospital
Panipat, Haryana-132103

42,

Sarwal Hospital
Civil Line, Ambala City, Haryana-134003

Monga Hospital & Stone Centre
Mahesh Magar, Ambala, Haryana-133001

Kalra Hospital
Panipat, Haryana-132103

Ravindra Hospital and Heart Centre
Hisar, Haryana-125001

44,

Park Hospital, Faridabad
Haryana- 121006

47,

Apex Plus Super Speciality Hospital
174-L, Model Town, Rohtak, Haryana-124001

Ahooja Eye & Dental Institute
560/1, Dayanand Colony, New Railway Road,
Gurugram, Haryana-122001

CDAS Superspeciality Hospital
Malibu Town, Sec 47, Gurugram,
Haryana-122018
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50.

Dr, Jale's Life Care Hospital
#274, Near Kailash Ashram, Subhash MNagar,
Model town, Rohtak, Haryana-124001

51.

Pushpanjali Hospital
Rajesh Pilot Chowlk, Garhi Bolni Road,
Rewari, Haryana-123401

52,

Jaspal Mursing Home
69 Model Town, Ambala City, Haryana-134003

53.

NP Rawal Hospital Pvt.Ltd.
7886, lernaily Colony, Mear Dyal Singh College,
Karnal, Haryana-132001

M M College of Medical Sciences & Research
IMMCMSR)
Sadopur, Ambala, Haryana-134007

&5,

Bhagwan Das Hospital
Block E, Omaxe City, Sector 18, Sonipat,
Haryana-131001

56.

Kirti Hospital
1315/4 Park Road, Kaithal, Haryana-136027

o7,

VK Meurocare and Trauma Research Hospital
M-158, Model Town, Hisar, Haryana-125005

=1: 8

Primus Hospital
Opp. Bank of Baroda, Near Shiv Chowk,
Sanoli Road, Panipat, Haryana-132103

Soni Burn & Plastic Surgery Hospital
Sec -15.A, Kanari Road, Hisar, Haryana-125001
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Gobind Nursing Home
5a. 120- Hetram Park, Opposite Jat College,
Hisar, Haryana-125001

Sri Onkar Eye 7 ENT Care Centre
&0, 1402/677, Mew Model Colon, Prem Magar,
Ambala, Haryana-134003

Vedamritia Hospital

G1.
Hisar, Haryana-125121

Park Hospital (A unit of DMR Hospitals Put. Ltd.)

G2.
Karnal, Haryana-132116

Malhotra Hospital and Trauma Centre

i A 5
53, '1::::::1 Opp. Petrot Pump, Main Bazar, Near Chowk, Gauzl::n[:nent
Mandi, Himachal Pradesh-175008
54 J&K Triveni Nursing Home Maon-
’ 8-C/C, Gandhi Nagar, Jammu, J&k-180004 Governmeant
Paras HEC Hospital o
G5, Jharkhand Sector-3, Dhurwa, Near JSCA Stadlum, oErnmanit
Ranchi-834004
NU Hospitals Pyt. Ltd.
GE, #4.1, West of Chord Boad, Next to Iskcon,
Rajaji Nagar, Bengaluru, Karnataka-560010
Basaveshwara Medical College & Hospital
G7. SIM Campus, NH-4, Medehalli, Chitradurga, Non-
Karnataka | karnataka-677502 TR

Kauvery Hospital

Ne.92/1A, Konappana Agrahara, Electronic
City Banglore, Bangalore Bural,
Karnataka-5680100

GE.
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51=H

70.

71.

St. Martha's Hospital
#5, Nrupatunga Road, Opp. RBI, Bangalore,
Karnataka-560001

Rajarajeswari Medical College & Hospital
Kambipura, Mysuru Road, Bangalore,
Karnataka-560074

Sahyadri Marayana Multispecialty Hospital
Shimoga, Karnataka-577202

T2

73

74,

75,

Kerala

Government Medical College
Annakuthi Konni, Pathanamthitta,
Kerala-689691

Silverline Hospital
Kadvanthra, Kochl, Ernakulam, Kerala-682020

Sunrise Hospital
Kakkanad Seaport, Airport Read, Thrikkakara,
Ernakulam, Kerala-682030

Ahalia School of Pharmacy
Palakkad, Kerala-678557

Government
Maon-
Government

76.

Ladakh

PHC-Bogdang
Mear Bogdang, Bridge, Leh, Ladakh-194401

Government

Madhya Pradesh

Best Superspeciality Hospital
labalpur, Madhya Pradesh-482002

MNon-
Government
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78,

74,

BO.

81,

B2,

B3,

B4,

BS.

Maharashtra

VIMS Hospital
Mohan Magar, LIC Square Kamtee Road,
Magpur, Maharashtra-440001

Apple Hospitals & Research Institute Ltd.
Apple Saraswati Multispeciality Hospital
804/2, B0S/2, E'Ward, Kadamwadi-
Bhosalewadi Road, Kothapur,
Maharashtra-416003

Sant Gajanan Maharaj Rural Hospital
Site- Chinchewadi, Gadahinglaj Road
Hasurwadi, Kolhapur, Maharashtra-416503

Aureus Institute of Medical Sciences

Plat No. 16, Wanjari Nagar, Opp. Rajabaksha
Hanuman Mandir, Nagpur,
Maharashtra-440003

Sadhu Vaswani Mission's Medical Complax
Pune, Maharastra-411001

Sri Dhaneshwari Manav Vikas Mandal's
Private Medical College

RP Hospital & Research Centre
Pedgaon, Parbhani, Maharashtra-431537

Sancheti Institute for Orthopaedics &
Rehabllitation
16, Shivajinagar, Pune-411005

Sahayog Hospital (A unit of Ramade
Memorial Medicare & Research Institute LLP)
Rani Arantibai Chowk, Ring Road, Gondia,
Maharashtra-441814

Man-
Government
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Manipur

Cancer Treatment Services Hyderabad Put.
Ltd. & Babina Speciality Hospital
Khabeisoi, Sajiwa Jail Road, Imphal East,
Manipur-795010

MNon-
Government

B7.

Odisha

Dharanidhar Medical College & Hospital
Keonjhar, Odisha-758002

Governmeant

88,

Ba.

840.

a1,

82,

84.

84,

a5,

Punjab

Hitech Medical College & Hospital
Rourkala, Odisha-769004

Mon-
Government

Dr. B. R. Ambedkar State Institute of
Medical Sciences
Phase-g, Mohali, Punjab-160055

Government

Dr. Karam Singh Memorial Multispeciality
Hospital
18-A, Circullar Road, Amritsar, Punjab-143001

Khanna Multispeciality Hospital Pvt. Ltd,
Main GT Road, Khanna, Punjab-141401

Kalyan Hospital
Div. No. 3 Chowk, Near Fira Brigade,
Ludhiana, Punjab-141008

Umeed Multispecialty Hospital
Dhuri, Patiyala By-pass Road, Near GIS
School, Sangrur, Punjab-148007

The Akashdeep Hospital
Majitha Road, Amritsar, Punjab-143001

Pancham Hospital
(A unit of Pancham Hospitals Pvt. Ltd.)
Ludhiana, Punjab-141002

Man-
Government
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96.

lgbal Nursing Home & Hospital
74, Club Road, Civil Lines, Ludhiana,
Punjab-141001

87.

Healthsure Multispeciality Hospital
Ludhiana Highway Road, Gharuan, SAS
Nagar, Punjab-140413

88.

Grecian Hospital
Sector 69, SAS Nagar, Mohali, Punjab-1600862

89,

Aggrawal Liver & Gut Superspeciality Hopsital
275-276, JP Magar, Near BSNL Exchange,
Jalandhar, Punjab-144001

100,

Helios Hospital
Opp. Bhatti Road Corner Barnala byepass
Road, Bhatinda, Punjab-151001

101.

Parmar Hospital
Bela Road, Ropar, Punjab-140001

102.

The Corporate Hospital
Batla Road, Amritsar, Punjab-148001

103,

Sant Ishar Singh ji Memaorial Hospital
Village Rara Sahib, Punjab-141418

104,

Tagore Hospital & Heartcare Centre
Banda Bahadur Magar, Mahavir Marg,
lalandhar, Punjab-144008
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shri Krishan Hospital
106. Mear Bijorl, Lalsot Road, Dausa,
Rajasthan-303303

Rhythm Heart & Multispeciality Hospital
106. Opp. FCI Godown, Near Kendriya Vidyalaya,
Udaipur Road, Banswara, Rajasthan-327001

AMRC Hospital
107. Kiran Path, Mansarovar, Sector-3, Jaipur,
Rajasthan-302020

Om Hospital
108, 8-9, Near BSNL Godown, Naya Gaon Road,
Pali Marwar, Rajasthan-306401

165 Maharaja Agrasen Superspeciality Hospital Non-
’ HajaSthB" JEI'I'JU Iy REjESthEn—aﬂEﬂEB Government
110. Mittal Hospital

MNear Agresen Circle, Alwar, Rajasthan-301001

Gurukripa Hospital Research Centre Pyvt. Lid.
bk B Gurukripa Circle, Jyoti Nagar, Piplani Road,
Sikar, Rajasthan-332001

Maxwell Hospital, (A unit of National Health
Institute and Medical Resesarch Centre Trust)
Opp. Khandaka Marriage Garden, Jhotwara
Road, laipur, Rajasthan-302006

112,

Sadhna Hospitals Pvi. Ltd.
113. Jharkhand Mode, Khatipura Road, Jaipur
Rajasthan-302012
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114,

115.

Chirayu Hospital {A unit of KSCH Pvt. Ltd.)
Hathoj, Kalwar Road, Jaipur,
Rajasthan-302012

T116.

Suvira Hospital
7/C-02, Shipra Path, Mansarovar, Jaipur,
Rajasthan-302020

TR

Shri Ram Hospital (A Unit of Shri Ram Super
Speciality Surgical Centre Pvt. Ltd.)

Opp. Mahamandir Railway Station, Jodhpur,
Rajasthan-342006

118,

Advance Amcure Hospital Pyt. Lid.
Jaipur, Rajasthan-302029

8.

Shree Rana Hospital & Charitable Medical
Institution

317/318, Vaishali Nagar, Ajmer,
Rajasthan-305001

120.

Manglam Plus Medicity Hospital
Shipra Path, Mansarovar, Sectar-5, Jaipur,
Rajasthan-302020

27,

Dana Shivam Hospital
Plot No. 2, Central Spine Sector-2, Vidyadhar
Magar, Jaipur-362023

GBH Amerlcan Hospital,
101 Kothi, Bagh, Bhati ji ki Bari, Udaipur,
Rajasthan-313001
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Gowvt. Villupuram Medical College
122, Mundiampakkam Village, Villupuram,
Tamil Nadu-605601

Government Vellore Medical College &
123. Hospital

Adukkamparai, Vellore, Tamil Nadu-632011
Government

Government Medical College
124. Tiruppur, Dharapuram Road,
Tamil Nadu-601608

Government Medical College & ESI Hospital

125 ! .
Coimbatore, Tamil Nadu-6841015

St. Peter's Medical College Hospital &
Tamil Nadu Research Institute

126. Dr. MGR Magar, Near Aeri Campus, Opp. to
Sipoot-1l, Hosur, Krishnagiri,

Tamil Nadu - 635130

JCB Hospitals
127. No:1, Vepanthoopu Street, Palani Road,
Dindigul, Tamil Nadu-624001 Maon-

Government
Vels Medical College & Hospital

12/123, Valan Nagar, Periyapalayam Road,
Manjankaranai Village, Uthukottal Taluk,
Tiruvallur, Tamil Nadu-801102

128,

T.N.K.H.MN.U. Charity Fund Hospital
128. Na.23, NRT Road, Theni,
Tamil Nadu-625531
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130. Rajiv Gandhi Institute of Medical Sciences
Adilabad, Telangana-504001
) Gavernment
Government Medical College
131, Wikarabad, Biladakalaalampally, Vikarabad,
Telangana-501101
Premier Hospitals Pvt. Ltd,
132 Door No, 12-2-710/1, Opp. Queba Masjid,
’ MNanal Magar X Road, Mehdipatnam,
Hyderabad, Telangana-500028
KIMS Hospital Enterprises Pyt. Ltd.
o= Telangana |, 11 2/56/EE, Gachibowli - Miyapur Road,
Serilingampally Mandal, Kondapur, Ranga
Reddy, Telangana-500084
MNon-
Government
Medicover Women & Child Hospitals
134 Beside Shilparamam, Opp. Hitex Charminar,
’ Hitechcity Hyderabad,
Telangana-500081
Prathima Belief Institute of Medical Sciences,
135. H.Mo, 51-3-630, Sahasra Magar,
Mear Ayyappa Swany and lskon Temple,
Mulugu Road, Telangana, Warangal-506007
ILS Hospitals
; Agartala New Capital Complex, New Non-
138 Tripura Secretariat, West Tripura, Government
Tripura-799010
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Government Medical College
137. Badaun, Gunera, Wazidpur, Sirsauli, Government
Uttar Pradesh-243601

MIMHANS Neuroscignces Hospital

281, 283 Mangal Pandey Nagar, Opposile
CCS University, Meerut,

Uttar Pradesh-250004

138.

SAMS Goodlife Hospital
138, 10142, 10173, Brahampura East, Stadium
Road, Bareilly, Uttar Pradesh-243122

Heritage Instituie of Medical Sciences
140. MH-2, G T Road Bypass, Bhadwar, Varanasi,
Uttar Pradesh-221311

Hind Institute of Medical Sciences
141. Uttar Pradesh | village-Mau, Post-Ataria, Tehsil - Sidhavli,
Dist.- Sitapur, Uttar Pradesh-261303 Righ

Government
SPES Superspeciality Hospital

Omega Il, NRI City Complex, Near Pari Chowk,

142.
Greater Noida, Gautam Buddha Nagar,
Uttar Pradesh-201310

143 Apex Hospital (Unit of Medigrowth Pvt. Ltd.)

Moradabad, Uttar Pradesh-244001

Taurus Hospital
144. 208, Safipurlst Ramadevi, GT Road, Kanpur,
Uttar Pradesh-208007

Metro Hospital & Heart Institute
Cardiology Wing, X-1, Sactor 12, Moida,
Gautam Bhudha MNagar,

Uttar Pradesh-201301

145,
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146.

147,

148,

148,

150.

151,

Mavin Hospital

(A Unit of Mavin Medicara Pvt.Ltd.)
NH-3, Pocket-F, Alpha-2, Greater Noida,
G.B. Wagar, Uttar Pradesh-201308

Moida International Institute of Medical
Sciences

Plot No.1, Sector-17 A, Yamuna Expressway,
Opp. F1 Treck, Gautam Budh Nagar,

Uttar Pradesh-203201

Charak Hospital and Research Centre
Lucknow, Uttar Pradesh-226003

Atlanta Mediworld Multispaeciality Hospital &
Research Centre

(A Unit of RRM Services)

Sector-14, Vasundhara, Ghaziabad-201012

Mayo Medical Centre Pvt Ltd
Vikas Khand-2, Gomti Nagar, Lucknow,
Uttar Pradesh-226010

Krush Divine Hospital
(A unit of Ramraj Wellness Pvt Ltd)
&.B. Nagar, Uttar Pradesh-203207

152.

Uttarakhand

Graphic Era Institute of Medical Sciences
Dehradun,
Uttarakhand-248001

Mon-
Governmeant
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Desun Hospital

(& unit of PN Memorial Meuro Centre &
153. Research Institute Ltd.)

Desun More, KasbaGolpark, E M Bypass,
Kolkata, West Bengal-100107

Amri Hospitals Non-
West Bengal ia. P-

iFks ga Dharkuria, P-4 & 5, C.I.T. Scheme, Gavarnierit
Gariahat Road, Kolkata,

West Bengal-700029

Neotia Getwel

14 unit of Ambuja Healthcare Venture Limited)
Littorayon Behind, City Centre Matigara,
Siliguri, Darjeeling, West Bengal-734010

155.
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Signal and Drug Safety Alerts by PvPI
4 1

PvPl confirmsthe signals and issues drug safety alerts from time totime. 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 documentad previously”. Signal detection and
clinical assessment of ICSRs form a vital domain of pharmacovigilance. NCC-PvP| is engaged in
identifying potential signals from India-speacific ICSRs with technical assistance by expertsin the
Signal Review Panel.

Statistical Methods used by PvPI for Signal Detection

The disproportionality analysis performed for Drug-Event Combinations (DECs). The
disproportionality analysis is primarily a tool to generate hypothesis on possible causal relations
between drugs and adverse effects, to be followed by clinical assessmeant of the underlying 1CSH.
Itisbased on the contrast between Observed and Expected number of cases. The key parameters
ofthedisproportionality analysis are:

i, Information Component(IC) iii. Chi-Square (x2)value
ii. Proportional Reporting Ratio (PRR) Iv. MumberofDrug-Eventcombinations

(i) Information Component
Propagation Neural Network (BCPNN} is used for quantitative measurement of strength of
the dependency between specific Drug-ADR combination. IC is calculated by taking
logarithmic measureof disproportionality used to evaluate strength of association between
drugand ADR and mathematically expressed as,
IC=log,(Observed number+ 0.5/Expected number +0.5)

* [faparticular Drug-ADR combination is reported more often than expacted from the rest

of the database then the value of IC will be positive,
* For no quantitative dependency, the value of IC will be zero, while if the combination is

oceourring less frequently than statistically expected, itwill be negative.
*  ThahigherthelCvalue, morethe combination stands out from the background.,
= |C025 isthe lower end point of the 95% credibility interval for the IC and calculated for

each Drug-ADR combination.
Criteria for Signal: IC025>0, It means Positive value.
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(i)

(iii)

(iv)

Proportional Reporting Ratio (PRR)
The deviation ofthe observed numberfrom the expected number of ICSRs can be expressed
asaratio, thatis PRR. The PRR can be calculated by the following formula;

pRR = AUAB)
C/{C+D)
Where,

A = Mumberof Reactions of Interest (i.e. [dentified ADR) reported with the suspected drug
B = NumberofAllOther Reactions reported with the suspected drug

C = Numberof Reactions of Interest reported with all other drugs

D = Numberof All Other Reactions reported with allother drugs

Criteriafor Signal: PRR=2

Chi-Square [x2) value

Used to determine whether there is a significant difference between the expected and the
observed frequencies in one aor mare categories. The chi-square can be calculated by using
the following formula:

X2 = ¥ (Observed value—Expectedvalue)’
(Expectedvalua)

Criteriafor Signal: X224

Mumber of Drug-Event (NDE) combinations
Atleastthree Drug-Eventcombinations should be required forthe confirmation of signal.
Criteria: NDE=3

Mote: Fulfilment of at least three of these four parameters is required for considering a
specificdrug-ADR combination asa potential signal.

(Reference: Caster O, Juhlin K, Watson 5, Norén GN. Improved statistical signal detection in
pharmacowigilance by combining multiple strength-of-evidence aspects in vigiRank: retrospective
avaluation against emearging safetysignals. Drug safely, 2014 Aug,37:617-28.)
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Utilization of ICSR data

The Mational Coordination Centre - Pharmacovigilance Programme of India evaluates potential
ICSRs for the confirmation of signals, issuing drug safety alerts and revision of Prescribing
Information Leaflets (PILs) in the SRP meaetings. The outcomes of SRP meetings were
communicated tothe (COSCO) fortaking appropriate regulatory actions.

SRP Recommendations for regulatory actions

The NCC-PvPIl evaluated spontaneously submitted ICSRs and further discussed in SRP meeting
during the index period. The outcomes of SAP meetings were communicated to the CDSCO for
appropriate regulatory actions. The listof which are tabulated below:

Irritability, Nervousness,
Dizziness)

PvPI
S.No. | SRP Meeting | Suspected drugs | Adverse drug reactions RBcaiErdEtion
1. Metronidazole Fixed Drug Eruption mhe m;‘::_”decl i
2. 25" SRP Vancomycin DRESS Syndrome Ta:bainclldadin
meeting held PIL
on 30" .
October 2024 ; Choroidal To be included in
% nestaaplamds Effusion/Detachment PIL
4, Tetracycline Fixed Drug Eruption Tobe ”}:it" dedin
5. Gliclazide Erythema Multiforrme Signa; Vi clida
in PIL}
26" SRP .
B. meating held Carbimazole Agranulocytosis in.0 m;iuded in
on held on
]
24: March CNS Side Effects
2025 ; (Restlessness, Anxiety, | Tobeincluded in
Fif Doxyeycline

PIL
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Drug Safety Alerts Issued by IPC, NCC-PvPI

The IPC, NCC-PvPI has issued a total of 14 monthly drugs safety alerts during index period to
sensitize the healthcare professionals & consumers through emails, periodically issued PvPI
Newsletters, web-portalof IPC for strengthening of reporting to PvPl as tabulated below:

Suspected R Adverse Dru
S.No, | Issue Date Rk Indication &
drugs Reactions
For treatment of pneumaonia,
Inosr:-cam:al pljeurn.crma. !JTI. hiiita
intra- abdaminal infection, Generalized
21" May gynaecological infection, skin &
1. Meropenem : e Exanthematous
2024 soft tissue infection, meningitis, :
: . . Pustulosis
sapticaemia & empiric treatmeant (AGEP)
of presumed infection in adult
patients with febrile neutropenia.
As anadjunctinthe treatment of :
; Choroidal
chronic open-angle glaucoma, .
. effusion or
2. Acetazolamide | secondary glaucoma; as part of Chorsidal
pre-opearative treatment of
detachment
acute- angle closure glaucoma.
28" Junia Ti.f: reduce fatal coronary hegrt
2024 disease, non-fatal myocardial
infarction, risk of stroke and
treatment of hypertension,
3 Amlodioi Lichenoid
. MWOTIPINE | 15 reduce the risk of coronary Karatasis
revascularization procedures
and the need for hospitalization
due to angina in patients with
coronary artery diseases.
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18" July
2024

Vancomycin

Treatment of serious infection due to
Gram-positive cocci including methicillin-
resistantst aphylocoocal infections, brain
abscess, staphylococcal meningitis and
septicaemia.

DRESS
Syndrome

8" August
2024

Metronidazole

For the treatment of amoeblasis,
urogenital trichomoniasis & giardiasis.

Fixed Drug
Eruption

2 5'\h
6. | September
2024

Tetracycline

Treatment of Rocky Mountain spotted
fever, typhus, Q feves, rickettsial pox, tick
fever caused by Rickettsiae, respiratory
tract infections caused by Mycoplasma
pneumonia, Chlamydia infection, non-
gonococcal urethtis, chancroid, plague,
tularemia, cholera, brucellosis,
bartonellosis, granuloma inguinale,
haemophilus and kleibsella infections,

psittacosis.

Fixed Drug
Eruption

28‘“
7= Movember
2024

Amphotericin
B

Treatment of Febrile Neutropenia in
cancer patients, Treatment for invasive
fungal infection in patients, who are
refractory 1o or intolerant of conventional
Amphaotericin B therapy.

Indicated for the treatment of
Visceral Leishmaniasis.

Hyperkalasmia
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Carbimazole

Indicated for the treatment
of thyrotoxicosis including
thyrotoxicosis crisis,

Agranulocylosis

251"
Decamber
2024

Beta-blockers
{Metoprolol,
Propranolol,

Atenolol)

Metoprolol: For the treatment of
eszential hypertension in adults,
functional heart disorders, migraine
prophylaxis, cardiac arrhythmias,
prevention of cardiac death and
relnfarction after the acute phase of
myocardial infarction, stable
symptomatic CHF and angina
pectons.

Propranolol: For the treatment of
cardiac arrhythmias; tachycardia;
hypertrophic obstructive cardiac
myopathy; pheochromocytoma;
thrombosis; management of
angina; essential and renal
hypertension; prophylaxis of
rmigraine,

Atenolol: For the treatment of
hypertension, angina pectoris,
cardiac arrhythmias.

Hypokalaemia
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10,

.

12,

13.

14.

12" March
2025

For the treatment of amoebiasis, urogenital

surgical pain.

Pistion dpzgle trichomoniasis & gardiasis. WEER
For the treatment of cutaneous mycosis
) . N : Chloasma/
Luliconazole | viz.Tinea pedis, TingacorperisandTinea
; Malasma
cruris.
For the extended treatment of symptomatic
Venous Thromboembaolism (VTE) proximal o—
Dalteparin Deep Vein Thrombosis (DVT) and/or R
Pulmonary Embolism (PE} to reduce the n
recurrence of VTE in patients with cancer.
Indicated for the treatment of all of
_ n cared r Er reatme : all types Erythema
Gliclazide maturity onset diabetes, diabetes without ;
: multiforme
orwith obesity in adults.
For the treatment of severa acute and
. Fixed Drug
Tramadal chronic pain, diagnostic measures and ;
Eruption
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Training, Skill Development Programmes and

Sensitization Programmes
’ «

The PvPl has organised a total of 2598 {rainings and trained 200302 stakeholders in the area of
Pharmacaovigilance during this tenure. NCC-PvPl has recognized 12 Regional Training Centres
(RTCs}toimparttraining in pharmacovigilance and to cater the needs of PV trainees and adapting

Good Pharmacovigilance Practices. The listis given below:

X y ¥l i
S. No. Existing RTCs States/UT under purview - ?.
Recognition

dakh, la & in,

Post Graduate Institute of Lﬁ AR, JBHHT Kashn:mr

g i Himachal Pradesh, Punjab,
T Medical Education and ) 2011

REgeareh. Chandidarh Chandigarh, Haryana (Except
' 8 Faridabad, Gurugram)
5 Seth GS Madical College & Maharashtra, Goa, Dadra & 2011
' KEM Hospital, Mumbai Nagar Havell
155 Medical College Hospital, Karnataka, Puducherry, i
3 20171
Mysuru Lakshadweep

Institute of Postgraduate Andaman & Nicobar Islands,

4. Medical Education & West Bengal, Jharkhand, Bihar, 201
Research, Kolkata Odisha
B. 1 Medical College, ) ; ;
5. Aymiadatad Gujarat, Rajasthan, Daman & Diu 2014
B. 9 tndta_ Institits of Medical Madhya Pradesh, Chhattisgarh 2015
Sciences, Bhopal
Nizam's Institute of Medical

7. ; Andhra Pradesh, Tel 2015

Sciences, Hyderabad da bl t e o oty
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8 All India Institute of Medical Uttarakhand, Uttar Pradesh 2016
: Sciences, Rishikesh (Except Ghaziabad, Noida)

Assam, Arunachal Pradesh,
Nagaland, Manipur, Meghaiaya, 2020
Mizoram, Tripura, Sikkim.

Government Medical College,
Guwahati

. Delhi & Adjoining areas
Maulana Azad Medical/Dental : ! ,
10. = ey (Ghaziabad, Noida, Faridabad, 2021
College, Naw Delhi
Gurugram)

Madras Medical College,

11.
C Chennai

Tamil Nadu 2021

19: Amrita Insﬂtute of Medical Karala 2021
Sciences, Kochi

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

1. Trainings organised by the NCC-PvPI, IPC

a) SkillDevelopment Programme (SDP)on Pharmacovigilance.

b} Induction-cum-Training Programme for newly recruited PY Associates and newly
appointed AMC Coordinators.

£) RegionalTraining Programme for MAHS.

d) Interactive mesatings conducted for MAHS.

e) Pharmacovigilance training for National Accreditation Board for Hospitals & Healthcare
providers (NABH) accredited hospitals.

f) Handholding meetings for AMCs.
g) Refreshertrainingfor Pharmacovigilance associates.
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2. Trainings organised by the RTCs & AMCs

a) Advanced LevelTrainings (ALTs) Programmes.
b) Sensitizationand awareness programmes for reporting AEs.
3. Celebration of 4" National Pharmacovigilance Week

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

5. Other Training Programmes on Pharmacovigilance

Specialized PV guidance document
followed during training sassions

Developing a positive reporting ‘
culture & effectiva communications
o Methods for collecting ICSRs .
Objectives of

PvPI Trainin
a g o Quality management system,

Prugramme analysis and feedback

Causality assessment & ‘
gignal detection
Interaction with HCPs, Pharmaceutical \
industries & other stakeholders to

expand PV resource base

Figure-21. Objectives of PvP! Training Programme
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1a. Skill Development Programme on Pharmacovigilance

NCC-PvP| holds the responsibility to genarate the skilled human resource for assuring safe
use of medicines in India. In order to enhance pharmacovigitance skills of the healthcare
professionals, PvPl conducted various trainings on pharmacovigilance for Healthcare
Professionals, Industry personnel, Consumers and other stakeholders. PvPl has
developed practicaltools which serve as scientific models to disseminate information and
solutions to probable drug-related problems. Thus, PvPl has been a prominent platfarm for
sustainable PV practices amongall healthcare stakeholders.

Since its inception in 2017, NCC-PvP| successfully conducted 32 Skill Development
Programmes on Pharmacaovigilance, focussed on understanding of the basic concepts of
pharmacovigilance. The training programme provides an opportunity for the participants to
wark in the area of Pharmacovigilance to ansure better patient safaty. This training
programme also encourages them to become entrepreneurs in Pharmacovigilance. During
the index period, NCC-PvPl organized a total of 4 Skill Development Programmes of 5 days
each, on Pharmacovigilance through virtual mode in which a total of 1134 participants
were trained.

MNo. of Partici t
5. No. Date Skill Development Programme - arFaricipants
Trainad
E'II_ m . X
1, zdune | oon el Developinent Programme 260
2024
In' :I|A ﬂt 4
2, 5-9 Augu 30" Skill Development Programme 3
2024
1B|n_ 22nn
3 Movember 317 Skill Development Programme 184
2024
- I\CI_ ?'.n M
4. ® 21]253 reh 32™ Skill Development Programme 369
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1b.

1c.

Induction-cum-Training Programme for newly recruited PV
Associates and newly appointed AMC Coordinators

Everyyear PvPlis extendingits outreach across several states/UTs of India, hence new task
force in terms of recruited Pharmacovigilance Associates and appointed Coordinators/
Deputy Coordinators of newly inducted AMCs are trained at NCC-PvPI, IPC through
induction-cum-training programmes. During the index period, NCC-PvP| organized a total
of 4 induction-cum-training programmes through virtual mode in which a total of 110
participants were trained as mentionad below:

5. No. Date Mo. of Participants Trained
1. 9"-12" April 2024 22
2 14" June 2024 &
3. 19" July 2024 51
4, 10" March 2025 31

Regional Training Programme for MAHs

NCC-PvPI, IPC organised Regional Training Programme on Implementation of
Pharmacovigilance Guidance document for Marketing Authorization Holders (MAHs) of
Pharmaceutical Products, Version 2.0. The objective of this training programme was to
sensitize the MAHs forimplementation of this Guidance Document,

S. No. Date Place No. of Participants
25" Januar National Institute of Mental Health
1. 2025 ¥ and Neurg Sciancas (MIMHANS), 57
Eengaluru
5 28" February Central Drug Testing Laboratory s

2025 (CDTL), Mumbal
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1d. Interactive meetings conducted for MAHs

NCC-PvP|, regularly conducts interactive sessions with MAHs to update them on the
collation, analysis and quality scoring procedures for individual ICSRs, followed at NCC-
PvPl, as the completeness score of ICSRs is one of the main criteria of quantitatively
assessing the quality of individual ICSR for contributing towards potential regulatory
recommendations. Thus, the interactive meeting with MAHs serves the purpose of

improving the overall quality of PvPl data submitted to VigiBase. 11 such interactive

meetings were conducted through virtual mode inwhich 102 participants were trained.

S. No. Date MAHSs No. of Representatives
1. 24" April 2024 Biologicals E Ltd. 11
2. 28" May 2024 Cadila Pharmaceuticals Ltd. 10
3, 11" July 2024 Dr. Reddy's Laboratories 10
4. 317 July 2024 Serum Institute of India Ltd. 10

30" August .
5 2024 Sanofi India Ltd. 8
14" Oetoher . .
. T ;
B 2024 Zydus Lifesciences Ltd 7
7 26" October MSD Lifesciences Ltd 9
’ 2024 ’
28" November
: K tical A
g 2024 GSK Pharmaceuticals Ltd g
g ||| Tﬂ';mw Troikaa Pharmacuiticals Ltd, 14
10. 18" March 2024 Piramial Pharma Ltd. 7
11. 27" March 2024 Alkermn Laboratries Lid. 8
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1e.

1f.

Pharmacovigilance training for NABH accredited hospitals

With an objective of providing a platform for the NABH accredited hospitals and to broadly
comprehend the system and procedures involved in ADR reporting, PvPI conducts a
spacialised Workshop-cum-training programme on Pharmacovigilance for staff of NABH
Accredited Hospitals. These training sessions help in sensitizing the healthcare
professionals to monitoring and reporting AE/ADRs. During the index period, 144 HCPs
weretrained:

Mo. of Participants

S. No. Date Title Trained

31" Workshop-cum-training programme on
1. lanuary Pharmacovigilance for NABH Accredited 144
2025 Hospitals at Fortis Hospital, Mohali, Punjab

Hand holding meetings for AMC

NCC-PvPI, IPC has organised handholding meetings for the Coordinators, Deputy-
Coordinators, Junior Pharmacovigilance Associates virtually and demonstrated “How to
enter data in VigiFlow?". 7 such hand holding meetings were conducted through virtual
mode inwhich 305 participants were trained.

S. No. Date Title No. of Participants Trained
t 25" April 2024 31
2. 15" May 2024 22
3. 14" June 2024 74

Handholding Meeating

on VigiFlow Software

4. 30" July 2024 51
for AMCs enrolled

5. | 12" September 2024 under PvPI 40

&. 27" November 2024 24

7. 27 'March 2025 63
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1g. Refresher training for Pharmacovigilance associates

MCC-PyP| conducts periodic refresher training programmes to ensure continuous
professional development and enhance the expertise of pharmacovigilance associates in
PvPl. These session focus reinforcing key concepts in pharmacovigilance, updating
participants on the latest advancemeants in drug safety and improving reporting practices.
The training aims to strengthen the competencies of associates, enabling them to
contribute effectively to patient safety. 4 such trainings were conducted in which 450
participants were trained.

Mode of MNao. of
S:No R&in ke Training | Participants
1 27" May 2024 | AEF! training Virtual 124

Training on Pharmacovigilance

: (£ -I'-l -
2 27 June 202 Avidit and Inspaction Hyhbrid 126
14" October | Training on Narrative writing
3. A [ 5
2024 for Pharmacovigilance NIt .
19"t 13" Training on introduction to

4. MedDRA coding and Safety Hybrid s
November 2024 | " eis and SMQs

2a. Advanced Level Trainings Programmes

Regional Training Centres of PvPl across the country organised a total of 7 Advanced level
training (ALT) programmes in Pharmacovigilance in which 1646 healthcare professionals
Including Coordinators, Depuly Coordinators and Pharmacovigilance Associates of
various AMCsweare trained.

Organised | No. of Participants
5. No. Date Title at RTCs Trained
3 24" Aprit | Advance Level Training in MMC- Y4B
' 2024 Pharmacovigilance Chennai
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ALT on Pharmacovigilance/

” 25" May | Materiovigilance and PGIMER- 207
. 2024 Coordinators Meeting Chancdigarh
Report
a Webinar on ‘Advancing,
29" lune % .
3 Excelling & Masteringin JS5-Mysuru 272
2024 0% ¢
Pharmacovigilance
Awareness on Risk
06" Management of e
4, December | Pharmaceutical Products: Hvdarabad 280
2024 | Role of different ¥
Stakeholders
10" East Zone Regional
L Traini MER-
5. aeapiEr Advance ILeve raining IPGMER 165
program in Kolkata
2024 L
Pharmacovigilance
2g" Advanced-Level Training
6. February | programme titled 'ADR AIMS-Kochi 57
2025 SAMS Frontiers'
. 12" March | Advance Level Trainingin BIMC- -
! 2025 Pharmacovigilance Ahmedabac
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2b. Sensitization and awareness programmes for reporting
Adverse Events

The AMCs of PvPl across the country organised a total of 1421 sensitization and awareness
programmes in which 71810 healtheare professionals were trained during this tenure, the
datails are summarized below:

Total No. of Total No. of
5. No. AMCs Trainings Participants
organised trained
1. GMERSMCGH-Gandhinagar 41 735
2. AlMS-Kochi 39 1143
3. KFMSR-Coimbatore 37 1567
4. KEM-Mumbai 36 897
5. BJMC-Ahmedabad 29 22949
6. SRMC-Chennal 28 1186
7. MLBMC-lhansi 27 2086
8. BMC&RI-Banaskantha 26 544
9. GMC-Guntur 23 833
10, JMMCRI-Thrissur 23 770
b5 [% CMINM-MNadia 22 1351
12, IGIMS-Patna 22 528
13. NDMCMC-New Delhi 22 1276
14 STM-Kolkata 22 G606
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156. INMC-Aligarh 21 1100
16. | SRMMC-Kattankulathur 21 590
1. SVMC-Tirupati 21 1204
18. CH-Sirmaur 20 391
19, FMMC-Mangaluru 20 1052
20. KiMS-Malgonda 20 581
21. | KMC-Kumool 20 672
22, GMC-Bhopal 15 267
23, MMC-Madurai 18 1058
24, AJIMS- Mangaluru 18 1265
25. GMCH-Nagpur 18 1168
26. GMERSMC-Ahmedabad 18 383
27. SBKSMI/RC-Waghodia 18 1521
28. NIMS-Hyderabad 17 330
29, VIMS-Bengaluru 17 853
30. | BAPSPSH-Surat 18 338
31. GGSMCH-Faridkot 16 805
32, GTDMC-Alappuzha 16 440
33. HMCH-Bhubaneswar 18 1240
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34, RH-Aluva 16 1180
35. GMC-Miraj 15 660
36. GMC-Prakasam 15 1161
37 IMSEHU-Varanasi 15 1403
36. KH-Tiruchirapaili 15 128
39. SDUMC-Kolar 15 2t b
40, VMCHRI-Madural 15 1650
4a1. BMCRI-Bengaluru 13 352
42. INIMS- Imphal 13 899
43. MMC-Channal 13 214
44, RGKMC-kKolkata 13 81
45, | SAIMS-indare 13 464
46, SMNMC-Agra 13 886
47. AlIMS-Bhopal 12 1248
48. ASMC-Shahjahnapur 12 4101
49, RMC-Kakinada 12 307
50. SUTAMS-Thiruvananthapuram 12 220
51. TMMC-RC Maradabad 12 630
22, AMSH-Kolkata 11 102
53, GKMC-Chennai 11 428
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54, 1S5-Mysuru 11 G614
&5, KAMSRC-Hyderabad 11 366
56. MGMMC-Indore 11 1112
57. BIMS-Belagavi 10 583
5B, MMCHRI-Kanchipuram 10 186
59, SMC-Meaerut 10 567
650, VPCI-New Dealhi 10 158
&61. AlIMS-Bathinda 8 427
62. CMMCH-Durg g 548
63, KIMS-Bhubaneswar 9 415
64, NIMHANS-Bengaluru g 541
65. SGPGIMS-Lucknow g 705
66. GMC-Baramulla 8 222
67. GTMC-Thiruvarur 8 163
58. |GICH-Bengaluru 8 507
59, ILNMC-Ajmer 8 370
70. MDCP-Kasaragod 8 894
71. FDUMC-Rajkot 8 123
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72. PIMS-Tiruvalla 575
73. NIPMER-Puducherry 597
74. | PDUMC-Rajkot 110
78 SMCH-Silchar 147
76, | IMC-lorhat 213
77. PIMS-Karimnagar 865
78. SGGETU-Gurugram 330
79, SEMC-Rewa 103
80. AllMS-Hyderabad 150
81. GODMC-Dehradun 211
B2. GMC-Thrissur 78

83. MAH-Surat 174
B4. RMLIMS-Lucknow 120
85. SICP-Thrissur 178
86, TMCH-Chengal Pattu 54

B7. | AlIMS-Nagpur 171
88. | Apollo-New Delhi 88

89, BCMCH-Thiruvalla 252
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50. CMC-vellore 4 254
81. GMC-Haldwani 4 355
82, GMC-Secundrabad 4 142
S53. GMC-Srinagar 4 65
&4, GMC-Trivandrum 4 83
95. MAMC-New Delhi 4 84
86. MNIIOMS & RF-Thiruvananthapuram 4 179
87, PRMMCH-Mayurbhanja 4 152
28. PSGIMSR-Coimbatore 4 32
99, SNMMC-Dhanbad 4 46
100. | VS5SMC-Burla 4 206
101. | BMCRI-Palanpur 3 64
102. | DYSPGMC-Sirmaur 3 121
103. | FMMCH-Balasore 3 73
104. | IPGMER-Kolkata 3 273
105, | KMC-Warangal 3 418
106. | KMSSH&RC-Surat 3 75
107. | PGIMS-Rohtak 3 442
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108. RGKMC-Kolkata 52
108. | AFMC-Pune B5
110. | AIMSRC-Hyderabad 65
111. GAMC-Ratlam 120
112. | GBCMKKBMSH-Dehradun 125
113. | GMCH-Suryapet 300
114. | GVMC-Villupuram 85
115. | KGH-Visakhapatnam 100
116. | MMCHRI-Kanchipuram 46
117. PESIMSR-Kuppam 23
118. | PGIMER-Chandigarh 400
118. | PMCHRI-Chennai 17
120. | RMC-Ahmednagar 35
121. | SCBEMC-Cuttack 61
122. | SGMRH-Kolhapur 690
123. | SIMSRH-Tumakury 137
124. | SMCH-Trichy 67
125. | 555MCRI-Chengalpattu 257
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126. | TMCBRAM-Agartala 205
127. | TMCH-Tezpur 180
128. | ACP-Malappuram 71
128. | AHC-Chennai 22
130. | AHPL-Vijaywada 20
131. | ASMCSNMHATBS-Firozabad 137
132. | BPSGMC-Sonepat 28
133. | CMCH-Coimbatore 8
134. | DVMGMC-Sotapur 13
135. | ESICMC-Bengalury 35
136. | ESICMC-Faridabad 15
137. | GMCH-Kallakurichi 20
138. | GMCH-Udhagamandalam 10
139, | GMC-Kannauj 200
140. | GMC-Nagarkurnool 75
141. | GMC-Prakasam 33
142. | GMG-Thiruvallur 102
143. | GMC-Vizianagaram 36
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144, | HIMSR-New Delhi 20
145, | ISFCP- Moga 26
146. | JIPMER-Karaikal 100
147. | JPH-Bhopal 300
148. | KHHI-Noida 53
145. | KLECP-Belagavi 513
150. | KMC-Manipal &0
151. | LMCP-Ahmedabad 80
152. | LPU-Chandigarh 192
153. | MDCP-Kasaragod 120
154. | MMCMSR-Ambala 180
155. | PIMS-Puducherry 146
166. | SIMCH-Puri 17
157. | SLMCH-Chennai 23
158. | SLNMCH-Koraput 39
15858. | SMSMC-laipur 24
160, | SNIMS-Ernakulam BB
161. | SRTRMC-Beed 17
162. | SVIMS-Tirupati 230
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Celebration of 4" National Pharmacovigilance Week

The Mational Coordination Centre - Pharmacovigilance Programme of India (NCC-PvPI),
Indian Pharmacopoeia Commission (IPC) has celebrated 4" National Pharmacovigilance
Week (NPW) from 17"-23" September, 2024 across the country through hybrid mode. The
theme of the 4" NPW was to "Building ADR Reporting Culture for Patient Safety”. The
Mational Pharmacovigilance Week will be celebrated every year on this day which willgo a
long way in reaching common masses about the importance of reporting Adverse Drug
Reaction.

The major focus of NPW celebrations is to focus on PV activities aimed at creating
awareness amongst the public, healthcare professionals, pharmaceutical industries and
healthcare authorities about the reporting of adverse drug reactions and encourage
carrying out the activities related to Pharmacovigilance to the general public during the
NPW. The Pharmacaovigilance Week Celebration is about recognizing the role of healthcare
professionals like Physicians, Nurses, Pharmacists, students, Academicians in reporting
adverse drug reactions. The Pharmacovigilance Week celebration can be ideal platform to
honour our fellow healthcare professionals who are an integral part of the heatthcare
system and drug safety.

Activities During 4" National Pharmacovigilance Week

Several distinguished experts underscored the importance of ADR
reporting for ensuring patient safety in India. Among the speakers

weare:
= Dr. Rajeev Singh Raghuvanshi, DCG| & Secretary-cum-
Day - 1 Scientific Directar
17" September

» Prof. Y.K. Gupta, National Scientific Coordinator of PvPl and
Chalrperson ofthe Signal Review Panel

*  Dr. Sunil Singhal, Member of the Central Council of the Indian
Medical Association

2024
(Inaugural day)

* Dr. Rajendra P. Joshi, Additional Medical Superintendent at
Lady Hardinge Medical College and Hospital, New Delhi
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= ShriBikash R. Mahato, Under Secretary in the Ministry of Health
and Family Welfare

* Dr. Vivek Ahuja, Senior Vice President Pharmacovigilance
Quality and Regulatory Services Eversanalife Science services

* Dr. Manoj Sharma, Asst. General Manager Global
Pharmacovigilance Department Win-Medicare Pvt. Ltd.

The following PvP| Resource/Promotional matenals were
released:

* PV Comic(Endgame of Side Effects)
The comic stripis a story about a viltain called 'Mendos' who has
gone rogue and wants to control the world with 'side effects and
a superhero RRR’ who then curbs Mendos with his knowledge
and awareness of Pharmacovigilance. Throughout the comic
strip, allegories have been drawn. The concept of
pharmacovigilance has been established and the duties of
patient in the context of safety have been described
metaphorically. It has been described how one can safeguard
the life of his/her own self and their loved ocnes by being vigilant
and by reporting side effects in a timely manner. The comic strip
has an intriguing storyline, is colourful in its layout and is simple
tounderstand for all age groups.

= PvPl Quarterly Newsletter (Volume 14 ssue 2)

= PvPlPosters

* Pharmacovigilance Guidance Document for Market
Authorization Holders (MAHs) of Pharmaceutical Products
(Version2.0)

* Quality Manualof PvPI

Day-2
18" September
2024
(International
Webinar)

Imternational Webinar on Optimizing the Use of ICSRs in Signal
Detection Process. [t was attended by representatives from the
WHO, members from countries within South-East Asia Regulatory
Network (SEARN) including 5ri Lanka, Nepal, Bhutan, Myanmar,
Timor-Leste and Bangladesh, as well as pharmacovigilance experts
acrossindia.
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Day -3
19" September | The Pharmacovigilance Quiz Competition was organized on
2024 19" September 2024. A total of 27 participants from different
(Quiz divisions of PvPI/MvPI participated.
Competition)
Day-4 The e-poster competition was conducted for all AMC's and staff of
20" September | NCC-PvPl on Day-4. A total 197 e-posters received were shartlisted
2024 on the basis of creativity, content and presentation on the provided
(e-poster theme *You share, wa care: Know how to report Adverse Drug

Competition)

Reactions”.

Day-5
23" September
2024
(Valedictory
Ceremony)

-on 23" September, 2024. Dr. Jai Prakash, Officer-in-Charge, PvPI,

PvPI Stakeholders Meet-cum-Valedictory Ceremony was organized

IPC delivered a welcome note followed by the discussion on
“Building ADR Repaorting Culture for Patient Safety”. The experts,
Ms. Varsha Srivastava (Deputy Director, MABH), Dr. Madhur Gupta
(Technical Officer-Pharmaceuticals, WHO-India Country Office)
addressed the audience.

The speaker Dr. Jamal Baig (Multi-country Safety Head, Sanofi
India) deliverad a talk on "Role of Pharmaceutical Industries in
safeguarding public health” and Prof. Suparna Chatterjes (RTC
Coordinator, IPGMER, Kolkata) delivered a talk on *From ADR
reporting to actions: How ADR Maonitoring Centres can transform
Pharmacovigilance practices?".,

Top Performing AMCs & MAHs (mentioned in Fig. 25) were
felicitated. Identified experts under PvPl, Prof. M Ramesh (RTC
Coordinator, )55 Mysuru, Karnataka), Prof. Vandana Roy (RTC
Coordinator, MAMC, New Delhi) and the winners of Postars/Quiz
competition along with participant/organizing team mambers were
felicitated by Dr. Jai Prakash. PvPI-IPC also compiled and projected
avideo on “Glimpses of NPW 2024 Celebration™ during Valedictory
ceramaony.
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Figure-22. (a) PV Comic (Endgame of Side Effects), (b) Quality Manual of PvP| (c} Pharmacovigitance
Guidance Document for Market Authorization Holders (MAMs) of Pharmaceutical Products (Version 2.0},
(d) Newstetter Volume T4 {ssue 2, (e1-e10) PvPi Posters
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g 4" National Pharmacovigilance Week
September 17- 23, 2024

H Theme: Building ADR Reporting Culture for Patlent Safety

Pharmacovigilance Quiz Compaetition 2024

| FIRST PRIZE

Anamiks Gauism Aclifya Gupt Varsha Chaudhary
dr, Phammecuyiglance Trmines, NGG-Pyi Traines, NCCFvPI
Hueacinli

D, Shafrennjay Shokla Dir. Isfuita Mathur Vishosh Sahu
Beiemiilic Ausiamn Ar. Phemasmeg ianee Gusoc:aie Traines, NGCC-PyEY

THIRD PRIZE |

Triptl Purohil Szad Jalaloddin Shailth
o, PR shgitamn Assouia Infmrn, MCE-FaE

Figure-23. Winners of quiz competition
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Pharmacovigilance Poster Competition 2024

FIRST PRIZE | [ seconp prize |

Mahan Krahna Nalla
Vinhwabilraihi Medical
Calliga & Hoapital
Kuarnool

O, Manish, Kenl &,
Krishna V. & Ronl K.
BAPS Pramukli Swami Hoxpital - Surat

Figure-24. Winners of e-poster competition
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4'" National Pharmacovigilance Week
September 17- 23, 2024
Theme: Building ADR Reporting Culture for Patient Safety

TOP PERFORMING ADR MONITORING CENTRES - 2023-24
{(With Pharmacovigilance Associate)

AME Name Coordinator Doty el lin i Pharmadavigitancn
Associate

Pout Gradunts ineciists of Risdical

FFR: Handl @ D Biash Madhl
F Fruf Or laob

Mmlimvars Chinch Mudical Cabege & '@' fiese

Haospital  Thinsemils

Beth G5 Mesical Collaga & KEW
Hospital, Mumbsi | e Mt Gegtay
-~

i Rangir Wempimal, Bluws |& Dr. Oinu Varghsss

| GMERS Medical Collsge & Geemral f D, Danshan .

b Mlatenie
e

pols feer
E

"\.\

S @™

Or. Eldbo
Mathaw Paul

85 Mpdical Collage & Hospltad,
Whnore

Wiays Madical & Bducationsd Trut,
Wadapsianl

whaciana Arad Madical/Dants Coliege
and Azsociated Lk Mayak, New Delhi

Father Muller Medical Colirge,
Mizrgalury

Amrim Invtisune of Mediesl Sclences,
Kook

Figure-25. Top Performing AMCs - with PvA as mentioned sbove were felicitated
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& 4" National Pharmacovigilance Week
= September 17- 23, 2024
m Theme: Bullding ADR Reporting Culture for Patient Safaty

TOP PERFORMING ADR MONITORING CENTRES - 2023-24

(Without Pharmacovigilance Associate)

AR Mame Cioter d | natoy Deegrirty’ coardinator

@ . Kuarrmied Thoywib ﬁ Or. Muhammead dse ¥ 0

S
e DO A eclie H W
. B I ki
N § Lt o ik | ikt £ "-.l
Mmamarzh, Valshali '|3 Or; Sameer Dhingsa

WAL Callngw of Fharmasy, KLE Dy, Prabhakar Kog
spitsd and Medici hCotre, Sefagel, Or. Prod, M.5. Ganachar|
Warnataks

Chalapain Instiusa of Parmaceutical Sdances,
Guntur

Hibties Minsion Medical Calege and Aesearcs
I b, Therlasase

Carltas Hospital, Thitlakom, Kotiayam, Karaly

AWM & D, NRAL isompimal, Dwbs Brarak Singh
felarg, Mrar Gurshwara Bacgla Sahin, Carsaught
Place, M Dalk

SEHMIS/RC- Waghodla, Gujrat

Figure-26. Top Performing AMC s - without PvA as mentioned abave ware felicitated
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-
m 4'" National Pharmacovigilance Week
September 17- 23, 2024

i

—
m Theme: Building ADR Reporting Culture for Patient Safety

TOP PERFORMING MARKETING AUTHORIZATION
HOLDERS (MAHs) — 2023-24

Marketing Authorization Holders

Novartis India Limited

Pfizer Limited

Roche Products (India) Private Limited

Baxter (India) Private Limited

AstraZeneca Pharma India Limited

Figure-27, Top Performing MAHSs as menticned above were felicitated
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During the NPW-2024, PvPl has organised 1133 training/awareness-cum-sensitization
programmes including CME in which 123251 Healthcare Professionals and other
stakeholderswere trained on PV,

The details of Sensitization training programmes conducted at AMCs/MNon-AMCs duringthe
4" NPW are summarized below:

- R
1. AlIMS-Raipur 12 1068
2 JINMC-Aligarh 12 1055
3. | KFMSR-Coimbatore 12 2119
4. SBKSMI/RC-Waghodia 12 774
5 SaMCRC-Tumakuru 12 449
B. NIMS-Hyderabad 11 744
7. MMC-Khammam 10 1087
B. RMLIMS-Lucknow 10 1559
9, AllMS-lodhpur 9 708
10. IMSSH-Bhubaneaswar 9 465
11. JKKNCP-5alem 9 1001
12. JMC-Jorhat 2] 895
13. KIMS-Nalgonda 8 830
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14. AlIMS-Bhopal 1281
15. CMMCH-Durg 1940
16. MMC-Madurai 1516
17. BIPS-Warangal G688
18. GMC-Namakkal 555
18. GMC-Srikakulam 756
20. GMC-Virudhunagar 502
21. GMERSMCGH-Gandhinagar 930
22, GSVM-Kanpur 2590
23, JLNMC-Ajmer 550
24, JS5-Mysuru 560
25. KMCTMC-Kozhikode 456
26, KM3SH&RC-5urat 470
27, MAIMSR-Chengalpattu 796
28, NIMHANS-Bengaluru 580
28, NMCH-MNagaon 610
30. PGIMS-Rohtak 576
31. PIMS-Karimnagar 726
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32 RIMS-Etawah 7 1769
33. RIMS-Ranchi I 228
34. SDUMC-Kolar Y 720
35. SVMC-Tirupati 7 1030
386. TMCH-Tezpur 7 840
37. | VCSGRI-Pauri Garhwal 3 698
38. VIiMS-Bengaluru T 389
38. ABMRCP-Bengaluru 8 460
40, ACMIH-Bengaluru 6 210
41. AlIMS-Bathinda & 1030
42, AlIMS-Gorakhpur & 1086
43, AlIMS-Patna 6 424
44. AliMS-Mangaluru 6 525
45. APC-Anand 4] 657
48, BIMC-Ahmedabad & 1024
47, BEMCA&RI-Banaskantha 6 1552
48, CH-Sirmaur 5] 180
48, CMINM-Madia & 376
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50. EPCMSRC-Bengaluru 270
51. ESICMCH-Hyderabad 520
52. GMC-Amritsar 37
53. GMC-East Godavari 375
54, GMC-Haldwani 450
55. GMCH-Chandigarh 320
56. GMC-Kannauj 1000
57. GMC-Sirsauli 682
58. GMC-Surat 16271
55, GMC-Wanapar thy 950
60. GMERSMC-Ahmedabad 385
61. GSMCH-Hapur 604
62. GTMCH-Thiruvannamalai 355
63. GTMC-Theni 334
B4. JIMMCRI-Thrissur 333
65 INIMS- Imphal 669
66 KLECP-Hubballi 576
67, KMC-kKurnool 561
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68. | KMC-Manipal 8 832
68. MAMC-Naw Delhi 6 2622
70. MGIMS-Wardha 6 430
71 MGMMCH-Raigad & 363
72. MMC-Chennai 6 418
73. MMMCH-Solan 6 555
74. MVRCCR-Kozihikode 6 210
T3 NDMCMC-New Dethi 6 6050
76. OMC-Hyderabad 6 428
77. PDCGH-Hyderabad & 170
7E. PINMC-Raipur 57 1112
78, PMCSKH-Anand & 383
BO. PRMMCH-Mayurbhanj B 280
81. RIMSGH-Kadapa 6 550
82. RMC-Kakinada 4] 1167
B3. SICP-Thrissur 6 464
B4. SIMCH-Puri <] 345
g5, SLNMCH-Koraput 6 248
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a8, SMCGH-Kurnool 1131
87. SMOC-Mearut 334
88. SMC-Vijayawada 491
Ba. SVIMS-Tirupati 442
50. VPCI-New Delhi 182
L VS5SMC-Burla 363
g2, ACP-Bengaluru 440
83. AllMS-Bitaspur 810
84, BBMCH-Balangir 447
85, BIGMC-Pune 423
G6. BMCRI-Bengaluru 216
87. ESICMC-Bengaluru 225
88. FMMCH-Balasore 410
85, GAIMS-Kachchh 521
100. | GGSMCH-Faridkot B10
101. | GMC-Bhopal 705
102. | GMC-Eluru 450
103. | GMCH-Kallakurichi 705
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104. GMCH-Sundargarh 360
106. GMC-Nalgonda 385
106. GMC-Ramanathapuram 1040
107. | GMC-Secundrabad 573
108. GMC-Thiruvallur 583
108. | IGICH-Bengaluru 580
110. IGIMS-Patna 241

111. IMSBHUVaranasi b20
112 KAPVEMGM-Tiruchirapalli 512
113. | KEM-Mumbai 235
114. | KGH-Visakhapatnam 760
115, KMC-Warangal 803
116. KVIMSRC-Chengalpattu 124
117. LTMMCGH-Mumbai 96

118. | MGMMC-Indore 446
118. MNETPCNMCHRC-Raichur 365
120. | NIRIT-Chennai 605
121. PrH-Hyderabad 150
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122, FSGIMSR-Coimbatore 442
123. RGMCH-Hamirpur 385
124. RMC-Ahmednagar 1830
125. | SMCH-Silchar 218
126. | S8SMCRI-Chengalpattu 575
127. | TMMC-RC Moradabad 600
128. | AHPL-Vijaywada 77
129. | AlIMS-Mangalagiri 485
130. BGSGIMS-Bengaluru 587
131. DYSPGMC-Sirmaur 412
132. ESICMC-Faridabad 153
133. FMMC-Mangaluru 359
134. | GDMC-Dehradun 561
135. | GGH-Nizamabad 312
136. GMC-Ariyalur 493
137. GMC-Baramulla 187
138 GMC-Dindigul 465
139. | GMC-Guntur 2925
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140. GMC-Guwahati 280
141. | GMCH-Nagpur 412
142, GMCH-Suryapet 450
143. | GMC-Malappuram 470
144. | GMC-Mancherial 330
145. GMC-Prakasam 252
146. | GMC-Srinagar 403
147. | GMC-Vizianagaram 175
148. GTMC-Thiruvarur 426
149, HPMER-Puducherry 378
150. | KAMSRC-Hyderabad 330
151. LGERIMH-Sonitpur 210
152. | MRIMS-Hyderabad 508
183, NCP-Ernakutam 552
154. NIIOMS&RF-Thiruvananthapuram o9

156. NIPER-Vaishali 350
156. MNITTE-Mangaluru 238
157. REVRRWCP-Hyderabad 99
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158. RGKMC-Kolkata 255
158. SAIMS-Indore 283
160. SCBMC-Cuttack 550
161. | SGGSTU-Gurgaon 348
162, | 3GRR-Dehradun 485
163. SLMCH-Cheannal 370
164, SRMC-Chennai 510
165. SVCP-Hyderabad 280
166. | AFMC-Pune 250
167. | APOLLO-New Delhi 454
168. | CIPS-Guntur 283
169. | CMCH-Coimbatore 662
170. | CMCH-Ludhiana S0

171. GMC-Chennai 348
172, GMC-Mahabubnagar 259
173 GMC-Miraj 300
174, | GMC-Nagarkurnool 100
175. GMC-Thrissur 317
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178. GMC-Trivandrum 3 102
177. GMEMC-5alem 3 58
178. GTDMC-Alappuzha 3 200
179. | IPGMER-Kolkata 3 128
180. | JIPMER-Karaikal 3 155
181. KIMS-Bhubaneswar 3 231
182, MLEBMC-lhansl a 315
183. MNHH-Bengaluru 3 372
184. MNKPSIMS-Magpur 3 112
185, PESIMSR-Kuppam 3 205
186, | PIMS-Tiruvalla 3 687
187. | RH-Aluva 3 83
188. SMSI-Chikkaballapur 3 276
188. SMNIMS-Ernakulam 3 410
180. SUCP-Hydarabad 3 410
181. SVYNGMCH-Yavatmal 3 122
192. | TMCBRAM-Agartala 3 165
123, | VMCH-Mamakkal 3 440
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184, AlIMS-Deoghar 185
185. ASM-Faridabad 267
1496, BAPSPSH-5urat 134
197. BMC-Hyderabad 100
188, CHIPS-Guntur 140
189, DYPUSM-Navi Mumbai 204
200. FRIU-Lucknow 370
201. | GMC-Bhavnagar 1186
202, GMCH-Krishnagir 480
203. | GMC-Kottayam 458
204, | GMC-Tamilnadu 268
205. | GMERS-Patan 123
2086. HMCH-Bhubaneswar 392
207. KPCMCH-Kolkata 350
208. MDCP-Kasaragod 152
209, MGMCRI-Pondicherry 137
210. | MMCMSR-Ambala 300
211. PDUMC-Rajkot 199
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212, RIMS-Raichur 285
213. SGTMCHRI-Gurugram 2894
214. | SNMC-Agra 74
215. | SRH-Chengalpattu G0
216. | SRMMC-Kattankulathur 305
217. VMET-Vadapalani B&
218, ¥YMC-Mangaluru 265
219. | AlGH-Hyderabad 173
220. | AlIMS-Hyderabad 80
221. | AlIMS-Kochi 80
222, AIMSRC-Hyderabad 21
223, | AlP-Gwalior 380
224, BIM5-Belagavi 170
2258, BEMHRC-Bhopal 30
225. | BPSGMC-Sonepat 15
227. GAMC-Ratlam 160
228, | GBCMEKBMSH-Dehradun a0
229, GCP-Medchal B6
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230. | GEKMC-Chennai 170
231. | GMCH-Udhagamandalam 317
232, GMC-Jagtial 150
233. | GMC-Nagapattinam 280
234, | GMC-Vikarabad 35
235. HIMSR-New Dethi 173
236. JLNMC-Bhagalpur 150
237. KH-Tiruchirapalli 7
238. KLECP-Belagavi 68
239, MKCG-Berhampur 280
240. MMCHRI-Kanchipuram 20
241. MSDASMCMEH-Baharaich 175
242, OPJICCR-Hisar a7
243. PMCHRI-Chennai 60
244, | SAHS-Imphal West 100

11 |
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245, | SIMSRC-Mangalury 1 70
246. | 5IMSBH-Tumakuru 1 74
247, SM3R5-Moida 1 B8
248, SRTRMC-Beed 1 56
249, 35H-Rajkot 1 18
250, S5MC-Rawa 1 147
251. | STM-Kolkata 1 32
252, TMCH-Chengalpattu 1 10
253. TRIHMS-Maharlagun 1 130

International webinar organised by NCC-PvPI for SEARN
Countries and WHO Member States

NCC-PvPl, IPC belng a World Health Organization (WHO) - Collaborating Centre organized
one day International Webinar on "Optimizing the use of ICSRs in Signal Detection Process'
on 18" September 2024 for South East Asia Regional countries and WHO Member States
participating in Programme for International Drug Monitoring (FIDM), Dr. Shanti Pal, Team
Lead, Pharmacovigilance Medicines and Health Products, WHO HQ; Dr Adrien Inoubli,
Regional Advisor for Medical Products Quality and Regulation, WHO-SEARC Office, New
Dethi; Dr. Mira Desai, SRP Member, PvPI, IPC; Dr. Siddharth Sarkar Additional Professar,
NDODTC, AlIMS; Dr. Rohit Saxena, Professor, AlIMS, Delhi; Dr. 5. Ramesh Kumar, Scientist F,
MIRT; delivered talks on various topicsin Pharmacovigilance. Atotal of 406 participants has
participated inthiswebinar.
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5. Other Training Programmes on Pharmacovigilance

Tha NCC-PvPI has provided technical support for pharmacovigilance. Thase initiatives are
aimed at enhancing the knowledge and skills of the HCPs about the reporting of Adverse
Events, establishing pharmacovigitancesystem intheir&AMCs,

MNo. of

S. No. Date Title Organized at Participants

Sikkim Manipal

Training ¥ :
1 | 30"May 2024 | Programme on IR0 WeRCH, 110
Pharmacovigilance SclenanH8),
Gangtok, East Sikkim
14" Mational Sant Gajanan Maharaj
2 November | Conferenceon Rural Hospital, 550
2024 Pharmacovigilance | Kolhapur, Maharashtra

Fostering a culture

P T of Patient Safety: Tomo Riba State

3 2024 The crucial roles of | Hospital, Naharlagun, 206
ADRsin Arunachal Pradesh
Healthcare

Student projects and training in PvPI

One Month Training
S. No. ”“"f“' at Qualification | Institute Name Date Place
Trainee
1" April
Ashad Or. RML College 2024 -
1. Ahmad B, Pharm ot Pharmisiy 1*May MCC-PvPI, IPC
2024
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2™ April
Mo, Dr. BML College 2024 to
Shawez By Farm of Pharmacy 1* May NCC-FVPl, IPC
2024
Nikil Anand College gu;f :::
B. Pharm of Pharmacy, vy NCC-PvPL, IPC
Gupta S B May
& 2024

ITS College of 8" April
Ms. Tulsi E. Pharm Pharmacy, 202410 8" | NCC-PvPI, IPC
Ghaziabad May 2024

8" April
ITS College of
:ﬁ:?::; B. Pharm FPharmacy, _25?.12;;:: NCC-PVPL, IPC
Ghaziabad ¥
2024
8" April
Yodesh ITS College of EEE:}
Kumar B. Pharm Pharmacy, 8% Ma NCC-PvPI, IPC
Sagar Ghaziabad o
2024
8" April
ITS College of
Raohit & 2024 to
Singh B. Pharm Pharmacy, & Ma NCC-PvPIL, IPC
& Ghaziabad Y
2024
SRM Modinagar & May
Prateek College of 202410
. Ph NCC-PvPI, IP
Gupta B. Pharm Pharmacy, 8" June Ce-Pv c

Ghaziabad 2024
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SRM Modinagar | §" May
Colle f 2024 1
g, Hmza B. Pharm e St Nee-PYPLL IPC
Pharmacy, 6" June
Ghaziabad 2024
SRM Modinagar 7" May
Javed Collegse of 2024 to
10. i B. Ph NCC-PvPL, IPC
Gadi L Pharmacy, 7" June
Ghaziabad 2024
. g" May
Saro] Institute of
b 4
1. Sﬁiﬁ: B. Pharm Technology, iffu;: NCG-PVPI, IPC
k
Lucknow 2004
SRM Modinagar & May
12, Shruti B. Pharm College of 2224 1o NCG-PVPI, IPC
Sommya Pharmacy, 8™ June
Ghaziabad 2024
Ishita Shpras 1;{;2:1?:
13, Singh B. Pharm University, 20" Jure NCC-PyPI, IPC
g Moida
2024
SRM Modinagar | 18" June
Sarfaraz College of 2024 to
14. . Ph ; -PVPI, IP
Alam AL L Pharmacy, 18" July NEREL
Ghaziabad 2024
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18" June
15. KE::’L .| Prarmo. SAT&%E;;EUS* 2024 to NCC-PVPI, IPC
18" July 2024
12" August
Ms. . . . 2024t
a A B
16. | Shaifall | M.Prarm | AT University 12® NCC-PvPI, IPC
: Moida
Joshi September
2024
12" August
o case 2024 to
Ms. Amity Univearsity,
17. M. Pharm vy L VRIS, 12" NCC-PVPI, IPC
Varsha MNoida
September
2024
12" August
Ms. . - 2024 to
18. | Prerna | M.Pharm ‘qm'le:]'.:;fm'W' 19% NCC-PvPI, IPC
Bhati September
2024
Apeejay Stya 24" June
18. M;ik?:” B. Pharm University, 2024 to NCC-BvPl, IPC
P Gurugram 23" July 2024
Apeejay Stya 24° lune
20. | IshaJain | B.Pharm University, 2024t0 | NCC-PvPI, IPC
Gurugram 237 July 2024
b (4]
Aaditys Apafzjay _Stya 24" June
21. nqt | B Pham University, 2024t0 | NCG-PVPI, IPC
B Gurugram | 23" July 2024
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S arthiak Apeejay Stya 24" June
22, Chauhan B. Pharm Lniversity, 202410 MCC-PvP|, IPC
Gurugram 23" July 2024
. Apeejay Stya 247 June
23, Kishian B. Pharm University, 2024 to NCC-PyPI, IPC
Gurugram 23" July 2024
. Apeejay Stya 24" June
24, Sariclis B. Pharm University, 2024 to NCC-PyPl, IPC
v Gurugram | 23" July 2024
Apeejay Stya 247 June
25: Sanjana B. Pharm University, 202410 NCC-PvPI, IPC
Gurugram 23" July 2024
Apeejay Stya 247 June
26. Vinay B. Pharm University, 2024 to NCC-PvPl, IPC
Gurugram 23" July 2024
A 5t 24" Jun
Umesh pa{aiay : ye g
27. Dagar B. Pharm Liniversity, 2024 to NCC-PvPI, IPC
& Gurugram 23" July 2024
Raj Kumar Goel
Mukiil Institute of 25" June
28, Tvagi B. Pharm Technology 202410 NCC-PVPI, IPC
yag (Pharmacy), | 24" July 2024
Ghaziabad

17 |
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Raj Kumar Goel

: Institute of 257 June
Aaditya
29. Kby B. Pharm Technology 2024 to NCC-PuPI, IPC
HSIAR (Pharmacy), | 24"July 2024
Ghaziabad
Ra] Kumar Goel
Hirgein Institute of 01" Julir 2024
30. Maurya B. Pharm Technology to 31 July NCC-PVPI, IPC
(Pharmacy), 2024
Ghaziabad
Raj Kumar Goel
Arya Institute of 01" Jul%r 2024
31. Tyagi B. Pharm Technology to 317 July NCC-PvPI, IPC
(Pharmacy), 2024
Ghaziabad
KIET Group of
. Institutions 017 July 2024
gz, | ACMISREK | b oarm | (KETSchootof | to31"July | NCC-PVPI, IPC
i Pharmacy), 2024
Ghaziabad
KIET Group of
ihiashi Institutions 01" July 2024
33. Shah B. Pharm (KIET Schoot of to 317 July MCC-PvPL, IPC
Pharmacy), 2024
Ghaziabad
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KIET Group of
Institutions 01" July 2024

ag. || Svpensie B; (KIETSchoolof | to31“July | NCC-PvPI, IPC
Om Gupta Pharm :
Pharmacy), 2024
Ghaziabad
KIET Group of
& Institutions 017 July 2024
35. DE;E?E“” oham | (KIETSchoolof | t031°July | NCC-PVPI,IPC
Fharmacy), 2024
Ghaziabad

01" July 2024

; E. K. R. Mangalam &
36. Danish Behl ; nﬂ_ t0 31% July NGB e
Pharm University
2024
KIET Group of
Aanchal B Institutions 01" July 2024

3. Choudha pnﬂ;m (KIET Schoolof | to317July | NCC-PvPI, IPC

L Pharmacy), 2024

Ghaziabad

KIET Group of
Institutions 01" July 2024

38. ‘1’;’:;?? PhE'E'Tm (KIETSchoolof | to31"July | NCC-PPI, IPC
Pharmacy), 2024
Ghaziabad
| 01 July 2024
3g. Rishabh B. K.R.Mangalam | = o0s iy | Neco-pvpl, IPC
Kansal Pharm University S0
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; 01" July 2024
40. | SO | g oppagm | CR-Mansalam | a0y | Nee-Pupl, IPC
Goyal Liniversity
2024
N . . 017 July 2024
41, SFF'!?“ M. Pharm SG;L::"";‘?;"*" 031" July | NCC-PvPI, IPC
J B 2024
01" August
Vishesh Amity University, | 2024 to
. ! ; NCC-PyPt,
42 Sahu R Ren Moida 31" August GE=RE, 7S
2024
]
Noida Institute u;{;igft
43, Pooja M. Pharm of Enginesring 317 August NCC-PvPI, IPC
and Technology sk
S Noida Institute ﬂ;;‘g:gt'ft
44, < ¥ M. Pharm of Engineering 5 NCC-PvPI, IPC
Singh and Technolo 31" August
EY 2024
Adarsh Moida Institute 01" August
45. it M. Pharm of Engineering 2024 to 31" | NCC-PvPI, IPC
and Technology | August2024
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Three Month Training
N f titut
S. No. e Qualification Insitute Date Place
Trainee Name
Vydehi Institute
KLE Society's of Medical
Rutuja College of 29" April Sciences and
14 Varad B. Pharm Pharmacy 2024 to Research
Chavan Nipani, 28" July 2024 Centre,
Banaluru Bengaluru,
Karnataka
e
ke and 5" May 2024 Institute of
2. Y B. Pharm to 4" August Medical
kumar Technology- ;
2024 sSciences,
Pharmacy, ;
Patna, Bihar
EBhopal
Believers
The Oxford Th Church Medical
© 7" May 2024 ‘ g
Aneash College of 2 College &
3 B. Pharm to 6" August
PK Pharmacy, 2024 Hospital,
Kerala Thiruvalla,
Kerala
RVM Institute RVM Institute of
VrUE of Medical Medical
éﬂ,a Sciencesand | 8" May 2024 Sciences &
4. Aniri oh MBBS Research to 7" August Research
Redd Centra, 2024 Centre,
y Mulugu, Siddipet,
Siddipet Telangana
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SRM Modinagar 8" May
Ritu Raj College of 2024t0 7" NCC-PvPI,
i . Ph
2 Kumar B.Pharm | o armacy, Dethi | August IPC
MCR Campus 2024
Dr. K. N. Modi "
vnsineall IR T
Institute of 2024 10
Pranshu Pharmaceutical i NCC-PvPI,
B. B. Pharm : 14
Gupta Education & IPC
September
Research, 2024
Ghaziabad
Mahatma
Dr. Rajendra o1 Gandhi
. Gode Institute lanuary Institute of
Samrudhi :
i Kelkar B. Pharm of Pharmacy 202510 Medical
Amravati, 31" March Sciences,
Maharashtra 2025 Wardha,
Maharashtra
Six Month Training
S. No. Nan.'le i Qualification | Institute Name Date Place
Trainee
KY K College of 13" May
Shaikh "
Pharmacy, 20241012 NCC-PVPI,
1. Saad B. Pharm
Jalatoddin Hyderabad, Movember IPC
Telangana 2024
Tomo Riba
Tripura 15" May State
. ; . 2024to 14" Hospital,
2. Nada Rino M. Pharm University, P!
Agartala. Trioura Movermnber | Naharlagun,
gartata, 1np 2024 Arunachal
Pradesh

PHARMACOVIGILANCE PROGRAMME OF INDIA | 122




PERFORMANCE REPORT 2024-25

Two Days Training
Name of . Institute
5. No. Traihes Qualification Name Date Place
Seth G5
Dr. Medical 26"-27"
g [ Sourav MBES College & KEM December MNCC-PYPIL, IFC
Mandal Hospital, 2024
Mumbai
Seth GS
Dr. Medical 268"-27"
2. Dhruve MBBS College & KEM December NCC-PvPL, IPC
Soni Hospital, 2024
Mumbai

Summary of training programmes organized during

index period

5. No.

Training Programme

Organized at

No. of
Trainings

No. of
Participants

Training/Sensitization
1. Awareness programme
conducted by AMCs

AMCs

14217

71810

2024

Training/Sensitization
Awareness programme
conducted by AMCs
during Mational
Pharmacaovigilance Week

AMCs

1133

123251
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Advanced Level Training-
cum-Coordinators Meet

RTCs

Induction-cum-training
Programme on
Pharmacoaovigilance for
Coordinators/Deputy
Coordinators of newly
recognized AMCs and
nawly recruited
Pharmacovigilance
Associates

NCC-PvPI

Skill Development
Programme on PV of
Medical Products

MNCC-PvPI

4 1134

Worksop-cum-Training
Programme on
Pharmacavigilance for
NABH Accradited
Hospitals at Fortis Mahali

NCC-PvPI

?l

Regional Training
Programme on
Implementation of
Pharmacovigilance
Guidance document for
Marketing Authorization
Holders (MAHs) of
Pharmaceutical Products,
Version 2.0 at NIMHANS
Bangaluru and CDTL
Mumbai

NCC-PvPI

2 108
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International Webinar
Optimizing the use of
; NCC-PvPI 406
8 ICSRs in Signal Detection P L
Process
8. Refresher training for PvA NCC-PvPI 4 450
Sikkim,
10. Capacity bullding program Kalhapur, 3 866
on PV Arunachal
Pradesh
Interactive meeting for
11. NCC-PvPI 11 102
MAHs
12 H.EII:Id holding training on NCC-PYP 4 305
VigiFlow
Total 2598 200302
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Launch of the Adverse Drug Reaction Monitoring System

(ADRMS) Online Portal
’ «

To advance the vision of Hon'ble Prime Minster Shri Marendra Modi's Digital India, The Adverse
Drug Reaction Monitoring System (ADRMS) Online Portal was launched by Hon'ble Minister of
Health & Family Welfare and Minister of Chemicals and Fertilizers, Shri ).P. Nadda duringthe
1% Policy Makers Forum meeting at Dr. Ambedkar International Centre in New Delhi on
19" August, 2024. The event was attended by senior officials from the Ministry of External Affairs,
Department of Pharmaceuticals, Central Drugs Standard Control Organization, and the Indian
Pharmacopoeia Commission.

The ADRMS software, developed by the Pharmacovigilance Programme of India (PvPl), is India's
first comprehensive medical product safety database tailored to the need of the Indian
population. Itwill facilitate the reporting of adverse events related to both medicines and medical
devices. The software aims to streamline the reporting process for patients, caregivers, and
healthcare professionals while also enabling Indian Pharmaceutical Industries and Market
Authorization Holders (MAHSs) toreport adverse eventsthrough a direct User Gateway.

WHO NRA Re-benchmarking for Vaccines in India
> 4

For WHO NRA Re-benchmarking for Vaccines in India, an assessment was conducted fram
18" to 20" September, 2024, A team of assessors visited NCC-PvPI, IPC, Ghaziabad on
18"September 2024 assess the Vigilance Function.

The WHO team reviewed the relevant documents and interviewed the PvPl staff forthe purpose of
assessment of Vigilance function, as per the WHO Global Benchmarking Tool. This successisa
cumulative of intensive effort by the Health Ministry, including CDSCO, in collaboration with
WHO, toimplement areadmap to strengthen capacity for regulation of vaccines.

Asofd” October 2024, India's regulatory system has successfully achieved overall maturity level
3, following the implermentation of all critical recommendations and submission of corrective
and preventive actions for any identified gaps during the benchmarking.
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Communication & Resource Materials of PvPI
» 4

Communication is essential for achieving the objectives of Pharmacovigilance In terms of
promaoting the rational, safe & effective use of medicine, preventing harm from adverse reactions
and contributing to the protection of public health. The PyPl communicates drug safety
information/resource materials to the CDSCO and other stakeholders through different
mechanism such as emails, press release, social media and website of IPC etc. For more
information, please visit the website www.ipc.gowvin.

The communication division of NCC-PyPI, IPC communicates with stakeholders to make aware
about the activities carried out in PvPl across the country. The modes of communication by NCC-
PvPlL, IPC are as follows:

PvPI Mewsletters

Annual Performance Report of PyP|

Awareness Posters & Pamphlets

PV Guidancedocument for MAHs of Pharmaceutical Products (Version 2.0)
Quality Manual

Guidance documentfor spontaneous reportingof ADRs

Handbook of PyvPI

PV Comic

PvPI published its newsletter during this tenure

2 Newsletter Newsletter I Newsletter
Before you :E 1~ DMsbinasal vt
proscribie.. o o Phurriu
-
Lol alike =
Sl - i e
y Strurgliieving of
- = Fhermazaiplanga Systoms
2t Mariwl Aulhuzston Hudess
- [t}
Mewslatter, Mewslatter, Newaietier, redartisl
Vol. 14, Issue 4 Vol. 15, Issue 1
Vol. t4; Ieaug 2 VoL 14, isa d |October-December [Hanuary - March
il-} 2024 L 4 i
{April - June ) {uly-September 2024) 2024) 2024)
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Materiovigilance Programme of India (MvPI)
> |

Background

After several horrific cases of malfunctioning of medical devices such as babies burnt to death
duetoshort circuits inincubators or hip implants causing blood poisoning, the Ministry of Health
& Family Welfare (MoHFW), Govt. of India (Gol) has approved the commencement of
Materiovigilance Programme of India (MvPI) on 10" February 2015 in an effort to ensure safety of
medical devices. Thereafter, MvPl was launched on 6" July 2015 at Indian Pharmacopoeia
Commission (IPC) Ghaziabad by the then Drugs Controller General {India) with an objective to
ensure the patient safety by monitoring, recording, analyzing the root cause of adverse events or
risk associated with the use of medical devices and suggesting National Regulatory Authorityi.e.,
Central Drugs Standard Control Organization (CDSCQ) for appropriate action. MvPI aims to
promote and facilitate adverse event reporting of medical devices and subsequently evaluating
these events. The scientific and systematic evaluation of these medical device adverse
events/reports will foster monitoring trends for improving and protecting the health and safety of
the Indian population. Initially Sree Chitra Tirunal Institute for Medical Sciences & Technology
(SCTIMST), Thiruvananthapuram served as MNational Coordination Centre (NCC) for the
programmetill2017; since 2018 IPC functions as NCC for MvPL. In addition to protection of health
and safety of patients, MvPIl reduces the likelihood of recurrence of the harmful incidents
elsewhere thereby safety of medical devices, MvPl continuously works with its partnering
organizations where SCTIMST, Thiruvananthapuram serves as National Collaborating Centre and
Mational Health System Resource Centre (NHSRC), New Delhi serves as Technical Support &
Resource Centre forthe programme, As a dynamic process, MvPI-IPC recognizes Medical Device
Adverse Event Monitoring Centres (MDMCs) across India for monitoring and reporting of Medical
Device Adverse Events (MDAES).
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Indigenous medical device adverse events (MDAEs) data
management:

During the indexed period, NCC-MvPI, IPC has received and analysed 14,584 MDAE reports in
MyPl database. The reporting has been increased by 42.01% as compared to the previous
financial year (10,269 MDAE reports were received during 1° April, 2023 to 317 March, 2024). In
total, NCC-MyPI, IPC has received and analyzed 39,074 MDAE reportstill date.

1400 1351 182 '
T 1281
1265 — 1276 1222
p 1200 + 1042 1080 {046 1066
£ 1000 +
25
é 800 +
= 600 T
z
= 400 +
=
7z
200 +
0 3 } i
) '1?' "x?‘ '\-"
_*l *J' rd V “l' 4‘.‘ -l 1"
Month

Figure-24. Maonth-wise MDAE raparts received in MyPil databass
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Recommendations forwarded to regulatory body:

NCC-MvPIhas forwardad 22 recommendations onsafe use of medical devices in India to Central
Drugs Standard Caontrol Organization ({CDSCQ) for their information and further necessary

actions attheirend.

M Suspected
5. No. | recommending D:'-.-'ica Adverse event Description
to CDSCO
Blister Farmation,
I
f: ueﬂ&i mented Patch Meeting members
YPopig , , suggested that the event
at the Insertion Site, i
R is suspected to be
20" February Intravenous g & device related & the
1 Cannula during Drug
2025 Cannula case should be
Administration,
: forwarded to CDSCO to
Suboptimal/Low take further necessa
Quealtiy Stfel, Sttet & action at their end B
Catheter Wings )
sticking Together
Allergic Reactions Meeting members
{Redness, Drying, suggested that the event
Rubber Itching), Poor Quality, | is suspectedtobe
2 20" February Surdical (Tearing of Gloves device related & the
2025 thifﬁs During Medical case should be
Examination), forwarded to CDSCO to
excessive Absorption | take further necessary
of Powder on Hands action at their end.
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Committee members
Cyrix Healthcare considered it a potential
Private Limited was regulatory violation and
not found to be recommended that the
i ’ registered or recorded | company's details be
]
3 20" February | Mechanical | 0 cDSCOOnline | forwardedto CDSCO for
2025 Ventilator )
portal as an approved | verification of its legal
medical device authorization to
manufacturer or manufacture, import, or
importer distribute the suspected
ventilatar.
Meeting membears
suggested that the event
Regulator . &g
, is suspected to be
Blood Malfunctions Causing )
11" December 2 ) : device related & the
4 Administrati | Free Flowing of Blood,
2028 onset | Loosenedatthe Point | S25¢ Shouldbe
—— forwarded to CDSCO to
take further necessary
action at their end.
Meeating members
Blister Formation, fauggasted that the event
. _ is suspected to be
" Skin Ulcers, Redness, :
5 11" December | Intravenous Lisakate, Bloskags device related & the
2024 Cannula Swetliﬁ ' Irritatlngn' case should be
— if‘; - T forwarded to CDSCO to
P I take further necessary
action at their end.
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Leakage, Loose
Piston, Semi Blocked
Plunger, Foreign

Meeting members
suggested that the event
is suspected to be

11" December | Hypodermic . . device related & the
L Particles in Syringe,
2024 Syringe ; case should be
Vacuum Creation
While Loadin forwarded 1o CDSCO to
= B take further necessary

Meadication : ,
action gt thairend.
Meeting members

Poor Quality, suggested that the evant

11" December
2024

Auto Disable
Hypodermic
Syringe

Blockage, Plunger &
Piston Breakage,
Presence of Foreign
Particles

is suspectedto be
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at thair end.

30" September
2024

Auto Disable
Hypodermic
Syringe

Leakage, Blockage,
Piston Breakage &
Presence of Foreign
Particles

Meeting members
suggested that the event
is suspected to be
device related & the
case should be
forwarded to CDSCO o
take further necessary
action at their end.
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Malfunctioned
Regulator resulting in

Meeting members
suggested that the event
is suspected to be

30" September | Intravenous device related & the
8, : Leakage and
2024 Infusion Set case should be
Uncontrolled
Medication Deliver IWaded 19 COEO 15
y take further necessary
action at their end.
Meeting members
suggested that the event
s issuspectedto be
il [ F 1
30" Septamber . uad1 '.“””’”*"r e davice ralated & the
10. Transfusion | of Regulator/Leakage
2024 Set of Blood case should be
forwarded to CDSCO 1o
take further necessary
action at thair end.
Meeting members
suggested that the event
. Adhesive Poor Adhesive - EL.mpemEd 19 be
30" September : e device related & the
11. Surgical Property/insufficient
2024 y case should be
Tape Acdhesion

forwarded to CDSCO to
take further necessary
action at their end.

133 [ PHARMACOVIGILANGE PROGRAMME OF INDIA




PERFORMANCE REPORT 2024-25

12

15" July 2024

Auto Disable
Hypodermic
Syringe

Blockage, Leakage,
Piston Breakage

Meeting members
suggested that the event
is suspectedtobe
device related & the
case should be
forwarded to CODSCO to
take further necessary
action at their end.

13.

15" July 2024

Intra-venous
Infusion Set

Outpouring,
Obstruction &lrregular
Flow

Meeling mambers
suggested that the event
iz suspected to be
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.

14.

15" July 2024

Intra-venous
Infusion Set

Blockage, Leakage, &
Irregular Flow

Meeting members
suggested that the event
is suspectedto be
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.
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15,

15" July 2024

Spinal
Implant

Implant Breakage

Meeting members
suggested thal the event
is suspected to be
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.

16.

15" July 2024

Surgical
Gloves

Severe rashes,
Contact Dermatitis,
Poor Quality

Meeting members
suggested that the event
is suspectediobe
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.

17.

15" July 2024

Ventilator
Circuit

Water is Entering the
Patient Trachea

Meeating members
suggested that the event
is suspected to be
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.
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18.

23" April 2024

Trypan Blue
Dye (IOL
Dye)

Vision Loss

Meeating members
suggested that the
gvent is suspected to
be device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.

19.

22™ April 2024

Intravenous
Infusion Sat

Leakage/Faulty
Regulator/Malfunction
! Compromised

Quality

Meeting members
suggested that the
event is suspacted to
be device related & the
case should be
forwarded to CDSCQO o
take further necessary
action at their end.

20.

22" April 2024

Hypodermic
Syringe

Leakage/Piston
Breakage/Quality |ssue

Meeting members
suggested that the
event is suspected to
be device related & the
case should be
forwarded to CDSCO to
take further necessary
action at their end.
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21,

22" April 2024

Urine Bag

Urine Leakage

Meeting members
suggested that the event
is suspected to be
device related & the
case should be
forwarded to CDSCO to
take further necessary
actian at their end.

22,

22" April 2024

Intra Ccular
Lans

|OL Breakage &
Infaction

Meeting members
suggested that the event
is syspected to be
device related & the
case should be
forwarded to CDSCO to
take further necessary
action at theirend.
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Safety Alerts to Medical Device Adverse Event Monitoring Centres
(MDMCs)

NCC-MyPl, IPC has sent 08 safety alerts to MDMCs for the active surveillance of suspected

medical devices. Listed below:

Eatl of Adverse event
S.No. | Communicating Device Action requested
reported
Advisory
Ventilator Associated AEENBSYVaIlance
: onthe suspecied
Pneumaoania (VAP) - : il
device whetheris it
Company was not
Mechanical | found to be registered USeT #tyouT Contar;
1. 21" February 2025 : Report all the
el Ventilator | on CDSCO portal of &
: suspectad
approved medical
unexpected adverse
device manufacturers I
g Besataie event after intended
P usge of the device
Active surveillance
on the suspected
Quality issues like device whether is it
Auto Disable | plunger breakage, used at your center.
2. 21" February 2025 | Hypodermic | blockage. Leakage, Repaort all the
Syringa presence of foreign suspected
particles unexpected adverse

event after intended
usa of the device
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12" Decamber
2024

Artificial
Urinary
Prosthesis

Prosthesis Failure &
Infection

Active surveillance
on the suspected
device whetheris it
used at your center.
Report all the
suspected
unexpecied adverse
event after intended
use of the device

30" September
2024

Voice
Prosthesis

Prosthesis Leakage

Active surveillance
on the suspacted
device whetheris it
used at your center.
Report all the
suspected
unexpected adverse
evant after intended
use of the device

5. 24" April 2024

Hypodermic
Syringe

Leakage/Piston
Breakage/Quality
Issue

Active surveillance
on the suspected
device whetheris it
used at your center,
Report all the
suspected
unexpected adverse
eventalter intended
use of the device
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24" April 2024

Intravenous
Irnfusion Set

Leakage/Faulty
Regulator/
Matfunction/
Compromised
Quality

Active surveillance
on the suspected
device whether is it
usad at your center,
Report all the
suspected
unexpected adverse
event after intended
use of the davice

24" April 2024

Trypan Blue

Vision Loss

Active surveillance
on the suspeacted
device whether is it
used at your center,
Report all the
suspected
unexpected adverse
evant after intended
use of the device

24" April 2024

Urine Bags

Urine Leakage

Active surveillance
on the suspacted
device whether is it
usad at your center.
Report all the
suspected
unexpecied adverse
event after intended
use of the device
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Resource Materials (available on IPC website- www.ipc.gov.in)

= NCC-MvPlpublished 04 e-newsletters (Volume 6, Issue 01-04, 2024) during the index period
tokeepthe stakeholders updated anthe recent activities conducted by MyPI.

=  Updated MDAE Reporting Form {Healthcare Professionals Version 1.2)- Available on IPC
wehsita

i e-Newsletter . B-Newsletter

i E—F\:cﬁ'ulvlu‘r

E €-Newsletter

WO | PR [ RCE

Materiovigilance
Programme of India

Materiovigilance
Programme of India {

f | Maierovigllanes
b Pragraming,. =
| % | atindia A
.I\' Progl” Matariovigilance
h o . Programime of incdia
Newsletter, Newslattar Newsletter, Mewsletter,
Vol. & Iﬂaua12 Vol. & ,,mm'3 Vol. 6, Issue 4 Vol. 7, Issue 1
.8, .6,
: {October - Decamber {January - March
April-J 2024 July - Se| ber 2024
{April - June | {luly - September ) i w1

MvPI| Expansion

During the index period, NCC has recognized 96 new MDMCs in various states of India to collect
more information on adverse events associated with medical devices in the Indian population.
Statesand UTs-wise distribution of newly enrolled MDMCs under MyvPl is given below:

Uttar Pradesh 7 Chandigarh 3
Chhattisgarh 3] Jlammu & Kashmir 3
Haryana 6 Karnataka 3
Maharashtra 6 Odisha 3
Rajasthan 6 Punjab 3
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Telangana <] Tamil Nadu 3
Bihar 5 Assam 2
Gujarat 5 Andhra Pradesh 2
Delhi 4 Kerala 2
Himachal Pradesh 4 West Bengal 2
Jharkhand 4 Goa 1
Madhya Pradesh 4 Ladakh 1
Uttarakhand 4 Manipur 1

List of all approved MDMCs under MvPI:

S.No State MDMC Name & Address Status

Aster Marayanadri Hospital

1 Mational Highway 71, Renigunta Road,
Andhra SV Auto Magar, Tirupati, Andhra Pradesh-517506 Mon-
Pradesh Government
G5L Medical College & Ganeral Hospital
b MH-18, Lakshmi Puram, Rajamahendravaram,

Andhra Pradesh-533296

Marwari Hospital

3. B-3, Sati Joymali Road, Athgaon, Guwahati,
Kaaan Assam-781008 MNon-
Government
Arya Hozpital
4, A.M Road, Rehabari, Guwahati, Kamrup Metro

Assam-781008
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E+

Bihar

MGM Hospital and Research Centre Put. Lid.
Jagat Narayan Lal Road, East Lohanipur,
Kadamkuan, Patna, Bihar- 800003

Ford Hospital and Research Center Private Limited,
Mew Bypass NH-30, Kheminichak,

PO Mew Jaganpura, PS5 Ramkrishna Nagar, Patna,
Bihar- 800027

Jay Prabha Medanta Super Speciality Hospital
Kankarbagh Main Road, Kankar Bagh Colony,
Patna, Bihar-800020

Mediversal Multi Super Specialty Hospital
Doctors Colony, Kankarbagh, Bankman Calony,
Patna, Bihar- 800020

Paras HMRI Hospital
Bailey Road, Raja Bazar, Patna, Bihar-800014

Non-
Government

10.

11.

12,

Chandigarh

Fortiz Hospital
Sector-62, Phase-8 Mohali-SAS Nagar, Mohali,
Punjab-160062

Mukat Hospital & Heart Institute
SCO 47-49, Sector 34A, Chandigarh-160022

Healing Hospital and Institute of Paramedical
Sciences
Sector-34A Road, Chandigarh-160022

Mon-
Government
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13.

14,

15.

1a.

17.

18.

Chhattisgarh

Raigarh Institute of Medical Science Pvt. Ltd.
Shri Bala Ji Metro Hospital,

Mear Pahar Mandir Road, Village Kauha Kunda
Raigarh, Chhattisgarh-496001

MMI Narayana Superspeciality Hospital
Dhamtari Road, Lalpur, Raipur,
Chhattisgarh-492001

Shri Balaji Institute of Medical Sciences
Balaji Hospital Campus, Dubey Colony,
Mowa, Raipur Chhattisgarh-492014

Balco Medical Centre

(Vedanta Medical Research Foundation)
Sector 36 PO-Uparwara, Raipur,
Chhattisgarh-493661

KIMS Super Speciality Hospital Private Limited
Mear Agrasen Square, Magarpara Road,
Bilaspur, Chhattisgarh-435001

Suyash Institute of Medical Science Pwvt. Ltd.
Kota Gudhiyari Road, Raipur, Chhattisgarh-492001

Mon-
Government

19.

20.

21,

22,

Delhi

Venkateshwar Hospital
Sector-12 Road, Sector-184, Dwarka,
MNew Delhi-110075

Aakash Healthcare Super Speciality Hospital
Road No-201, Dwarka Sector-3, New Delhi-110075

St. Stephen's Hospital
Tis Hazari, Delhi-110054

Primus Super Speciality Hospital
2, Chandragupta Marg, Opp Russian Embassy,
Chanakyapuri, New Delhi, Dalhi-110021

Mon-
Government
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23.

Goa

Manipal Hospital
Dr. E. Borges Road, Dona Paula, Panaji,
Goa-403004

Mon-
Government

25,

28.

27.

28.

Gujarat

Health 1 Super Speciality Hospital

Block C, Ground Floor-10 8" Floor,

Silai-27/73, on 5.P. Bing Road, Near Shilaj Circle,
Ahmedabad, Gujaral-380055

Sunshine Global Hospital
Beside Big Bazar, Gaurav Path, Dumas Road, Surat,
Gujarat-395007

Shree Krishna Hospital
Bhaikaka University, Karamsad Anand,
Guijarat- 388325

Smt. Jayaben Mody Multispeciality Hospital
Plot Mo-624/1, Valia Road, GIDC, Ankleshwar,
Gujarat-383002

Mon-
Govarnment

All India Institute of Medical Sciences
Khanderi, Parapipaliya, Rajkot, Gujaral-360110

Government

25,

30.

31.

Haryana

Dayanand Hospital & Critical Care Centre
Mear Kakroi Road, Sonipat, Haryana-131001

Shakti Neuro Science Centre
Barwala Road, Tayal Bagh, Hisar Haryana-125001

Anand Orthopaedic Centre
Opposite Theme Park, Near Panorama, Thanesar,
Kurukshetra, Haryana-136118

Mon-
Govaernment
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Max Hospital

az. Block B, Sushant Lok-1, Opposite Huda City Centre
Metro Station, Gurugram, Haryana-122001
Sonakshi Children Hospital

33. lindal Hospital Road, Mear ITI, Hisar,
Haryana-125001

i Ojas Hospital

. H1, Sector-28, Panchkula, Haryana-134116

Aastha Hospital

35. Krishna Magar, Hamirpur,
Himachal Pradesh- 177001
Malhotra Hospital and Trauma Center Non-

38. Opposite Petrol Pump, Main Bazaar, Nerchowk, -

Hifiaehat Mandi, Himachal Pradesh-175008
Pavdesh Karan Hospital

37, Ward Mo-12, Palampur, District Kangra,
Himachal Pradesh-176061
Fandit Jawahar Lal Nehru Government Medical

38. College & Hospital Government
Chamba, Himachal Pradesh-176310
Raksha Kidney Centre Private Limited

39, 272-F, Near Circuit House, Talab Tillo, lammu,
Jammu and Kashmir-180002

Jmmaand Cancer Treatment Services Hyderabad Pvt. Ltd. Klisiss

40, i iatr ASCOMS By Pass Road, Sidhra, Jammu, CoNBeniTiEit
lammu and Kashmir-180017
Triveni Mursing Home

41, B-C/C Gandhi Nagar, Jammu,

Jammu and Kashmir-1 80004

PHARMACOVIGILANCE PROGRAMME OF INDIA | 146




PERFORMANCE REPORT 2024-25

42,

43,

45.

Jharkhand

Fulse Super Speciality Hospital

Bariatu Road, Opposite R.|.M.S Petrol Pump,
Mear Harihar Singh Road, Bariatu, Ranchi,
Jharkhand-834009

Paras Hec Hospital
Sector-3 Mear JSCA Stadium Dhurwa, Ranchi,
Jharkhand- 834004

Santevita Hospital

(A Unit of SAHU Estate Private Limited)

1, Hazaribag Road, Near Firayalal Chowk, Ranchi,
Iharkhand- 834001

Medanta Abdur Razzague Ansari Memorial
Weavers Hospital
P.O. Irba, Ranchi, Jharkhand-835217

Morn-
Government

48.

47,

48,

Karnataka

MU Hospital Private Limited
MNo. 8, 15" Main, 11" Cross, Padmanabhanagar,
Bengaluru, Karnataka-560070

Justice K. 5. Hegde Charitable Hospital
Deralakatte, Mangaluru, Karnataka-575018

Apollo Cradle Hospitals Private Limited

58, 18" Main Read, Near Anand Sweets, KHB
Colony, 6" Block, Koramangala, Banglore,
Karnataka-560095

Mon-
Government

49,

b0,

Kerala

GG Hospital, (A Unit of Paragon Hospital)
Murinjapalam, Medical College, P.O.
Thiruvananthapuram, Kerela-695011

Sunrise Institute of Medical Sciences Put, Ltd.
37/1835-37, Seaport Airport Road, Kakkanad,
Kochi, Kerala-s882030

MNon-
Govarnment
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51,

Ladakh

Sonam Nurboo Memorial Hospital
Leh Ut Ladakh-194101

Government

52,

53,

55,

Madhya
Pradesh

Bombay Hospital

Mo, 84, IDA Scheme, 95, Eastern Ring Rd, Tulsi
Magar, Vijay Nagar, Indore,

Madhya Pradesh- 452010

Bansal Hospital
Shahpura C-Sectar, Bhopal,
Madhya Pradesh-462016

Cancer Hospital & Research Institute Cancer Hills
Gwalior, Madhya Pradesh-474009

Triveni Healthcare Hospital
(A Unit of Jamdar Hospital)
Jabalpur, Madhya Pradesh-482002

MNon-
Government

56.

B3,

58,

a8,

Maharashtra

HCG Manavata Cancer Centre
Mylan Circle, Mumbai Maka, Mashik,
Maharashtra-422002

Sainath Haspital
Sant Nagar, Sector-4, Moshi Pradhikaran,
Pune Mashik Highway, Maharashtra-412105

Sant Gajanan Maharaj Rural Hospital
Site-Chinchewadi, Gadhinglaj-Halkarni Boad,
Hasurwadi, District Kolhapur, Maharashtra-416503

MGM Hospital & Research Centre
Plat MNo-1, Sector-1A, CBD Belapur, Navi Mumbal,
Maharashtra-400614

Non-
Government
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60.

&1,

Critl Care Asia Multispeciality Hospital

Kirol Boad, Kurla West, Mumbai Near Office Lal
Bahadur Shastri Road, Ali Yavar Jung Mumbai,
Maharashtra-400070

Sahayog Hospital
Rani Avantibai Square Ring Road, Gondia,
Maharashtra-441614

B2.

Manipur

American Oncology Institute

Cancer Treatment Services Hyderabad Privata
Limited At Babina Speciality Hospital

Sajiwa laill Boad, Khabeisoi, Imphal East,
Manipur-795010

Mon-
Government

63.

6d.

Odisha

85.

Sadguru Hospital

(A Unit of Sadguru Medical & Research Center
Private Limited)

Jagatpur Industrial Estate, Cuttack, Jagatpur,
Odisha-754021

Jaiprakash Hospital & Research Centre Pyt. Lid.
Dayanand Magar, Dandiapali, Rourkela,
Odisha-769004

Vikash Multi Speciality Hospital
Bargarh, Canal Chowk, Barahagoda,
Odisha-768040

Mon-
Government

6.

Punjab

Sacred Heart Hospital
Grand Trunk Road, Near Petrol Pump, Magsudan,
Jatandhar, Punjab-144008

MNon-
Government
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67.

6B.

Capitol Hospital
MNH-44, Jalandhar- Pathankot Road, Near Reru
Chowk, lalandhar, Punjab-144012

BBC Heartcare Pruthi Hospital
301, Mahavir Marg, Lajpat Nagar, Jalandhar,
Punjab-144003

69,

70,

ook

73.

73

74.

Rajasthan

Marayana Multispeciality Hospital
Sector 28, Rana Sanga Marg, Kumbha Marg,
Pratap Magar, Sanganer, Jaipur, Rajasthan-302033

Imperial Haspital and Research Cantra
Mear Kanwatia Circle, Shastri Nagar laipur
Rajasthan-302016

Apex Hospital Mansarovar Private Limited

Ward 27, 55, Rajat Path, Near United Bank of India,
Ward 27, Rajat Path, Mansarovar Sectar- 5,
Mansarovar, laipur, Rajasthan-302020

Apex Hospital
Rani Bazar, Bikaner, Rajasthan-334001

Apex Ranthambaore Sevika Hospital
Vinayak Nagar, Nursing Board Road, Alanpur, Swm,
Rajasthan-322001

Harish Hospital
Teleco Circle, Tijara Road, Alwar, Rajasthan-301001

Mon-
Government

PHARMACOVIGILANCE PROGRAMME OF INDIA | 15@




PERFORMANCE REPORT 2024-25

75.

78,

Tamil Nadu

77,

SRM Global Hospitals Private Limited
Mahatma Gandhi Road, SRM Nagar, Potheri,
Kattankulathur, Chengalpattu, Tamil Nadu-603203

Sri Ramakrishna Institute of Paramedical Sciences
College of Pharmacy

Sri Ramakrishna Hospital Campus

385, Sarojini Naidu, Sidhapudur, Coimbatore,
Tamil Nadu-641044

Maa Kauvery (A Unit of Kmc Speciality Hospital Ltd)
MNo- 27, Alexandria Road, Cantonment,
Tiruchirappalli, Tamil Nadu-620001

Mon-
Government

V8.

79.

&0.

Telangana

B1.

Ramdevrao Hospital
National Highway No, 65, Kukatpally, Hyderabad,
Telangana-500072

Pranaam Hospitals Private Limited
1-5816/40 & 41, Madinaguda, Miyapur, Hyderabad,
Rangareddy District, Telangana-500050

Basavatarakam Indo- American Cancer Hospital
and Rasaarch Institute

Road Mo, 10, Banjara Hills, Hederabad,
Telangana-500034

Ankura Hospital for Women & Children

{A Unit of Ankura Hospitals LB Nagar Pvt. Ltd.)
Survey No-9,11,12 Plot No- 10,1/, Saroor Nagar,
Matro Pillar No-1643, Lb Nagar, Banga Reddy,
Telangana-500035

MNon-
Government
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82.

83.

Medicover Hospitals
Opposite. Cyber Gateway, IBIS Hotel Lane
Madhapur, Hyderabad, Telangana-500081

Esic- Super Speciality Hospital
Sanathnagar, Hyderabad, Telangana-500038

Government

a5,

a5.

a7,

8a.

88,

S0.

Uttar
Pradesh

Healing Tree Hospital
30/1 Shakti Khand 3, Indirapuram,
Ghaziabhad, Uttar Pradesh-201014

Fatima Hospital
35-C, Mahanagar, Lucknow, Uttar Pradesh-226006

School of Medical Science and Research
Sharda University, Knowledge Park-3 Greater
Moida, Uttar Pradesh-201306

Prakhar Hospital Private Limited
8/213, Khalasi Line, Arya Nagar,
Kanpur, Uttar Pradesh-208002

Ajanta Hospital and IVF Centre Private Limited
765, ABC Complex Kanpur Road, Sardari Khera,
Sujanpura, PO Alambagh, Lucknow,

Uttar Pradesh-226005

Mazareth Hospital
13/A, Mear Hathi Park, Kamla Nehru Road,
Prayagraj, Uttar Pradesh-211018

Non-
Government

Vinayak Medicare Hospital
Bijnor, Lucknow, Uttar Pradesh-226002

Government

PHARMACOVIGILANCE PROGRAMME OF INDIA | 152




PERFORMANCE REPORT 2024-25

81.

9z,

83.

Uttarakhand

Ujala Hospital
Manpur Road, Kachnalgaji, Kashipur,
Littarakhand-244713

Premsukh Hospital & Dialysis Centre
2318, P.D Tandon Marg 16 Malviya Road,
Laxman Chowk, Dehradun, Uttarakhand-248001

5.K Kapoor, City Hospital
Super Complex, Ranipur More Haridwar,
Uttarakhand-249401

Kailash Hospltal (A Unit of Kailash Healthcare Ltd)
(NABH Accredited Hospital)

Haridwar Road, Near Jogiwala Chowk, Dehradun,
Uttarakhand-248001

MNon-
Government

85.

56,

West Bengal

Neotia Getwel Multispecialty Hospital

{A Unit of Ambuja Neotia Healthcare Venture Lid)
Littorayon, Behind City Centre, Matigara, Siliguri,
West Bangal-734010

Rabindranath Tagore International Institute of
Cardiac Sciences

124, Mukundapur,

E.M Bypass Kolkata, West Bengal-700099

Mon-
Government
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Indian Pharmacopoeia Commission-Materiovigilance Programme of
India (IPC-MvPI) as Certification Body:

Indian Pharmacopoeia Commission - certified by the Quality Council of India (QCI) to
function asacertification body forthe ICMED 8000 and ICMED 13485 certification schemes,

This accreditation will enable IPC-MyP| to assess the guality management systems of
medical device industries, ultimately enhancing quality of medical devices and ensuring

consumer protection.
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Implementation of MvPI Pan India

Plan of Action

Enhancing Post-Market Safety Reporting
To improve the current system, the following steps are suggested:

* Increase awareness and training programs for manufacturers, especially in the case
of Class A and Class B devices.

. Develop streamlined reporting platforms that are easier to use,
= Setcleartimelines for reporting adverse events,
*  Strengthen regulatory frameworks to ensure timely and accurate submissions.

* Collaborate with industry stakeholders to gather feedback and refine the systam,

Training/Awareness programmes conducted: 23

List of conducted trainings/ awareness programme during the index
period

No of
S. No. Date MDMC/IPC Name of Training Participants
trained
2™ April 11" Induction-cum-Training
1. 5024 NCC-MyPI, IPC Prograrmima 301
Webinar on " Mavigating Adverse
18" April Events in Dentistry:
2. 2[}22 NCC-MvP, IPC | Understanding Risks of Dental 200
and strategies to improve
communication”
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NCC-MvPl conducted a
Sensitization programme on
recent incident concerning
Implantation of Substandard
30" April pacemakers at a Government
S 2024 NCC-MWPLIPG | | iaspital in Uttar Pradesh a8
Sensitization cum Stakeholder
Meeting at University of Medical
Sciences Saifai, Etawah, Uttar
Pradesh
NCC-MvPL, IPC in
collabaration
4 15" May with &mrita Mational wahinar on "Medical A0
: 2024 Institute of Device & Adverse Events”
Medical
Sciences, Kochi.
30" July 12" Induction-cum-Training
B, 2024 NCC-MyPI, IPC Progtarme 281
NCC-MvPI, IPC in
collaboration
with Department
of Cral Medicine | Training programme on “Adverse
5 10" August and Dental Events in Dentistry; -
’ 2024 Radiology, Dr. understanding the risks of
Z.4, Dental dental devices and strategies”
College, Aligarh
Muslim
University.
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18" International Webinar on
7. September MCC-IPC Optimizing the use of ICSRs in 72
2024 Signal Detection Process
Training programme an
) NCC-MvPIL, IPC in | Materiovigilance and
21 . o
g Septembar ct:t‘i.laburatmn Pharmacovigilance at Pt 156G
2024 with JLNMC, Jawaharlal Nehru Government
Chamba Medical College and Hospital,
Chamba, Himachal Pradesh
One-day workshop on
ot Guidelines on Equipment
q, Sictabei NHSRC, New Maintenance, Calibration, and 35
2024 Delhi. Testing at National Health
Systems Resource Centra
{NHSRC), New Dalhi
08" NCC-MvPI, IPC in
10, Movember collaboration Training at SNM Hospital, Leh 110
2024 with SNM, Leh
o5 NCC-MvPL IPCin
collaboration Training at Sacred Heart
11. Movember . . a0
with Sacred Herat | Hospital, Jalandhar
2024 :
Haspital
NCC-MyPI, IPC in | The Materiovigilance
10" collaboration | Programme of India: Enhancing
12, December with Amrita Surveillance and Safety of 20
2024 Hospital, Medical Devices at Amrita
Faridabad Hospital, Faridabad.
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1" Guest lecture on “Assessment
13. December NCC-MvPI, IPC | of Adverse Events Reported for 15
2024 Ophthalmic Medical Devices.”
1 B"I
14, December NCC-MyRI, IPC Training on ADRMS for MDMCs 80
2024
13" January 13" Induction-cum-Training
15. NCC-MyPL, IP 0
° 2025 CC-MVPLIPC | programme 10
5" _ " International Canference on
- Patient Safety and the 22"
16. | February | AIMS,Bhopal | ohentsSafetyandthe 380
2025 Annual Conference of the
Society of Pharmacovigilance
29 24" Residential Training
MNIHFW, New Programmae on "Good Clinical
17. February : a5
Delhi Practices and
2025 2 =
Pharmacovigilance
25" Hands-on Training Programme
18. February NCC-MyPI, IPC grrog 218
on ADEBMS
2025
1"Mareh IPA-HLL- Lifecare Professional
15, 2025 MNCC-MyPL, IPC Development Program on Good =1

Pharmacy Practice.
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16" Mareh Materiovigilance Sensitization
20, 2095 NCC-MyPIl, IPC | Program conducted at Rajagiri 160
Hospital,
227 March ; A training program by CAHO at
21 AHO, Noid ) 18
2025 CARO, Mo | et Piilman, NewDBINT:
26" March Te-chnic_‘al Training Programme
99, NCC-MyPI, IPC on Clinical Investigation of 398
2025 : :
Medical Devices.
Mahavir Cancer
- 28" March Sansthanand | Materiovigilance Awareness -
z 2025 Research Centre | Actlvity at MCSRC, Patna.
(MCSRE), Patna
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Scientific Publications

g 4

MNCC-PvPland AMCs have published the following scientificresearch publications:

1.

Ali G, Khan 1A, Hague SF. Anaphylactic reaction caused by co-administration of diclofenac
andofloxacin. Journal of Pharmacovigilance and Drug Safety, 2024; 21(2):8-10

Chatterjee R, Sarkar K, Ampi P, et al. Cutaneous adverse drug reactions in a tertiary care
hospital: A record-based observational study. Bengal Physician Journal. 2024 July
6;11(2):61-69.

Christeena VM, Thomas AJ, Harikrishnan S. A case report on montelukast and fexofenadine

induced depression and nightmares. World Journal of Biology Pharmacy and Health
Sciences. 2025;21(2):111-13.

Dongre K, Nama F, Ghotkar U, Sharma A. Steven-lohnson Syndrome and toxic epidermal
necrolysis from nitrofurantoin. International Journal of Pharmaceutical Sciences Review
and Research, 2025:26-28.

Era M, Joha 5, Gupta AK, Kumari 5, Mukherjee M, Mukherjee 5. Drug-induced bullous
haemorrhagic dermatosis: insights from & case series. Journal of Medical Sciences and
Health 2024;10(2):219-22.

Hasik PN, Thomas C, Hazarika M, Undela K. Ocular adverse events associated with platins:
a disproportionality analysis of pharmacovigilance data and extensive systematic review of
casereports. Expert Opinionon Drug Safety. 2024;1-14,

Jayasaree L, Palatty PL, Govindraj L, Anand GA, Dev GB, Shabu B, Tinu TS, Nair AA. Rituximab
safety profile: A seven-year retrospective analysis from southern India. Cureus.
2024;186{11)1:1-11.

Mathew SM, Jesurun RSJ, Joseph R, Harikrishnan S, Mathews SR. Thalidomide induced

anemia in a patient with multiple myelorna. International Journal for Multidisciplinary
Research, 2024;6(3):1-3.

Mevada D, Chabhadiya P, Singh A. Acetaminophen-induced toxic epidermal necrolysis in
pediatric patients-a case series. International Journal of Pharmacy and Pharmaceutical
Sciences. 2024;16(7):50-3.
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10.

11.

12.

13.

14,

18.

16,

17.

18,

18.

20.

Mukherjee S, Era N, Roy S. Awareness regarding medical device safety among physicians: a
knowledge, attitude, and practice survey. Matrix Science Medica. 2024;8(4):88-31.

Mukherjee 5. Meropenem-induced cholestasis in a pyelonephritis patient: A case report
and evaluation using the updated RUCAM scale. Journal of Clinical and Translational
Research. 2025;11(1:77-81.

Panigrahy A, Begum A, Pingali U, Padmaja M, Sajeev A, Evaluation of cutaneous adverse drug
reactions in a tertiary care hospital in southern India: a retrospective analysis. Asian Journal
of Pharmaceutical and Clinical Research. 2024;17(11):143-7.

Pokharel S, Chowdury LD, Saha A, Chowdhury K, Das 5. Diclofenac gel induced contact
dermatitis: an atypical case report. International Journal of Current Research.
2025;17(1):31280-82.

Prasanna TL, Brattiya ATK. Post-Covid-12 monitoring adverse effects in oral contraceptive
users: Emerging risks and recommendations. Pharmaceutical Sciences. 2025;5(1):32-5.

Rahman SZ, Ali G. Fourth National Pharmacovigilance Week celebration by ADR Monitoring
Centre, INMC, AMU, Aligarh_Journal of Pharmacovigilance & Drug Safety, 2024;21(2):20-25,

Reji RE, Kurien S, Harikrishnan S, Jesurun R5J. A case report on hypothyroidism induced by
Pembrolizumab, Nationallournal of Pharmacology and Therapeutics. 2024;2{2):108-10.

Samajdar S8, Mukherjee S, Chatterjee R, Moitra S, Joshi SR. Steroid-induced glaucoma in
asthma: A case report highlighting the steroid-sparing and disease-modifying potential of
allergenimmunatherapy. lournal of Pharmacovigilancel Drug Safety, 2024;21(2):6-9.

Sasi 5M, Nama P, Sontakke S, Pande 3. Clozapine induced pneumonitis: A case report.
International Journalof Basic & Clinical Pharmacology. 2024;13(3):386-88.

Som 5, Bera T, Chowdhury L, Mal S, Chowdhury K, Saha A. Toxic epidermal necrolysis by
lamotrigine - a case report of fatality. International Journal of Science and Healthcare
Research.2024;5(2):228-30.

Varghese R, Mathaws SR, Thomas L, Harikrishnan S, Jesurun RSJ. A case of sinus pauses
induced by nebivelol. International lournal of Medical Science and Current Research.
2024,7(3):436-38,
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21.

22,

23.

24,

25,

26.

27,

Viji CM, Jolly MV, Harikrishnan S, Reji RE, Jacob RSJ. Unveiling the adverse effects of
escitalopram: a case series analysis. World Journal of Biology Pharmacy and Health
Sciences. 2025;21(1):626-31.

Kumar N, Kalaiselvan V, Arora MK, Neuronal toxicity of menoclonal antibodies (mAbs): an
analysis of post-marketing reports from FDA Adverse Event Reporting System (FAERS) satety
database. European loumnal of Clinical Pharmacology. 2024 Nov;B0(11);1685-95.

Muharmmed A, Thomas C, Kalaiselvan V, Undela K. Risk of pancreatitis and pancreatic
carcinoma for anti-diabetic medications: findings from real-world safety data analysis and
systematic review and meta-analysis of randomized controlled trials. Expert Opinion on
Drug Safety. 2024 Jun 2;23(6):731-42.

Shukla 5, Meher BR, Mishra A, Arora S, Kalaiselvan V., Raghuvanshi RS. Health-care
Professionals’ Parcaption toward Medical Device Postmarket Surveillance Practices: A
Cross-sectional Studyinindia. IndianJournal of Public Health, 2024 Jul 1;68(3):424-7.

Suresh J, Shukla S, Vivekanandan K, Singh Raghuvanshi R. Tapentadol: navigating the
complexities of abuse, patient safety & regulatory measures. Current Medical Research and
Opinion. 2024 Dec 1;40(12):2201-7.

Undela K, Kalaiselvan V, Gudi SK, Viswam SK, Ali SK. Risk of serious skin and subcutaneous
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Home ¢ News b ipuniry o PRgome My o Drug Safsty Al

- Drug Safety Alert: Indian Pharmacopoeia Commission Flags ADR Linked To
Tetracycline
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Drug Safety Alert: IPC Flags Adverse Reactions To Amphotericin B And
Carbimazole
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Drug Safety Alert: IPC Flags Adverse Reactions To Metronidazole,
Luliconazole. Dalteparin, Gliclazide, And Tramadol

ﬂmwmum Published On 28 Mar 2025 6000 PR | Updoeted On 28 Mar 2035 600 PM
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IPC Issues Safety Alert on Beta-Blockers
Linked to Hypokalaemia Risk

By The ndian Practithoner  Saiuary & 2025
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Launch of ADRMS at 1" Policy Makers Forum meeting at Dr. Ambedkar International Centre in
New Delhi on 19" August, 2024

Lamp lightning ceremony on the Inaugural day of 4" NPW on 17" September, 2024
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T alae P

Release of (a) PV Comic (b) PvPI Quarterly Newsletter Vol.14 Issue 2 (c) PvPI Posters (d)
Pharmacovigilfance Guidance Document for MAHs of Pharmaceutical Products (Version 2.0)
(e) Quality Manual of PvPI, during the Inaugural Ceremony of 4" NPW on 17" September 2024
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A team of assessors visited NCC-PvPl, IPC, Ghaziabad on 18" September 2024 (Wednesday)
during the "WHO NRA Re-benchmarking for Vaccines in India-to assess the Vigilance Function”

Participants-Team PvPI during the International webinar organised during
Inaugural ceremony of the 4" NPW 4" NPW on 18" September 2024
o W
PHARMACOVIGILANGE WEEK
1710 23 SEPTEMBER 2024
Theme:

"Building ADR Reporting
Culture for Patient Safety"

Shri Suneel Yadav, Ex Chairman State Pharmacy Council, UP, President Pharmacist Federation
held discussion on “Reporting of Adverse Events via PvP| Mobile App or Toll Free Number” at
Radlo Jalghosh 107.8 FM, Lucknow
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T T A L) P

{b) Government Madical Collage, Baramulla

(e} Government Medical College, Miraj {d) Institute of Medical Sciences,
Banaras Hindu University, Varanasi

{e) Jawaharlal Nehru Medical College
Aligarh Muslim University, Aligarh Ajmer

{g) Maulana Azad Medical College, New Dethi
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(h) Nizam’s Institute of Medical Sciences
Hyderabad

{j)} Srirama Chandra Bhanja Medical College and (k} Shri Guru Ram Rai Institute of Medical & Health
Hospital, Cuttack Sciences, Dehradun

Wiporut U8, widia

(L} Silchar Medical College & Hospital, Silchar (m) Subharati Medical College, Mearut

(n) SMS Medical College, Jaipur (o) 5. N, Medical College, Agra
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(g) Rangoll by AMCs

Sensitization and awareness programmes [ such as seminars, webinars, walkathon, nukkad nafak (a-0),
poster & rangoli making competitions (p-g) etc. | organized by AMCs under NCC-PwPl, IPC during 4" NPW
from 177 - 23" September 2024,
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(b)

NCC-PvPl, IPC organised Regional Training Programme on Implementation of

Pharmacovigilance Guidance document for Marketing Authorization Holders (MAHs) of

Pharmaceutical Products, Version 2.0 at:

{a) Central Drug Testing Laboratory (CDTL), Mumbai on 28" February 2025

{b) National Institute of Mental Health and Neuro Sciences (NIMHANS), Bengaluru on
29" January 2025
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NCC-PvPl organised one day Workshop-cum-Training Pregramme on Pharmacovigifance
for NABH Accredifed Hospitals in physical mode at Fortis Hospital, Mohali (SAS Nagar), Punjab
on 31" January 2025,

BiaEnier | oAl Terheaty
LD B LT R EET L e et

International Conference on Patient Safety and the 22" Annual Conference of the Society of
Pharmacovigilance on 5" - 7" February, 2025

Materiovigilance Awareness Activity at MCSRC, Patna on 28" March, 2025
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List of staff working in PvPl and MvPI Division

4 1
IPC Staff
S. No. Name Designation
1. Dr. Rajeev Singh Raghuvanshi Secretary-cum-Scientific Director
-2 Dr. Jai Prakash Sr. Principal Scientific Officer
3. Dr. V. Kalaiselvan 5r. Principal Scientific Officer
4. Dr. Shashi Bhushan Senior Scientific Officer
5. Dr. R.S. Ray Scientific Assistant
E. Dr. Shatrunajay Shukla Scientific Assistant
i Ms. Namita Scientific Assistant
8. Mr. Rahul Kumar Kadiyvan Scientific Assistant
9. Mr. V. Naveen Scientific Assistant
PvPl and MvPI Staff

1. Aarnika Chaure Pharmacovigilance Associate (AMC)
2. Abhik Saha Jr. Pharmacovigilance Associate (AMC)
3. Abhishek Ir. Materiovigilance Associate (MDMC)
4. Aditya Tyagl Jr. Pharmacovigilance Associate (NCG)
5. Akash Deep Rawat Jr. Pharmacovigilance Associate (NCC)

177 [ PHARMACOVIGILANCE PROGRAMME OF INDIA



PERFORMANCE REPORT 2024-25

6. Akhaiyaka Guru Jr. Pharmacovigilance Associate (AMC)
¥ Amal Sajeev Ir. Pharmacovigilance Associate (AMGC)
8. Amandeep Kaur Jr. Pharmacovigilance Associate (AMC)
9. Amar Dinkar Shinde Pharmacovigilance Associate (AMC)
10. Amol Raj Jr. Materiovigilance Assoclate (NCG)
11. Amit Kumar Ir. Materiovigilance Associate (MDMC)
12, Anagha Vijayan Jr. Pharmacovigilance Associate (AMC)
13 Anamika Gautam Jr. Pharmacovigilance Associate (WCGC)
14, Anindya Banerjee Sr. Pharmacovigilance Associate (AMC)
15. Ankit Kumar Singh Jr. Pharmacovigilance Associate (AMC)
16. Ankita Gulia Jr. Pharmacovigilance Associate (AMG)
175 Ankur Dagar Ir. Pharmacovigilance Associate (NCC)
18. Ancop Kumar Sr. Pharmacovigilance Associate (AMC)
19. Anupriya Asati Ir. Materlovigilance Associate (NCC)
20, Apama Chand. O Jr. Pharmacovigilance Associate (AMC)
21, Arunmozhy Jr. Pharmacovigilance Associate (AMC)
22, Arya Mylapravan Jr. Pharmacovigilance Associate (AMC)
23 Ascharya Chintalapat Jr. Pharmacovigilance Associate (AMG)
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24, Ashika Jr. Pharmacovigilance Associate (AMC)
25. Atul Thwari Ir. Pharmacovigilance Associate (AMGC)
26. Awadesh Kr. Yadav Pharmacovigilance Associate (AMC)

27, Ayush Atri Ir. Pharmacovigilance Associate (NCC)
28. B. Dharini Sr. Pharmacovigilance Associate (AMC)
29, Banothu Vishnu Priva Jr. Pharmacoavigilance Associate (AMC)
30. Benjamin Jr. Pharmacovigilance Associate (AMC)
31 Bharat Kumar 5r. Pharmacovigilance Associate (NCC)
32. Bipin Prakash Tamte Jr. Pharmacovigilance Associate (AMC)
33. Biswajit Patnaik Jr. Pharmacovigilance Associate (AMC)
34. Dattaprasad Kumbhakarna Jr. Pharmacovigilance Associate (AMGC)
35, Deeksha Kumari Jr. Pharmacovigilance Associate (AMC)
36. Deepa Pharmacovigilance Associate (AMC)

37 Dencita Merlyn Dsouza Jr. Pharmacovigilance Associate (AMC)
38 Dharmesh Ravjibhal Mavada Jr. Pharmacovigilance Associate (AMC)
39. Disha Jr. Pharmacovigilance Associate (AMC)
40, Doreddula Satish Kumar Pharmacovigilance Associate [AMC)

41, Yash Goel Jr. Pharmacovigilance Associate (AMG)
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42. Gazal Gagneja Jr. Pharmacovigilance Associate (AMC)
43. Isha Sharma Jr. Pharmacovigilance Associate (NCG)
44, AbIAS Ir. Pharmacovigilance Associate (AMC)
a5, Fani Bhusan Mishra Ir. Pharmacovigilance Associate (AMC)
46. Fathimathu Shadiya CH Ir. Pharmacovigilance Associate (AMC)
47. Girjesh Vishwakarma Jr. Pharmacoavigilance Associate (AMC)
48, Gufran Ali Pharmacovigilance Associate (AMC)

49, Gowthami MNagella Ir. Pharmacovigilance Associate (AMC)
50, H.N.5 Gayatri Vankayala Jr. Pharmacovigilance Associate (AMC)
51. Harishankar Sharma Jr. Pharmacovigilance Associate (AMC)
52. Harsh Deshmukh Jr. Pharmacovigilance Associate (AMGC)
53, Harsha M Naikwad Jr. Pharmacovigilance Associate (AMC)
54. Harshita Jr. Pharmacovigilance Associate (NCC)
55. Hetvi Bachani Jr. Pharmacovigilance Associate (AMC)
58, Himani Pharmacovigilance Associate (AMC)

57. Ishita Mathur Jr. Pharmacovigilance Associate (NCC)
58. Jaishree Suresh Ir. Pharmacovigilance Associate (NCC)
58, lessica Joy Jr. Materiovigilance Associate (NCC)
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60. Jitender Charaya Jr. Pharmacovigilance Associate (AMC)
61. Josmy Maria Job Jr. Materiovigilance Associate (NCC}

62. Jyoti Singh Jr. Pharmacovigilance Associate (AMC)
63. Kalpana loshi Ir. Pharmacovigilance Associate (AMC)
64. Kalpana Purohit Pharmacovigilance Associate (AMC)

65. Khumanthem Deepak Singh Jr. Pharmacoavigilance Associate (AMC)
66. KM. Ranjana Jr. Pharmacovigilance Associate (AMC)
67. Krishna Jr. Materiovigilance Associate (NCC)

68. Lakshmi Prasanna Jr. Pharmacovigilance Associate (AMC)
69, Lalitha Ramani Meesala Jr. Pharmacovigilance Associate (AMC)
70. M. Poojitha Jr. Pharmacovigilance Associate (AMGC)
71. Mahima Maheshwari Ir. Pharmacovigilance Associate (NCC)
72 Manish K Puthran Jr. Pharmacovigilance Associate (AMC)
73. Mayuri Arun Tupe Jr. Pharmacovigilance Associate (AMC)
74. Md. Faizan Khan Materiovigilance Associate (MDMC)

75. Md. Bablu Gazi Jr. Pharmacovigilance Associate (AMC)
76. Md. Rafi Pharmacovigilance Associate [AMC)

77 Meena V. Jr. Pharmacovigilance Associate (AMG)
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78. Meenal Pant Jr. Pharmacovigilance Associate (AMC)
78, Md. Ahamadi Tabasum Ir. Pharmacovigilance Associate (AMGC)
BO. Mudasir Magbool Jr. Pharmacovigilance Associate (AMC)
B1. Mrithika S. Ir. Pharmacovigilance Associate (AMC)
B2, Malini Mishra Materiovigilance Associate (MDMC)

a3. MNeha Sharma Jr. Pharmacoavigilance Associate (AMC)
84, Nensi Dhandhaya Jr. Pharmacovigilance Associate (AMC)
85 Nirakar Kar Ir. Pharmacovigilance Associate (AMC)
8, Mishith Kesarwani Ir. Pharmacovigilance Associate (NCC)
87. Numra Saifi Jr. Materjovigilance Associate (NCC)

a8. P. Karthika devi Ir. Pharmacovigilance Associate (AMG)
89, Pavani Kothapalli Pharmacaovigilance Associate (AMC)

g0. Payal Mauik Patel Jr. Pharmacovigilance Associate (AMC)
a1. Pilla. 5. Surya Durga Devia Pharmacovigilance Associate (AMC)

52. Piyush Nama Pharmacovigilance Associate (AMC)

83 Polla Govindraj Ir. Pharmacovigilance Associate (AMC)
a4, Pooja Gond Ir. Pharmacovigilance Associate (NCC)
95, Prabhjot Kaur Jr. Pharmacovigilance Associate (AMG)
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96. Prasath Kumar B Jr. Pharmacovigilance Associate (AMC)
7. Pratiksha Dyaneshwar Thombare Jr. Pharmacovigilance Associate (AMC)
98. Preeti Acharya Jr. Pharmacovigilance Associate (AMC)
98, Rajalakshmi Sr. Pharmacovigilance Associate (AMC)
100. Raksha Sharma Jr. Pharmacovigilance Associate (NCC)
101. Ramani Gade Ir, Pharmacovigilance Associate (AMC)
102, Rasita Jr. Pharmacovigilance Associate (AMC)
103. Reshma s Ir. Pharmacovigilance Associate (AMC)
104. Retty Alex Ir. Pharmacovigilance Associate (AMC)
105. Rozy Complaint Executive

106. Ritu Beniwal Jr. Pharmacovigilance Associate (AMC)
107. Rushikesh Anil Narwade Jr. Pharmacovigilance Associate (AMC)
108, 5. Harini Ir. Pharmacovigilance Associate (AMC)
108. Dr. Saggurthi Pavani Jr. Pharmacovigilance Associate (AMC)
110. Samia Begum Barbhuiya Jr. Pharmacovigilance Associate (AMC)
111. Sandeep Mewada Jr. Materiovigilance Associate (NCC)
112, Sandipta Banerjee Jr, Pharmacovigilance Associate (AMC)
113. Saurabh Kuimar Jain Sr. Pharmacovigilance Associate (AMC)
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114. Sayan Bhattacharjee Pharmacovigilance Associate (AMC)
118. Sankar Jyati Bora Ir. Pharmacovigilance Associate (AMG)
116. Shareefa K Jr. Pharmacovigilance Associate (AMC)
117. Shatavisa Mulkherjes Ir. Pharmacovigilance Associate (AMC)
118. Shilpa Bhardwaj Sr. Pharmacovigitance Associate (NCC)
1185, Shilpa Chaudhary Jr. Pharmacoavigilance Associate (AMC)
120. Shilpa. K Ir. Pharmacovigilance Associate (AMC)
121. Shifa Shurti Ir. Pharmacovigilance Associate (AMGC)
122, Shiv Prakash Rajput Pharmacovigilance Associate (AMC)
123. Shivani Trivedi Jr. Pharmacovigilance Associate (AMC)
124. Shiyona noyal Jr. Pharmacovigilance Associate (AMGC)
125. Shubham Tomar Ir. Pharmacovigilance Associate (NCC)
126. Shweata Wachaspati Sr. Materiovigilance Associate (NCC)
127. Siddiraju Devipriya Pharmacovigilance Associate (AMC)
128. Sita Ram Mane Pharmacovigilance Associate (AMC)
128. Soubhagyasmita Jr. Pharmacovigilance Associate (NCC)
130. Somesh Shukla Ir. Materiovigilance Associate (NCC)
131. Srinivas Velupula Pharmacovigilance Associate (AMC)
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132. Sripada Behra Materiovigilance Associate (MDMC)
133. Srishti Singh Jr. Pharmacovigilance Associate (WCC)
134, Suchitra Kumari Jr. Pharmacovigilance Associate (AMC)
135. Sugandha Sharma Ir. Pharmacovigilance Associate (AMC)
136. Sumit Bhidwaria Ir. Pharmacovigilance Associate (WCC)
137. Surya Pratap Ir. Materiovigilance Associate (NCC)
138, Sushmita Sahu Jr. Pharmacovigilance Associate (AMC)
139. Swayam Sourav Sahoo Pharmacovigilance Associate (AMC)
140. Tanushree Sarvepalli Jr. Pharmacovigilance Associate (NCC)
141, Tejesvi Mishra Jr. Pharmacovigilance Associate (NCG)
142, Tinu T.5. Pharmacovigilance Associate (AMC)
143, Tripti Purohit Jr. Pharmacovigilance Associate (NCC)
144, Lrfan Nabi Najar Pharmacovigilance Associate (AMC)
145. Valbhav Gupta Jr. Pharmacovigilance Associate (AMG)
146. Vijit Agrawal 5r. Pharmacovigilance Associate (NCC)
147. Vinay Kumar Pharmacovigilance Associate (AMC)
148. Vipin Kumar 5r. Pharmacovigilance Associate (NCC)
149, Yamini Paranthaman Ir. Pharmacovigilance Associate (AMC)

PvPl and MvP| staff posted at NCC are 25 and 11 respectively whereas at ADR Monitaring Centres

and Medical Device Monitoring Centras are 108 and 05 respectively, acrossthe country.
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Traeal CIReravamien with asrmiss  CHinimomes
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W
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1 Hailis [T Bowile  (Freimsnoy (1M rI|-|-|-|1|l- Twallcmiimn
L.._Elllﬂllﬂbﬂlﬂltl o, ea.) T S T B}

(YT T— Lo bt |

IR, Mape K Andre |

B sl
Carmap Wee 1
Cacigalin | SHPEILE
T Dt o thels vt (ol ievmn ] §

Seguiatitrr sl Waver ol Hecorsing Perssene| |

B e g8 b e BT
® by Foads fie sl ADE Repoing Fiss
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ADVICE ABOUT REPORTING

A. What to repork?

All adverse avents should be reparted
Report non-serious, known o unkmawn, leguent o raie adverse dnag teadtions due [o Medicines, Vaccnes & Herbal Products.

Rieport mvely saflous sdvirss drug reactiam. A resction i serious whon the pathent sutcoame s
o Daalh
Life-theatening

IHaspitalization (Initls or prolonged)
Dhsabliity {significant, persistent or permanent}

Cangendtal anomsaly
*  Rieport inbervention lo prevent permanent impalomaend or damage

WOTE : Serlous)Adverse Event following Immunization can also be reported In Serious AEFI case Motification
Form available on iitto; | /v, ipe.gav.in

8. Who can report?
All sl thcare professiomals (CHniclans, Dentists, Pharmacsts and Morse el ) can report sdverse drug resctions

€. Whaeie to report?
Diuly liled in Sispecied Adverse Doug Resction Reperting Fom can be senl to the pearest Adverse Diug Readian Mondlorlng
Centta [AME) ar diredly ta the Mational Coordination Contre (NCC) for PyPl
Call an Helpline (Tall Free) 1800 180 3024 1o repodt ADRS ar directly mall this fded form fo el ipe o in

A list of mationwide AMCS = avalladle Bt @ hitp:[fwesrw ipo gov.in, BiTp:/ wen ipcgov inf Peilipv_home Sitml

0. What happans ta the submitted information?

& Information provided in this form bs handled In sirdt confidence.  Tha causallty assessment Is carried cut ot AMCs by using
WHO-UMC scale.  The analyred forms are forwarded bo the NCC-PYPI through ADR databasa;  Fnally the data is analvzied
and forwarded to the Global Pharmacevigilance Datebase managed by WHO Upgsala Manltoring Centre bn Sweden,

e The repatts gre pertadically revdewsd by the NCC-PWPL  The information gensrated on the basis of thess reports helps in
contlimsus sysessment of he benefll-risk ratlo of medcines,

= Tha Sigral Review Fanet of PyPl reviews the data and suggests any inferventions that may ba required.
£, Mandatory flelds for suspected ADR Reporting Form (*)

Pationl initiels, ago &l onsel of weclion, reaclion lermis), dale of omsel ol peaclion, suspected medication{s) & reposte
Infarmation.

For Adverse Drug Reaction Repoarting Tools

F Evmail @ pyplipc@gov.in

= PPl Helpline [Toll Free) : 1600 180 3024 {500 AM io 530 PM, Mondy-Friday)
~ ADR Mobhie App : "ADRPVPI®
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Annexure 2

-
k.

wersion 1.0
HERAE L0

sireflr ganmT geer ofFf (il @ )

(e | i famlznal G Curvire- Frarmarmagiiencs Pragrarme o s, Py i Heets & famsny
E: WHa, (e ol indis =
“ wraf T wiEm amn, v wyar oty - woelho srTESEARE wtm

g Ui RN WAL WeE TR |

1L Pt Detalin

atient Irshoaly) ¥ [EETT s E Famaly F D Ape Yo o Mol
M & e wer) s ] g (md
1. Heatit inke § e whalt el

. Moy | hor takieg il e s B Dk aan Syt oresd)| TERITET] TR BT 0T (TS TEOTTL

Licad ffl mr Erh w i

s Weddicinus Advaud It TR #1 BT S A ) Docen ST T rrannacss meEie T relesdyiasivesy B/ i O
= it

teamu (Lyional)f == |

Rt T
Teluplere Nl T T Frsld B9
i, Owtads of Meizoe Taame/T st o8 T W1 £
ame nf Mlesdicines/ Dusreity of Sedones aken |nE 50 mg, Expery Tase nf Thate nf Sam of Thahe of Sop ol
Fagal i Am T times @ day b ¥ 8 ST A0 Aw Medicinmy T & Iwndici nesy Ml ST
{emT o five oen fam mm e A W it £ T W T A T
) i mw ol [

Cicaags form (B0 W ST ¢ Tates) TS e ) capsisf w0 '|:| inpectiony T[] oval Liquily SR
et ] o Othors [meestneesy, e 00 e M o

it *preme T g @ Side Effeet s sl Continutng | ¥os/te)/

|
Wl did thee slde affoet st uownn e gmo? | magmwn e @ oy )

1 -
Dﬁmmmlmmlﬂf SFITT W W o | Dﬂl‘l’ll.’ ki

L_Joown =

I e Lahe EPimet (T il o il e marsps the slile elleat)) SUSTT B0 OUREND 9 GUTTY SUEET A Tt ey Eed o
e ) Y

Thiy reguriing s wnismiary, has nnlegal iy il e v Tartiené mnfety, Yoor arther particnafion loahishie, The nformsson prositied bs this
Torre vl b lorwsrdedd i A0 Meritoebrg Cavire fu Inlin - i, Woo @ e desjuested oo operals wit the progsas e of ficialy when by Comtact you e
i detmda. Mo do et wwen T gou S ot beee ol B i fonimalion.

ﬂmﬂwt“mmqﬂ*mimwmﬂﬂﬂ‘ b AN L L R I TR R )
o e el by T SR o S T A e & T el s @) e W e aRe Rl e e 6 By
R we wl | i el SR o W) e el

Femir arm s g e e By b
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Gt your report by mall or Fas (o) 9 1] o @ g anpfy fid e ud
Pharmacegilance Programmi of India
Natsonal Coordination Centre,
Vi e Phiarrmacspot a Commmivslan, Call us on Helpline/ BEETET 07 0 o1 o)
Mindstry of Health B Farndy Weltare, Gat, of India
Sactor- 23 Rajnagar, Ghazlabad- 200002, Lnar Pradesh 1800-180-3024 {Toll Freef
Ted ;01 20- 273400, 2783401, J7RI302 (= w))
RO 01 202783311 [3:00 AM to 5:30 PM, weehdays/ TTT 800 T3
Email; pupl.comp st gmail.com 530 WOl v, TelE aRifEey o)
For msos e information visit us al weaaipe gow in

Cordduntialfy: The paseni’s idenirty is beld #i sirct confrdence and prosecied 1o the fullesi omest. Programame siafl o nor expecied 4o and will mob discless 1he reporte's antiy in
rEspoEE i tegeest o the pulde.
sl £ o w2 e T e B e e R T o = A e o ) e TR A A T e

=t #m
Instructions to Complete the Reporting Form
Sectlon 1 - Patient Details ol ¢ — Wt o
@ 1 bl e, it Pl bt o i e sid il Ties of D i ass F e A e s B o
|=g. Pradeap SEarma-P 5 el (e i o) |
X If;PWFT:minfnmmlﬁmdmuﬂ. i e S N ?ﬂ-II!N'H'ﬂI
Fefer —2 e wredlt ormeeh
v Prrowide reacoms) o Exlong madiones ood medicnes sfvsed bry §Dactar, .
i ST O ST ST R A R (ST, TR
[T P —— Y oy P afte ) |
Saetion ¥ - Detads of Parson Reporing the Side Effes Friwr 3 — g = fnd W s T R
¥ Prowide e rese [opcansl], adiress: belephcna no, and el ate necenarny e TS @ sy g o BT, a) e o afle §-00 e
i st the report |
Futas - Il e Mt Ulkiigf s Mm-S wmdt @ m R Tl w fw

¥ Eve ol detmb phoot che Miedioees [isame of Medoines, Ouansiy of

¢ TR S W S, A T e FRne R o i
P ey tvken, Cagery Date. start and mop daie of Madomey) shat heve

TE A 0 T W T o e S o e e

s ke et
¥ Pk vt D e [ Pabbet, Exgiibe, Irfactions, Sl basal) o1 wr e
wihery e gy, R (T (Cav), S, v, W o (5
Saction 5 - About the Sids Effect ) o i w g ot Pt m
¥ Frovobe wilm et slatt mod o dabes snsd sl e By whesbet e e Mﬂg_wﬂmﬁﬂﬁ
st (s @0 cotineng ¢ TN AR S TR ue ol il o sty on o Fifte et Py
Sectlon § - Hew bail was the Side Efect T e e

¢ Dlagme Lok sl the appropiain Bosey hat apphy
ol & - T e Erfeme &
Secilon 7- Deacsibe the Side Efect ¢

¥ Pl descrin v daihs of B eRCT a0 whan CeaTm e Wit Wl 1 - o afn 32 W Fwe
menage P s i Tedw - qumm off =memn mi

¢ e e TR jEmm S g o o R e
s iy oo, S v

6 B B G B @ g S b AT e |
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Annexure 3

-

k.

SUSPECTED ADVERSE DREUG REACTION REFORTING FORM
(FOR DRUGE USED IN PROPHYLAXIS/TREATMENT OF COVID-19)

Frod VOLUNTARY ispenting of ADRs by Feathcmu Mofssunas

| £ I Laife o

ol L}

v Pty ol Piesiith & ) reily el Tare, Govsrmrmme? of Indis, Seecio 30, Ma Bager, Gharialingd 200 000
“ el Wadpling {Toll Free} @ DB00-LE0-3024 (6 00 AM i 500 P, Mondsy Frides]
| Palbent [ Sulject Calagory : Rugg. Mo (1IPD No.f0PO Ne R No, ;
:a. Lah corfirmed CONID-18 case O | AMC Report No, i
b, Saympcomatic Hostthaare Warar invalad in the O | Wordwide Urigue fio. - To be generetzd by PrPl
| nre of mespected or confirmed COVIO-19 mses 9. Ralavant tests[laborstory data with dates
. Ry pnimatle hoiss nlads alcoy o
i“ :,nnh:ud EE_ kit e o et Test for COVID-19 1
| d. Others [Please specify} BT PCR Test O Aapid Antibody Test O
1. Patient/Subject 1.?-;mu 3. Weight (I Kg) | Penition 1 Megative T Mok dang T
inftials Birth
| & Gender 5, If female | B Lactating 10. Amy ather tests performed
| Malw O Female O | Pregnand 1, Chast ¥-Ray v O No O
| Transgender n] Yez O No O Yes [ Mol 2 BOtx Findinge, if sy e O Ne O
B, SHSPECTEDN ADVFRSF REACTTN 3. Rinchamical Examinatinn sk as e T Mo T
Seram Elecrelybes (Ma, K, Mg, Cs ste )
Il.un. Resction Start | End | Dul ‘ 4, Ophthalmalogy Exam findings, #any  Yes O Mo O
Gats Dets %, Radichogical nuamlnation ves [0 N0 [0

= Outcoms may be indicated s { <] ene of the following
[m) Hecovsred (b))t sl [c) Becovesd wilh ssquslie
(d} Aemivm ting (w) Valal (R Unnman

B s gl i i, W ang
11, Ameant Traval Tnlarmation &
Bec=nt History of Internatiorsi Travel @ ves [0 No

Caurtry Wivted
Date af feharn To Inoka «

Inter-state traveldomestc travel

T L

7. Dascribe Event{z)/Reactian{s) with

12, Rel

il anry in chronolagioal order

t modical/ m

AllirgyHyparsonaitivity Rasction

Chranic Alooholien
Seaking

Ohesity

Repal Dysfunchon
Hepatin Dyafuncion
[ipbetes

Epilepay! Sevrures
Branchisl Asthma
Cardiovascular Disssse

Mewrciogicel disorder
Ge6-PO Deficiency
Dermristoldgical fndings, if
Oitbars

odication history 1

w s |

(e o B e e e

oo

any

aoppan

& Sari of the o @
Ko [ o Yes O (please tick spproprinbe boo)

Desth (delfmm/yyy] o
Life threataning ul
o Lalicabion  Pradangeton of Resgilaloatan [n}
Cihe Madically important evants ]

13, Drug Interaction 3 Menbon nams o any misraching
{wwithy Buisgasctainl Drug) drug takan |
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. SUSPFECTED MEDICINE]

1d. Concomitant medication incheding drug used for co-morbidities, and complementary medicines with
therapy dabes {Exclude those used to treat reaction)
] il iom

bt M (Nl (Gt | | s waed | Buute used | # {Omoe &
| oy, turlcn & oy wic. [ Duto stiyied | Dete stopy

TR DETAILS
15. Name af the Heelthoare Professions with Address

[ E-mail : Tl Ny (with 5TD ceda))
Decupation | Slgnaturs :
| 18. Date of this report [ddfmm i) :

Sign. and Name of Recalver -

Isalel 1 pErch il Ep khp sxieni. Subpussion af &

cal prracnned orom turer ar the pr wsed mr contrihuted o

* e wpaeatn page for mens loraion, SAH-Makating Authorizmbon Hobdor

ADYICE ABDUT REPORTING
A What te report?

Al adh bs whould be jupodted
Bapen gwwiy srious wdvirse drug reachioes, A rmsction (e serios whi the pathent stconss | |
o [anlh

«  Lifn-thwgataning
»  Howpitniizatico (intal or piolonged)

Bopuad a8l qian -4 inii, kniws on, sk, Totusnl o e advoise g | oecans
N, Whe can ropark?

AN hagBrcare professionals {Chnicdons, Gendisty, Pharmnacists and Surse abc | com ropoet adverse Grug reacbons
C. ‘Whare ta repart?

Dty filemd in Smpecied Adverse Drug Resction Beportirg Furm can s sent o (e cescest Adepme Deug Bescbon Boniboning Cemre
{RMCH o divectly ba S Anbonal CooedinnBon Cartre (NCT) far PuPL

Cail on Helplins [Toll Fram} 1800 180 3024 fo oot ADRs w ditecly mal ihds Niled foni o prelisolamdn

A N1zt of nakiomside AMCS v avallsbio ot = i) e e g an, Wiy s Ipc gow, In/ ML pv_hame.litm]
D. Wit happemns o the sabmitied infar 7

Indnrmation proyiderd i this foom W bl osiocd confaderse,  The comalily asespme = corvesd oil ot AHCs By iming Wil
P scale.  The aralyeed forms ane fofwasdesd o the NCE-PPE thrmogin AR dotwbase,  Firally the dagn s analyied snd Foworrded o
tho Global Phssmecovgilance Dstsissss munaged by WHO Uppsala Monlloring Confra in Swoden,

This roports are povisdleally reveswesd by tre NOC-PePL, The mlormabos gangeabed oo Hhe Bests of these mports holes: n conbinusus
ddeemenld o e lenelit sisk i@tio ol medcines
The Bipgnal Hesiew Fared ol PaP] ieslews e dafa and suggests any Imderventlons e mery b reguiied,
E. Mandatory Melds for cted ADR Rep g Farm
Batlent inifials, wge a1 ovasl of reecbies, maction Wemla], dals of cosel of feection, sspected medicatlon] ) & ieportesn ipfarmaion.

Far Adversm Drug Renction Reporting Tooks

= Eemall Eﬂ ﬁﬂgln

= PwPT Helplino Il Freel : 1808 LRO 3024 (500 AM Lo 590 P, Monday 4 ebday)
* ADR Mobile App : "ADRPuPL
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& i
L 1
Varsion na 1.7
PERSONAL PROTECTIVE EQUIPMENT ADVERSE EVENT REPORTING FORM
Hatericrrigilance Py oof Edim {MwPLY

mwlﬁlﬂhﬂ““ﬂhlﬂﬂwﬂﬂwmm'm“# ‘Welain Daasieon af i,
e Aan stk 3 AEE, Tl 2 PPl wial JPEIRER, Mol dE-drETi an e sl rserjap by e b U
dalf L e

1. Gemnaal Tnformation:

Date of regort;
Date of evenit

3. Heporter debiiis:
ame!
Address;
Contact o
E-mall address:

L. Type of meport:

0O it O Foliow-up (Rer. no. 1

[l Gloves [ Covesall [ Goggles [] M-95 Masks [Shee Covers | Face Shisla [ Bedy Bags

[T Tripie Layer Medical Mask || Sanitier [] Other {Spadfy):

Brand name:

Mamufacturer nams and address:

Tmiparier name and addeas

Diestributar name and sodres ©

Miarketer by:

Lacansa Mo, f Registraton Mo, @

Madal Mg, : Bateh b

Linicuso-Cortification Codo | Test Standard ©

Manufacuring Date : Expiry Diate :

PFE Cuverit Locatier: () Device destroged 235411 in 122 [ Return to rrarufactuner

[ Foirt of Entry {Immigration counters, customs’ | Sefious: [ Nor-Senaus

ang s part security) B e

u !-hqﬂﬂ SH:HW m:‘:mmtma

O In-patent Services aattaibin s

O Emergency Department 3 Congental anamal | birin defect

[ Pre-hospaal (Ambalance) Servioes O any cthe sencis

O Oter Sty Ay Services |

{Labcratory, Martuary, Sanitation) Thitiales

O Health Workers in Community Sating Age:

D Quarantine fadiity Gereer {M/F/D};

0 Home Quarantine Ouicome: 5 Recovered 103 Nat yel recovered
O Cther (Specify): i Deatt [T Other:

2. Detailed Description af Event:

10, Hoapdtal { Quaisatinn Faciiity detsila
Faclifty Mame:

Coatact Person:
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Annexure 5

g Version-1.1

)

TS
MEDICAL DEVICE ADVERSE EVENT REPORTING FORM
Matoerlovigilance Programme of India (MvPl)

This Ferin & inbendid o colt iafonhation oo Hoefol Dovics Adverse Evenl s Indie. Tha feen i deignod b0 e used wolestarily
Harudsciunoe fImpnior Distihuter of Hedicsl Dy ot Professinnale sed amyenn wigh direct/indiect knowledge of Madi

-
ke

iy

Ganaral Information

1. Date nf Repodl ©
2 Typeal Beport © Toaset O Followop OO Fine O Trens O
1. Aeporier Reference far MOME onlyr = ek = Locabion & Morth- Ve = Casp Mo

Reparter Details

1. Type of Reportar ¢ (a) Mametactures [0 (%) Importer I [ch cistrvutne [0 (9) Haalthcare Professional O
{e] Patient O (7 Othess [ specity
2. Incase, where b moporter <5 not manutacturer, Ml the fallowing detabs:
() Has the reportss infoemed the incident t e manulactarer?

ves. O mwe O

(B} 1 the reporter alsy subsmittng the report on behalf of the manufacturer?
vee O me O

3. Reporler combect mformetion:

2} Bame

by  Address:

£l Tal Mobile

o) Email

Device Category

v. Sterdle D0 hoo Steris

Medical Device In Vitra Ddag nostics (IVD) Madical Equipmants | Machings
. Therspeutic 01 oisgnestc | L wits O | toempeutic [0 Degnoetc [
Rt [ ereventye O | 7 niragents O Thempeutic B Miagansts [
dasiative [ il Calibratur O | on Fresentive ]
iL. imalaniable device O v, Gontrod Materiat O | v, asshsive Oa
Nea-Implantable davice Olv omes 0O |w amaging o
UL dmessive O] Mon-lreasve [ | VI 09D skecironic resder) O | v Gnwesive O Hom-tevemiee [
IV, Bngle use device o Analyzel VL. Dthers O
Reptissabis doyies O
Reuse of manatacture marked
Single use davicn O
O
O

VL Perspnal use [ Homeoane e

lostruction for yse Section &-F
. HWW:MM#NHM;;L&GQI’!
= IFin Wire Diegrastics {TVD) : Messe Il sections Lo A foxcepl & 7, 8, 13, 14 & 18], B foxcept 3, 1. 6 8 8. D, E & F

Page t b3
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(A) Device Detals

Device Name | Trade Name / Brand Name:

Details Hame | Address

HManufacturer

Imporior

Destribubor

1. @) Is the device notfied) requiated in Tnoia veo O wo O

B) Dévice Risk Classiteation as per (nma MOR 2017 a O s 0O c O p0O
2 Ucense No, [Manufacture/Tmpart)

1. Catalngue Ko,

4. Model No.

5. Lot § Batch Ma.

6. Serial Mo

7. Goftware Version

B Associated Bevices | Accpssories

3.  Namenciafure Code iF applicabis; GMON/UMDNS
10, UDT N, [1F applicahio]

11, Installation Date

12, Ewpiration Date

11, Lest prevertive maintenence cate {dd/mmiyyyy)
14, Lzstcalibrabion date [dd)mmfvyyy)

15, Year of marufacturing

16, How lang was devicelEquepmantyHachine in uss

17, Avpelabsirty of device for ovahaation ves. O ma O
1¥ no, was the device desooyes. L] St m use [T resurn i marwfacturer or importerjdistribisor ]

1B, 19 the usage of device as per manufscturer claim (Tistroction for uss/ussr manwsl: Ve O wn [
If ne specify usagn

18, Far devices nat regulated § notified in india Recuiator | Aegulatoey sialim in oountry of arigin

Page 2ol s
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(2} Event Description

1, Date of Evant [ haar méss incident: 7. Sarious event: []
1. Cateof implant] Exalart (1f applicable): I serigus, Tick the appropriata reasan
1. Location of Event; a) Daath tooymMpyyy T8 ) )
Hospital Pramisa [ manutacture/Dissributor premise (] 1) Lifle Fhrestsning O
tome ] others [ ¢y Dissbility or peemanent damage O
A, Device Operatar:- d) Haspitafizition O
Healthcare Professional [ patient [ otness [ e} Congenlea) anomaly fbirth detect B
Prodiam natoe priar to useinear miss cvone i Amg other ssrines (g medical svsnt) m|
5, Dewie dispasiban § Current lacation; g} Aequired intervsntion to arsvent | permanent ]
a} Returned to company [ 1 yes, date 0 din Impaitment | damage dovice
by Romains imolanted in patient O §. Mon serinus st []
€1 Within the eaitfcare faciiry [ 4. Whiskher other maisical fevioes wers used at same tima
4} AL patient home D with abowa dence if yes, please specfy nameds)fuse{s)
&} Destroyed o
f) Others {apeciy} O

& 1s device in we after incidence ; Yes [ wa [

| 10, Detall description of Event:-

For manufacturer/pulrorized representative use only

Yeaar Mo of Simdlar Total Ne. Freguency of Cocunmence
11, Fregoency of ooourrence af Adwerse Evants Supplied ]
smilar #dverse Evant in [ndin in
past 3years
M. o Siniika Tatal Mo, Frequency of 0
12 Frequancy of acourrence of e Mi'.-:u E-Je_mrs Supalied !q {if el
similar Agiverse Event In glotally T
in past 3 years
(C) Patient Information, History & Outcome
1. Fatient Hespitad 100 ¢ I. Patient Oaitcames;
2z, Patient Initai i #) Recovered ate (O] [ fiodoe
3. Age bl Mot yet recovesed D
4, Genfer ¢ maie O ramaie (Domers O ¢) Death  (DDIMMYY) B ofidin
5. Weight i 4). Otharn 0
6. Dther relevant histary, inciding pre-exsting medical

Flaasa Spac
conditons y

Paged ol §
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[D) Healthcare Facility Information (il svaiiahie)

1. Maime

&, Aodross

1. Coatact Persan Name at the ete of eeent
4, Tel Mo

|E} Causalily Assessment

1, Ineestigation action taker:

2. ficat caiie of proglem {Appleable for faliow up | finat reports): oty S

(F) Manufacturer/ Authociced Ropressntative Tnvestigation 8 Action takon

L Manufacturerffutharized Represaristive device dak Bralyss resert:

L, Corrective ¢ preventive sction taken: m
Ensomeon Pt i

I Device history review

Fogondat &
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(8% Evenl Descrighlon {Continwsd)

10 Dodwil pescrpdion of Event:

[E) Causality Assessment [Cantinged)

1. immsnigamion aciion Taken:

1. Root cause of problem (Applicatle for fallow up o Fnpl regarts)

[F). Manulacturer/ Authorized Representative Investigation & Actlon talken {Continued )
1. Manulacimes ' Authorimd Roprosentallve dovin rik analyss rapor

¥, Correclive | prayentvde sdion lake:

B Parvicnt histary review:

‘Where lo repert?

Guly filled Medical Device Adverse Event Reporting Form an be sent bo Indian Pharmacopoeis Commission,. Ministry of Healkth snd
whhmﬂﬂmhmr—ﬂrm Ghazinbad-20002, Tel-0120-2783400, 2783404 and 2783393, FAN:-0130-
273N o el to shakrungay. | poisgou. in hMmeﬁ-mmm!Hhupulﬂl-n“

s @ | X |

Lo Miah il Hig The paiisni’s deoiliy B b bs oivia conNiee s sl proeciss b e Ml s s I-':—ldﬂ'h ] S e e and mi -t-.r;-hl
FEPRTIET IR A FERRRE 0 8 mmnnnﬂ.mmﬂﬂrnnsuﬂqn hET
Al gimdiart anss @ e cel B 16 Dhe gdueese savan,

Paga 5 ot &

199 | PHARMACOVIGILANCE PROGRAMME OF INDIA



PERFORMANCE REPORT 2024-25

Annexure 6

-
e

-1 1

MEDICAL DEVICE ADVERSE EVENT REPORTING FORM
Maleriovigilance Programme of lndia {(MvP1)
t i

(AN PATIENT INFORMATIRN, HISTORY & OUTCONE

1. Patent Hespital (0= |6. Other relevant medical hiswry, including pre-exisbing
L Patkent Inltial; medical cond itions:

. Age or (Date of Birth:

4. Gondwr: Malo 0 Female £ Othors £

&, Welght (I kps):

18] SUSrECTIED MEDICAL DEVICE DETALLS
Mislical Devier Name | Traeide Nashe | Brand Name:

[hotails | Natnn Adlidress |
Manufarturer | |
Impuatter Dt ibutne | !
Macde] Mo | |

1. Date of Adverse Event [ Near mis incldent: 7. Whether adverse svent s
L Type ol repart Sericus evenl O/ Non serious ovent O
Advorss Event 0 1l serioum, Tick the appropriate reaznn
Product Prohlem 0O a} Death | - SEENTERE LT
{eg. delect/tauliferrar/ malfurctiosing) b} Like Threaten g 0
3. Date of implant / Date of device nsed: c} Disaibifity or pormanent damagr £
4. Diate of Explant) Devlce used up to date: d) Hospitalization O
5. Lecstisn of Brent: ¢] Comgenital nversaly /birth defoct 0
i e 1] Any other seripus svents O
Home O g Beguired mietvestion to prevenst / perimsnent lmpuiement §
2| 1 I RROR ey Sn— - | darmige O
i la the device in use after the incldenos B Whesther other medical devices were usedl af the same Hime
Yes O MNe D writh tla absve device iFyes, please specify the name(s) fimels):

4, Deinidl Besoripling of voesii

(0} Repaprter onestat bbermstion

i) Name | h) Decugration [aptioral]: &) Tl /Mobile:
i) Ao o] Erniil
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it oo

(i e

iy R & B @ amrere areeeedt

ifonymo Stoymo
i T

oy wihpe e o Tamg o) ues el e

L A i sfrgmess oy Rafvwes o
i S 5} ofe we iy § Ao S o S aed
AR I O L (T Lo | R
e m=m ety I CLE R S
1, s e G o e e 1 T o ol o
o Vorfipcsmm ooy o) e o Pyt o i g o) ot e ) e d il o
K. W A i B o) e fawnit wwEN o
SEEAEEE 0/ WW a [ w smrhizaww o
SRR i o |y I i e g R e e ST wiies e O
o TNCTS R TEET TR R i, v e B s Bt e e
Ao=fo oy vl e R T

w, Wihge wra w1 s fEana

al A b S (A o TENEE:
dy = o § A
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Annexure 7
) domiien

= X @ @

ADVERSE PRUG REACTION REPORTING FORM FOR KALA-AZAR

TREATMENT

L PATIENT DETAILS
Padicnt linafesls: | Pt Cosde ™o Paticol Ciominc] Mo AMC mpc[[mj,nﬂr_['
Patical Age: {¥ih Weighi [T
Cender: MO FO Qibem O Breastiecding an infani: YeuO NoO i N 2
Pregnune Yes O Mo O Upeenamn O 1 Pregenant, ectimnled current pestation \\-mldv:id.:uqun

Lk | i

1. TREATMENT
Ad CONDITION TREATED
Kanlu Acar (VL) O Pose Kala Acsr Dermal

HIV-VL Co-infecnon O ltrum 0 (Specary)
. Lershinaniasis (FEOL) O
B TREATMENT RECEIVED

Mano Theropy O Conhination Therpy O
Thrug Received Raich Mus | Mg Froquunry | Bawiie | Stort Dy | Seart Siog ke Hiup
Explry Do & | (dbimimfyyy | Thine Il iy Thme
Trate. | Unia ¥l cHi Mini Mk
Lipwricymal 1 | -
Aarphoigricin B
HE COMCOMITANT DRUGS
Hatch Thrug Dhise
Numbserd | Uini (LY | D Hiart H
B, My Name Tndicwlion Expiry InFushon rate Ut | TPORNmeY| Bowte | | Stegdue |
Dide | insdlieony
IV, ADVERSE EVENTS INFORMATION
[teprice”s Marrative { Describe the conrsg of events, dming aod suspectod causenl;
Addverse Event!
Reartlon Term
nste of Chmset
_[_?ll.-'nhﬂ
m L] M L] Wik
Severity ; Maderaie ; Modermic ; hllwderaie
Severe Sewene Severe
Ll Tonn-Sorius ANKR Wun-ferioyy 4 DR = Poamn-Herioes ADR
L] Serimam ARSIV Seorimn AE ADR L] S i A ESATRR
lruse specify caie oy E‘mlp!ri.l’;'mrm sy calepory
Tremity (]
Serd O Heospitalizanen! Proloaged O Mhespraliemsion: Prolmged [ Henputadizan o Probomped
) Lile threuiesing DLdeuuuulun' Life ihreatesmg
Persiiws dnsbsliipilsabling Peinaneni iisahiliny Permminent disaladily
Compesntad ainrmuly/ hirdh oo Conpenital usminaly Cimggematal anninaly
by o iilly gt Ohwr srlically i b mndically imporisi
romiligim ool e comafitiom
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—2. & X @ @z

[ Recovemed! resobved O Recoverd rosolved T Rocovened rovalved
[ Recoveringisalving [ Recoveringfressiving [0 Revovermgnesabving
Faisl Futul Ental
Cratenmy Kt Retunereiiot rem v Mot Recaveredit reaslved Nt Reciveriiifion nesotvod
Recoveres wiih Sequalop mmﬂw‘rm&:qtnlx Recovened with Sequalac
Linkniramn Umkmywn Unknown
[ Brug Withdrawn ] Dirup Wiihdrdwm [ Drag Wihdmawn
[ Uhirse Rebsiend O Do Reeduweed O Duase Reduesd
Dechallenge [+ T S Do, .,
Action Taken | [ Dese not changed [] Dwose pest cbhangeed @) Mumﬂwuﬁl
[0 Unknisim O] Unkiswn ] Unknown
[J W Applicabie l 1 Nt Agipliicahle [ wen Apphicable
[ ®a T E M
O Ya O v Yii
Rechullenge | 5o (i remmdueed).,,.... Dase (i reimronduand)., . Dease (if eineronhacent). .
[]_ LUnkncwn L] Unknows L inkeryrvers
Expected (ves) Expeciel ( vex) Expecied (vex)
Expectedness | = Unexpected ini) ] Unexpootodl imii Unenpocied (nn)
it sl I 3iky Yare aff Death o, Fhute ol Tharh
Primary couse af douh 1r|"|.mrwm Primiary eause of death |||‘ lm'pnl Primay catasc of death | keownk
Fur L 1 wgmu:mpuy purlorimed Eu.:‘:nupay performud”! wnﬂruwy periismed
Yeu [l ¥es ¥iw
u:-pluj Adbmissiem Dute Herpritol Admiszion Dste ., Hempetiil Adméscion Diste. .,
Haspital Dischorpe Dute............. | Hoopinl Discharge Dute. ...
{'I:IIHI! O Ambeisme. e O Ambisme, ..oy .
oy O Milefosne .. O Milefosine :
- Pimtibile o I‘mmrna_t'!n O Maromomycin.—..— ..
Unfikel o .ﬁ.lm'rumlrtdmtwh.nﬂm v | O Amphatzricm deychilabe =] ﬂmﬂtllmrmmmw
ot | 5 S5GSAG e O SS0/BAG . oo O 5SS SAG e
o e O Oiheni | it 0 tehersi o O Oehers ()

¥. MEDUCAL HISTORY
Briefly deseribe diseases and copearrens illmess:

¥I.  RELEVANT LABORATORY TESTS

LABORATORY TESTS

st Date Rualt (units) Test Bute | Resnlt (units)
Haemoglolin Crestinine

ALT (8GFT) Na”

AST {SGOT) K

Vil OTHER CLINICALLY RELEVANT INFORMATION

Treatment For Managhog AR
| Counseling with Toll Free Number (18M0300024): 0 Yes O Na
__VHL__ REPORTERS INFORMATION

L.‘Huw: Designation: i
Email: Contuct No: S
Professtonal Address: PIN Code: [rate:
Mamw of Paramedical: Designatien: Signauture:
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Annexure 8

-
k.

Marne lldn-nﬂ'
ADR Monitoring center [AMO):

Patient Narme [ ||||: ||

Age | B Male/Famale

Father /Husband's | | | | [ [ |

H“E = - .. L 1 —l - - - e 1
Complete Address of the Case with landmarts [Street name, house aumbey, Wilege, biock, Tehsd, PIN No, Telegphone Mo,
e

eafn - T T T T T lelwlonwlel-T T 71 T1 [

Date of Vaccimadion: ¢ 4/
Address of health facility where waccinased [include name of village/urosn arca, dlock, DISTRICT and STATE)#

Name af vaccines with dose

received [if known)

Digte of first symptnm el I Bt ML B Time of first symptom o Bl Lot e i
Hosgitalization:{Nog Yes | Dite- 0| | ¥ ] T o sapladation | F *"i*" P

Hame and address of haspical (i hospitalized): CR Mo /MAD Na |

Death [ Still Hospitolieed § Recovered B Discharged with sequelas fRecovered com pletely |
SCVER Vi o | discharged { Lt Agsinst Medicnl Advice (LAMA) f tiot hospitalized '
if died, Date of Deith v '."]' | T | Tima of Death SIRLALE ] | gkl

Decribe AEF [vigns and symphorms):

Mamne B signature of AMC Coordinator) Modica! officer:

Email;
Contiet Mo,

*Date form sent 1o District immunization Oficer# |wehere Flﬂ;'l wasvaccinated) [ !

=Date form sent 1o 5ta3te Immunization Officeri (where patient was vaccinated)- _ /
*Date form sent to PV, Ghaziabad- __ f

*Drate farm sent 10 Immunization Didsion [ ALF) Secretar et (eefiindia®gmaibcam)- [

i [,

ettt

Hismie K signature of Pharmacovigilanos Sssobate:

E mail:
Cantact aumbar

[he cas ks o e no i.I el fi th ji L 1 TR i iere [k LTI N
=Thies Torns sboulel be sewimmed aid conniled simulioieousiy o DICL SEPFLOL PV awd AEF] Secretorial,
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Let us join hands with PvP1 to ensure patient safety

ipcgzb1 o

@ ipcgzb

www.ipc.gov.in

@

ipcgzb

o ipcgzb

e . ADR PvPI Mobile App

ipcgzb @

Toll Free No. @
1800 180 3024

pvpi.ipc@gov.in
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Indian Pharmacopoeia Commission é}"&n wgﬂlﬁggﬁ
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e Mimistry of Health & Family Wslfare, Govt. of India FEUET i i
PRy Sactor-23, Raj Nagar, Ghaziabad-201002 for Pharmacovigilanca in Poblic

e Tal - (120-2783400, Extni 155 H‘i:g;ﬂ'g;?_fggjg;m

For any relevant Information/Suggestions/Query

Please Contact: Officer-in-Charge. Pharmacovigilance Programme of India
Emall: pvpl.ipci@gov.in, lab.ipc@ligovin website: www.ipe.gowin



