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Message from the Desk of
Secretary-cum-Scientific Director

i have mmense pleasurs o
present the Ferfarmance Rzpart
F Pharmacavigilance
Programme o Inda (PPl for
the Firancial Year 202424,
FuPl has Lnderg-:-ne vast
exparsicn e reschthe common
masses 6 the country thrasgh
# nmebwnck of Adwers= Orog
Rezctiar “anitonng Cermres (MO, The FWPL has enrallzg
105 evs SOy, Howeser 10 AMCs have been delisted durng
Lhis Enwre and Lhe Lotal roraer of ARG Decarme 891 Trom
534 acnoss The counkny

The Matiara! Coardinatinn Certns (NOC-PeF] has seaed 16
D.'IJE, 5&-’&[}' Aleits Tor the senglizedon ol the - ealthcare
professanzls and commzn masses in tha caumtry, In sddition
k2 this, Pl glsa sent 33 recommendamons as well 25 nne
sgral o Central Drogs Skandand Conbsal Onganzation for
Laking epprodniate reaalakainy acdoin.

PRl s arganieed & batal af 1245 taimicg progmmees ane
has lrziresd 4 Lolal of 109571 parlicizands in e area of
Phamaczyigliance amoss e counay Some af 1 Impotant
tranirg pragremmzs induded Sall Gesdopreznt Frogramme
o Prarmacavigilancos, Sdvenced Leve! Trening Frogrammes;,
Ireductisr-cuen-Trginkg Pregrammes, sl PuPI Aes crganized
L2 [nkeractve meess with Marksting Authori=tdon Holdars
(MaksiPramacsuacals [ndusies bz discuss & resabes thar
isstaes and o bring improve ment in guality of mport=

It = ntewoythy to meton that MOZ-PPL, 1PC hes crganized
virtual infematiarad minmg ar Fharmacsegilanee Practicos
o Post OOID-19 Warld “in collabzratiar with Minskng aof
Externial Alfairs (MEWs), Indiaa Technlcal end Ecaramic
Cooperatian (ITEC) pregramere fram 5757 December, 2022,
[xiing the % deys trainmg, o fatal of 2F imbernatinng)
rarlicizants Trom seaen counbriss eaers Sitencded Chis Lraining.
e MGG arganeed 2 Mabonal Fharmasoeibarce Week
herwing thesmmes e "Erenurayge the reporting of 80Rs o PeRT by

lhe consnres” Man 17%-23° Sepilainaern, 2022 and g

s PHARMACOVIGILANCE PROGRAMME OF MDA

sansitized t1e AMCs wnder PvPL for arganizing
Pharmarcquigilanes: activities to mise the avarcness zhout
reperting al ADRS Lo PePL. Durirg the Halional
Fhameacoigilance Week PFL crganised 3 Total of 624
trallrgfawarersss-oam=senstimion programmes Includng
CMEMRE inowhich 54,089 Featthrare Professionals snd ather
slamholders were rdived ar Priannaoovigilarce

e enhenes the viabediby of PeRl the TEC manenzl related to
PP v uploaclesd an the wasbmile of Maliora! Heelll Seslames
Resalrce Cenfre [Hkps nlercinda.ory), Mebonal Heslth
Misslon, Minestry of Haalth and Family welfare, Gavernment of
Iredia,

The Irdian Pharmaccooela Commission (1PC) Is also
Farctiaring £5 @ MUC fr Metenondonca Frogrameme of India
(MWFT) under thes wenbinelia of #oFT, which deals in colection,
i, recording ard analysng e ddver Ewapls or risk
gsandiated with the uze of medical devces. The MyFL has
criralizd mow 143 Modiced Dosico Acvarse Bvert Monitonng
Certres (MOMCs) and tatal number of MOMCs became 233
frar 150 poross the country The MWPL forsarded 12
recornmandations on sahe use of medcal devices n Inda o
sl for taking appropnate raalatary actiars,

e admowledge e oeerell adminlsbatie and finandal
supooit of the Minlsmy of Hezalth anc Family weifars and
Mirest of Fnarce, Gasermment of India.

1 congramulate the PR taam, AMCS, subdact matoe experts,
MaHsPharmacsutical irdustries, healtbcare professianals
arel ptherr stakebalkders for ther ceaseless 6o, capperatan
a2l carribution i sTenglhening Phasmecoviglanos syshen
In India,

{DrRajecv Singh Raghuvanshi}
SeoreEy-cum-Scieriiic Direchor

Irediar Pharmasaposia Cormmissian

(Mirstry of Health S Farily Wefare, Govt. of Inda)
Gharahad-201002
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HIGHLIGHTS

Erralled 167 new &MCs undesr PvPI

Total 713458 TSR were submithed bo VigiBasa.

FyPl s e 97 largast repetar of 1C5Rs In VigiBasae at glabal loeel,

PPl PG conlinued Le mainlain as s WHO-Callabaraling Genire lar Pharmacovigilanoe i
Puhlic Health Programmes and Requlatony services.

PwPl has issued 18 diog salaly aleils and bas recormmended 3 PIL changas including 1

Sigral (Paracetame! asscciated Fiwad Ornig Eruption) te GOSC0O,

|

Conducted 1799 trainingsiwoerkshaps! CMESALT programmes and talned 1095971
paricpanis.

Celenrated 27 Matinnal Pharmacovigilanos Week from 17 — 23 Septemhber 2022 pan-India.

PwPl, IPC neganized a virual fraining procgrammes an Cimnpect of Phamaoowvigilance practines
ort post COVIDAS pandemic’ rom 59" Decarmber 2022 al IPC Tor parlner souninas ol
Developmeant Patnership Administration divizion of Miristre of Exemal A%airs, Ged. af India,

B ELEPLEBLEBE BLEBLFPL

Pyl has publizhed 4 newsletters an quartsdy basis for the awarensss of stakehaldars
about the Pharmacovigilance activitics.

Participater in 7" #Medsafetywesk 2022 prganized by WHO-UME, Sweden.

Ta enbance the visikbilite of PPl the 1EG matarial related ta PyPwaz uploaded on the
wehsite of National Health Systems Resaume Cartre (hitps:inhsmcindia.neg'), Matianal
Huallh Mission, Minislry of Heallh and Family Wellars, Governresnl ol India,

W (S | S

B i°  PHARMACOWVIGILANCE FROGRANMME OF INDIA [
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Indian Pharmacopoeia Commission and its Services
» o

Indian Phamacopoeia Commission (IPC) is an autonomous instifution of the Ministy of
Health & Family Welfare, Government of India, engaged in evaluation and quality control of
drugs and fo deal with matters relating to the timely publication of the Indian Phamacoposia
[IP], the official document of standards for drugs.

Functions

The mandate of the commigsion is o parform interaliz functions such as revizgion and
publication of Indian Pharmacopocia (1P and Mational Farmulary of India (NFI1) on a regular
bagizs. IPC alzo provides IP Referance Substances and training to the stakeholders on
Pharmacopaogial issuss and alzo functions as Mational Coordination Centre (MCC) for
Pharmacovigilance Programme of India (PYPl} & Materiovigilance Programme of India

(hP).
//—\ E/‘. | INDIAN PHARMACOFOEIA

-:'.':: PHARMACOVIGILANCE
; PROGRAMME
OF INDIA

F'hannacnpne la I
Commission .l

//

Indian I

NATIONAL FORMULARY
OF INDIA

REFERENCE STANDARDS

Figura - 1. Products & Services of indian Pharmacopoesia Commission

FHARMACOVIGILAMCE PROGRAMME OF INOLA. 7 I
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Pharmacovigilance Programme of India
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Fharmacovigilance Programme of India is
overmnment of India’s flagship drug safety
manitoring programme, which collects,
cellates and analvses drug-related
adverse events and send
recommendations to COSCO for taking
appropriate requlaiory actions.,

Adversa Drug Reacticn (ADR) is ong of the
lzading causes of morbidity and maortality
worldwide. The consegquences of ADRs
burden the healthcare system with
increased cost of therapy and profongation
of hospitalization. In developing counfries.
the cost of management of adverse
reactions in the general population is very
high and under-recognized. iz, therefore.
imperative to evaluate the safety of
medicines through Pharmacovigilance
aystem.

The Mirestey ol Haallth and Family Wellare, Govermenl of India recastad PyPlon 15" &pril,
2011 and shiftad the Maticnal Cocrdinaticn Centre from &l India Instilute of Madical Sclencas
(AIRE], Maw Delhilo IPC, Ghaziabad and is continuing.

PHARMACOVIGILANCE PROGEAMME OF INDNA
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PvPl : An Overview
»

Missian

To safaguard tha health of Indian population by ensuring that the benefits of uze of madicine
cutweigh the risks azsociatad with its usa.

Vision

Toimprova patiant safety and wellars of Indian papulation by monitoring safaty of medicinas,
theraby reducing tha risk associatad with thair use.

Aims and Objectives

Craate a Nation-wide systam for patient-salaty by ansuring drog-salely

Idenlily and analysea naw signals rom tha reporled cases

Analyse the banafit-nsk ratio of markatad medications

Ganerate evidenca-based infermation on safely of medicines

Supportregulatory agencies in tha decision-making process onuse of medications

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

Collaborate with other MNational Centres for exchange of information and data
management

Frovide fraining and technical support to other National Pharmacovigilance Cenfres
across the globe

Tnomanise and sensilize tha stakeholders For celebration of Mational Pharmacowvigilancs
Week from 17 Saptember- 23" Septembear every yaar

Promola rational use ol medicines

Emarga as a Mational Centre of Exceallance for Pharmacovigilanca activities

. PHARMACOVIGILANCE FROGRANMME OF INDIa (3



I Performance Report 2022-2023 [

Core committees at NCC-FPvPI

Following committees are constituted at NCC-PwPl o ensure smooth angd effective
functicning of the grogramme;

Steering Commitiee

Lig the chief administrative and monitoring body of NCC-PvPI, which quides and supervises
the functicning of programme.

Working Group

All technical issues related to the establishment and implementation of the progranmme,
including providing fechnical inpute, are handled by the Werking Group, which repors to the
CDaCo forregulistory interventions.

Quality Raview Panal

Clualty Review Pangl is responsible for guality, causality assessment and complateness of
IC5Rs. The panel alsn makes recommendations o the PPl Waorking Group alter dala
analysis and devisas formals and guidanca documants for foellow-up action.

Signal Review Pansl

I'he Signal Raviaw Panal (SRP] of PvPl comprses scientists and alinical experts affilialed o
government and non-government acsdermicinstiubions and hospilals, As and when recguinesd
axperls from the gharmacautical industres are alsa invitad for taking expart inpuls, o collats
and analyse Infarmalion from IC3Rs. This panal assessas he resulls of idenlifiad
computarized Signals rom ICSR: to validals and confirm. I looks inlo bioslalistical methods
for analysis and creates standardized posl-analylical reporls thal help in underslanding lhe
information darnived from ADRs. It also dacidas upon actionable indicators.

Cora Tralning Panel

The Cora Training Panel (CTF) af PyPl guides in the idenlification af lreining needs,
arpanizing Mational and Intermational training programmes, desigring reining modoies and
hialps o conduat the training for healthcare professionals and other slakaholdars throughaul
lhe year. It also idenlilies trainars for 2one-wisa lraining cantras. The CTP inleracts with
Mational and Inlemational agencias for parlicipation and implamentation of training
programmes in Pharmacovigilance, The Core Training Panel 5 assisted by The intarnal
training team of PvPl.

BT FHARMACOVIGILANCE PROGRAMME OF INDLA |
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E-mail IDs and functions of PvPI divisions

- o
E‘; FuPl Division Functions E-mail ID
1. | Tachnical Secralarizl Coardination wilh AMCsMan-
AN Cz/COE 0 ather PV pLIpLiETgo.in
slakeholders
2. | Quality Assurance Cugality Management System of | Qa.nccpvpi-ipoi@eoovin
Divisian vl
3. | Training & Educatinn Trainirg and Skill Development | training. nocpymi-
Drivisian LI ir
4, | Promatian, Fublicaton of PyPl razcurcs
Communication & materialz and communization PP o in
Publination Divisinn with stakehaidars
E. | Signal Divisian Ienttication & condirmation of
Signal, Ravision of Prezcribing
Information Leaflet (FIL), issuing | | I e
of Drug Safety Alers and other Slgnatpeblipcamnodn
ragulalory ecarmrmandalions, [
any
B, | Mational Health Integration with Publiz Health nhp. necpvpi-ineiigod.in
Frogramme Division Frogrammes
7. | Imformstion Terhnalegy | VigiFlow and othar IT toals it. nonpYpi-ipoElGnein
Dhirvisivin
&, | Human Resource Human Resaurces Development | hr.nccpepi- po@aow.in
Dhivisian
&, | Individual Case Safety | Submission of ADRSs by nan-
Repart Processing AMCs
Dhiririvar S T
LIBMHSsSen O = 0y Vi i 5 :
consumens/patients PpLIpaEgovIn
Frocessing of adverse events
raporiad thrauah PyPL Halalies
10, | PV Regulatory Affairs | Processing of ICSRS received mah. neepVpi-ipcERoe.n
Dhivision fram MAHs and review of PSR

B 2  PHARMACOVISILAWNCE PROGRAMME OF INDIA
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Performance of PvPl as WHO-Collaborating Centre

> O

The MCC-PYPIL IPC Being a World Health Organization (WHO-Collaborating Centre for
Fharmacovigilance in Pubiic Health Programmes and Regulatory Services in SEARNM
countrigs, Pyl has done the following activities: -

Activities

Qutcomes

Development
of e-toals for
ink2gratian
of ADR-
repartioig

Newelaping Indicencus Adverse Dneg Reaction Managemeant Seatem (ADRRMES)
Sofbware integralad with WHO-Drug Diclionany and MedDRA diclionanas. The
ADRME sofiwars offers seamless processing & evaluatan of I2ER repared with
the useaf medicines, vaosnesand medical devices.

M data
sharng with
Snouth-East
Asia Regional
Mebwosk
rREARMN)
countries

Tha MCC-PuPl has shared drug safety alars with SEARM countriss an month by
basiz through 2-madl.

The MCC-PvPl has shared slectronic varsion copy af newsleiter with SEARN
courbigs on uaroly basis hraugh a-mail,

The MWCC-PvPl has also shared the identified Signals and Prescribing
Inlorrmaticn Lew el changues wilk SEARR counbias Lhrough e-mail

FePl a3z a Mational Phamvaecavigilanne Centre of WHO Programme far
Imlemalional Orog Moniloring published drog safaty information in YWHO-
Fharmaceuticals newsletter far global autreach.

_apacity
Building aned
suppart For
Puolic Health
Prograrmemigs
[PHPs) and
Requlabary
SBMvines

Coardination dong with Adverse Evenl Fallowing Immenization (AEFD
Secratariat of tha MoHFW, Gowt, oflndia by sharing of data relstad (ovacnines.
WHO-BEARD has wrganizec a confoionce an "addieszing challenges al
requlatary COAID-19 medical products in South-East Asia® ram 11712 Aqpril,
EEI?E Dor. Rajesy Singh Raghuvanshi, Secretars-cum-Scientific, Cirectar, (PG
Fas pariel patad 1a s EI}"IfDr'E!r‘IEE!
WHO-ZEARD affine, New D=lhi has arganized & mesting for the heads of
Malivael Fegulalury Aulhorilies [MEAs], Soulb-East Asie Regulalary Nelbwosk
(SEARM] from 77-8% June, 2022. Dr. Rajosy Singh Raghuvanshi, Secretan-
cum-Soientific, Direcior, IPC has participated as a Chairman far Wworking Group -
A dvigilanee foe rmedical procucis].

Thig represan lalives rom PyPL TIPS have parlicipalbed s observens ina YWHO-
Mubiiclizciplinary Technical Gr G {MTG) mesting cmanized by the WHO
Reglaral ffice for South-East Aza (SEARC) MNew Dbl on Doular Events
reparled with the administration of Millefasice on 30" Movember 2022 through
wirlval mods. In this maslting, ciscussion was focosed on the Gaosality
Lesgssmant, Hisk Minimization Measures & s Commmunication, remaining
uncertamnties and need of further stadies for Mitefnzine associated Qoular
Fwents.

PHARMACOVIGILAMNCE FROGRANME OF INDINA
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PvPl| Communication Channels
T

Coherent and flawless communication channels are key to the successful functioning of any
pragramme. The dissemination of knowledge and exparise at NCC-PyFI percolates to the
target audience and across the board to the AMCs affiliated to it with the use of state-of-the-art

information technology, The various modes of communication by which PvPl channelizes
dataflow are represented inthe figure below:

Hational
Coordination Centre-

Phanmacovigilamce
Fod Bhasan. | "\ Programme of India

Mew Dedhl IPG. Ghaziabad

HRAICDSED
Heagquarer

SLaics' UTs
Orug Reguldors

/ &
Warkaling Ll ation v Stearing Commibes
Haldaia vWlerking Group

v Sigrial Feviaye Panel
+ Quality Pavies Pansl
v Cars Training Pansl

! ! . }

A0R Monitaring Genircs

Uppsala Montcring Sonbre!
Haticral Headth [N ) Healthzare Prodessionals WHO Humlyusrben
Fregrarnmas Hegiocna Training Centmes Okiara SELR] Lounry CHice,

|RTEA| India

Flgure - 3. Prodeucts £ Sarvleas of Indlsn Fhannecopoels Commission
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Reporting ADRs
s

1
Consumers/ | i
Patients

Pharmaceutical
Industries!
MAHs

ADR Monitaring
Centres

FwPl Halpling:
ARMHI-120-20324

BuPl Mobile PP

ADOR PYPI

Figore - 5. Products & Sarvices of lnoian Pharmacoposiz Commission

ADR repoviing forms are availabile on e officlal website of IPC
iwwwipt.gov.inl and the website of COSCO fwww.cdsco.govin)
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Why to Report '?T
T— A —

+ Toensura the safely of patiants taking medicinas.
+  Toreduce the nsks associatad wilh the uss of medicinaes (soonomic burden, quality of lifa ).
+ Tohelpregulatary authonty make vital policy decision regarding sale use of madicines,

What to Report 7

T—

All types of suspected ADRs: ADRs by:

s KPnown ar unknown v Meadicines

* Sari0us OF NoA-Serious & Medical Devices

+ Freguent orrare

iy,
| Medication Errors
)

= Productdispansing/monitoringprascribing'selection/starage errcrissuas.
*  Accidental exposune o product,

= |nappropriate use of medical products.

*  Product ranzcribing errars and communication issUas.

Biologicals including Vaccines
Herbal Drugs/Mutraceuticals, etc

@

Off-label Use |

——

Useofmedicines foran unapproved indicalion, age group. dosage or mouts of administration

[ Misuse/OverdoselAbuse: |

—

+  Usze of a madication (far a medical purpose) ather than as diracted or as indicatad; taking
medicing more/more often or for a longer penod.

+  [ngestionfapglication of medicing in guantities much graater than recommended.

« Monmedical use al A subslance o psyehic ellfect, depandencs, or a suicide sllempl or

gesturne, recroational use of substances for any raason.

[ Lack of Efficacy and other product quality-relatad issues |

—

«  ModLack of trug effscl.

= Drugineffective forapproved/unaparoved indication.
= Dalaved orincomplete dnug effect.

+  |nefleciive drug dosing regimen.

« [rugefiect fasteriess than expeciad,

Performance Report 2022-2023 [
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Channels for Reporting AE/ADR
> o

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

The Suspected ADR reporing Form is specifically desioned for healthcars professionals to
capture detailed information about an AEMADR., This formiis available on PG {wwwipc.gov.ing
ar CD2C0 www.cdsco.govin) website and in Mational Formulary of India 2021
tAnnexure-l}.

Medicines Side-Effect Reporting Form (Fer Consumers)
Consumers/patients may alse make use of Medicines Side-effect Reporting Form for
reporting any suspected AE/ADR to PyvPI. This form is available in 10 Indizn languages: Hindi,
Bengali, Gujarati, Kannada. Malavalam, Marathi, Assamese, Oriva, Tamil and Telugu
(Annexure-l}.

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

The Suspected ADR Reporting Form is designed for healthcare professionals during
pandsmic to capture detailed information about an AEJADR related 1o the drugs used in
Prophylaxis' Treaiment of COVID-149, This Torm is available on PG {wwwipo.gowing
{Annexure-ill).

Personal Protective Equipment (PPE) Adverse Event Reporting Form

In vicw of SOWVID-18 Pandemic, NCC-MyPl has specially designed a PPE Adverse Evaent
Reparting Form, which primarilty aims to callect the adversa events associated with the use of
FPFPE= used for medical purposos [Annaxu re=N).

Cther important ADR Reporting Forms

Healthrare Professionals and other stakeholders can also report AEs/ADRS using specific
forms designed purposely for reporting AE'ADR associsted with Medicines used in Kala-azar
treatmeant — Adverse Drug Reaction Form for Kala-Azar treatment (Annexure-V), serious
cases related o vaccing use - Serous AEFI Case Moiification Form (Annexure-¥Yi} and
Caszes related to Medicsl Device ose- Medical Device Adverse Even! Reporting Form
{Annexure-¥il),

I  PHARMACOVIGILANCE PROGRAMME OF iNDIA 1T
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PvPI
Helpline
P Fatients! Consumers! Healihcare Professionals may report

ﬁ any suspectad ADR associated with the wse of medicinal!
1800-180-3024 herbal products! vaccines or medical deviges to NCC-PyvP|

i I via Toll-Free Helpling Mo, 1BRD-1ED-2024,

in aquipping &l stakeholdsrs, including the
aonsurmers, lor raporling ADRsS.

€-Reporting of ADRs @ e ok BT C
An indigenous andraid mobile app “ADR ==
249th Seplembiar 2017, has baan instrumental

FuPl", which was dedicalsd o thae nation on e —

E-mails

Hospitals!/ Medical Caolleges and other

Healthcare Insttutions which are not enrallad as nz
AMCs under PwPl, may report adverse events by u.l “EP.E_.L?;’;E :“;5 by
using ermail {icsr.noepypifogmail.com ), Similary, vl o gov.in

consumerspatients alse have the option of ULl TR ICE
reporting adverse avents through a dedicated Hnn-T-'lEs :
ermail (pypiipoooein} including the consumearns PR R
for reporing ADR=.

Suspected ADR Reporting Form in Mational Foermulary of India (NFI)

MFl serves as a guidance document to medical practitioners.
pharmacisis working in hospitals and sales establishments. nurses.
medical and pharmacy students and other healthcare professionals.
The principal objective of NFI i3 1o promote the rational use and
econamic prescribing of medicines in the country, The heaslthcare
professional may ulilize the ADR Reporting Form, which has been
annexed atthe end of the NFI 2021 toreport suspected ADRS.

BN PHARMACOVIGILANCE PROGRAMME OF INDia I
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AMCs: The Backbone of PvPI
3 o

Medical instituiions and hospitals play 8 major mole both inteaching and providing specialized
services to patients in India. Patient satety is one of their major concerns, Adverse Drug
Reaction Manitaring Centres (AMCs) funciioning at these instilutions undar PyPl, across the
aountry are playing & crucial rale in collection, processing end manitoring of ADRs,

Medicines 3ide-Effect Reporting Form (For Consumers)

+  Giovernmant hospitals/Autonormows hodies) medical/pharmacy collages
Frivate hospitals/medical/pharmacy colleges

v Dislricl hospilals

Frimary! Commurnity Health Centresin India

NCC-PvPl sesks Enrollment
Form from Dean/Head of the
Institution’ Hospltal for
establishiment of an AMC.

MEC-PyFl examines
suitability of the proposed
centra on the basia of its
perfermance.

Approval from
competent authority

Communication to the
( newly-inducted AMC

Flgore - 6. Enrodimant Procedore for AWCs

PHARMACOVIGILANCE PROGRANME OF INDIA R
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Criteria for enrollment of AMCs
= Availability of logistic and infrastructural facilities for PV atthe proposced Centre.

» Significant track-recard of the Centre in Pharmacavigilance — on guality, quantity and
frequancy of repading Adversa Drug Reaction

= Dean! Head of Institution! HolD of thae propoesced Centre is rasponsible to
astablizhfimglermant PPl activities at the Cantra.

v The proposed AMC coordinator’ deputy coordinater should possess relevant expariance,
States/Union Temitenes whore no! fow AMCs exists will be profarraed,

» Demography bazed selection al AMCs,

Upon recognition, NCC-PyPl provides regular raining, skill development and technical
training support i the personnel engaged in PyFl activities,

Criteria for De-Enrollment/ De-Recognition of AMCs
»  Man-parformance’ Zara reparting.

¢ Man-complianee of Quality Management System,

BT PHARMACOVIGILANCE PROGRAMME OF INDIA [
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ICSRs Databhase at PvPI
>

The FPharmacovigilance Programme of India (PP is responsible for the collection,
aszsessment, detection and communication of risks associated with the use of medical
products in Indiagn Population. The [CERs collected by Adverse Drug Reaction Manitoring
Centres [AMCs], Marketing Authorization Holders [MAHs], Healthcare Professionals
Patients/Consumers through differant channels of reparting arg communicated to MCC-PyPl,
IFC, The Annual database accounis for 113459 IC5Rs for the index period and manthly
reporting pattern is given below,

16000 1
140da

12000

P D P D D P D H L P P P
W @ & &

honths

Figure - . Month-wise distribuetion of IC5Rs
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Distribution of ICSRs based on Gender
PvPI dalabase revealad thal B0.0% IC5Rs wara rom male palients and A45.0% wara from
famala patients. Nainformation was provided in 5.0% al IC5Rs.

Elamale mMale  ®Lnakaown

O

Flgure - & Distribution of IC5Rs based an gendar

Distribution of ICSRs based on age

The databasa revealad that the maximum 35.3 % ISR s wore recaivad from the age groug of
18-44 wears, wharaas the minimum 0.2% IC5Rs were recaived fram the age group of 0-27
davs. Mo information about the age of the patients ware given int .12 1C5Rs.

40.0% 35.3%

ICSRs {5}

35.0%

30.0%

25.0%

20,0

15,05, 10.5% 10.1%;

10, 8% 0.2% 1.4% 1% 1.0% . A.6% .
e e e— — w—

5.0% 4 . v - . - . . .
bf? ¥ e o s P 3 &
=3 _‘ﬁ B _ﬁ.-
? ,ﬁg R L A ﬁsﬁ
- a" ¢ ¥ W w &
g
,bt?
¥ Patient Age

Flgure - & Distpbulion of ICERs besed o age
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Distribution of ICSRs based an reporter qualification

The MCC-PyP| has received 34%.0% IC5Rs from physicians, 16.5%: from phamacists, 26,2%
trom other healtheare profassionals, 28.0 % from consumes/non-healtheare professionals
and 0, 3% wera unknown,

35,0K%
40,00
F 35.0% 26.2% 28.0%
= 30.0%
e 3 16.5%
g 20.0%
“ 15.0%
g 10.0% 0% 0.3%
=2 5% e -
0.0% v v . . ' v .
5% 4 o~ o
G .ﬁ* o & & &
ﬁf’ 4.'9 @é} 3 *-E@ 0
3 q{‘? ) o o
& &
- ‘.ﬁ'
"5.'@' é:r
& ¢
Reparters

Figerre - 10, Districuion of IC5Rs based o reportar gualifics ton

Distribution of ICSRs hased on seriousness
The database revealad that T3.0% IC5Rs we e non serious and 27 0% were s2rious reported
with the use of medical produats,

BAurous B Hen-eEriage

Figrre - 11, Distnbodion of IC5Rs based on semousness
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Distribution of ICSRs based on sericusness criteria

The sariousnass crileria of raceived ICERSs revaaled thal 5.7% IC8Rs were due Lo daalh,
1.49% IC5Rs were due to life hireataning condition, 10.8% 1C5Rs wara due to prolonged
hospilalization, 0.2% ICSRs ware dus o disablingfincapacilating and 12.7% 1C3Rs wera due
o athar madically important conditions.

. 12,7%
= 10.8%
- 100% ¥
i
"
(=]
b 50 1, '-“"
) 0% 0.0%
i e
0.0%

& o fﬁﬁj .ﬁf
F 4 ff‘"ﬁ

Seriousness Critoria

Figerra - 12, Distribption of I(CESR's based or saricisness crifaria

Distribution of reactions based on System Organ Classes (S0OCs)

The IC5Es reported in PvPl database revealed that the maximum number of reactions 25, 0%
were reported from the S00-General disorders and administration site conditions among the
topten reported S0Cs.

SO0 General disprdery amd adminsiration we.., 29 0
S0C: Skin and subcutaneous tissus disordeors  feessssssssssssssssssssses  15.7H
SO Gastrisint esllngl disorders IESTRY iEE O
ST Indury, poiseming ard precedural complications 12.5%
S0C; Mfearvaus syitem disordors  eessssssssesmee  17.09%
S0C: Investigations jeessssssss 7, 2%
S0C: Metaballym and mutrltion disorders (e §,15%
$OC: Infections and infestations  jeesssss 4 8%
SOt Respiratory, thorack and mediastinal disorders e 463

System Organ Classes

SOC: Musculoakelpbal and dnnesctiee trsipe ditordery  jeeeses 4.4%

- L3 T -

4 5% 10% 15% 20% 25% 0% 5%
Mo of IC5Hs [%]

Frgura - T2, Distritrtion of reactions hasad on 5065
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Distribution of ICSRs based on Anatomical Therapeutic Chemical (ATC)
Classification

The IC5Rs reported in PvPl database revealed that the maximum number of suspected
drugs 35.0% were reparted from the ATC-Anti-intectives tor systemic use among the top ten
reported ATCs,

ATC: ] ANTIIMFECTIVES FOR SYSTEMIC LSE
AT L ANTINEQPLASTIC AND IMBALINOMODULATIMG...

ATC A ALIRENTARY THACT AMD METABOLISM 1 1453

§i

e

i

= —

[+

-; E ATC: D DERMATOLOGICALS 13.4%
E "_:.' ATC: © CARDIOVASCUHLAR SYSTEM  |eessssssss 13,075
o5F ATC: 5 SENSORY ORGANS [resssssmssssss 12 3%
=9 ATC: W MERWOUS SYSTEM 10.0%

E ATC: B BLOOD AND BLOGD FORMING ORGANS 6.7%

E ATE: G GEMITO URINGRY SYSTEM AND SEH HORMONES 6.5%

[ =3

ATC: B RESMIRATORY SYSTEM 5,449,

e 5% 10 1% 20K 35% 3l 35k 4%

Mo, of ISR (%)

Flgura - 14, Distribution of IC5Rs besed on ATC Classification

Tap 10 reported Preferred Term

The data reparted in PyvPl datahase revealad that the mazimum percentage of adverse drug
reactions (Fretemed Term) reported was pyrexia (5.4% ) coded by MedDEA dictionary,

5004 9
Bk
0 1
B0
5.0%
304 9
ERR
104
1.0%
R

PT Terms %)

Pralerred Terms

Figure - 5. Top 10 reporfed Preferred Term
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Top 10 Active Ingredients reported in ICSRs
Analysis of Active Ingredients (Alg) from ICSRs ravealad thal COVID-18 vaccing (10.8%)
was thehighesi reported Al durng this index pariad.

12.0% 4 10.8%
g 10.0%
= BO% 4
]
T o s
£ 3.8%
= A 2.2%
= 2.0%
g 2.0% o n 1.'“{ 1.'”' ANEL RIK - 13 a3
0.0% v v r . - .
S
& & & & L S & & A
oF o o W & '
Fr L g & '1’ 3 +* ¥ 3 E}GP
':Fh\ o o & w o &h& &= o
N A A . a@*
= 3.:.,1‘- & @ﬁ ?éﬁb
& & & S
£ g =
& v
Sﬁ“ e oF
& L
<&
™

Active Ingredients

Figure = 6. Top 18 repovied Achve ingrodicnts
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ICSRs received from Non-AMCs

Besides raceiving |CSRs from e paE:
AMOs, NCOD-PyPI, alse Y
raceived |CERs through
several hospitals, medioal

I7E

Fd= P TRR

anllegas and olhear inslilulions -

which are nol anrollad as av
ANMC undar PuPl {MNon-AMCs) m - -

across India, The Non-AMGs & o & & £ & F & &5 &5
sanl the filled in Suspeciad g

ADR re parl i ng form Lo Figurc = 7. Morth-wize JOERS recoived frovm rom-AWCS
MCC-PvPl through a dedicated e-mail id: pypiipci@govin. These ICSRs were then
forwarded to the nearestAMEC for doing causality assessment. During the index period, 1203
ICERs were reported via Mon-AMEs, month-wise distribution of these ADRSs are as given
abowve.

ICSRs received via PvPl Helpline

Tollfres Helpling was initiated on Cclober 11, 2013, since than it has boen serving as one of
the meliable tools for reporting suspected advarse evants. Paticnts!/Consumars'Healthcare
Professionals report suspected adverss ovants associatod with the uze of medical products!
medical devices through Tollfree Helpline. Satls are primarily responded in English and Hindi
on all working dayvs betweon 9:00 AM and 530 PM. A fotal of 3231 ICSRs were recoived

through Tollfree Helpline, the month-wize distribution of such 1CSRs are az given below:
B

=2
0
(=)
2
i "l
a 40
=
30
11
o {‘- E

Month:

Figure = 15 Monttewise ICERS mecefved frowr PP Melpdine [Tollfrec)
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India secured 9" position among WHO PIDM Member countrias

[uring this index period, India has contributed 2 B% |CSRs and was the 77 largest contributor
of ICS5Rs submission to in VigiBase. Overall, India ranked 9" position among 176 World
Heglth Organization (WHO) Programme for [ntemational Drug Monitoring (PIDM) mam ber
countries interms of submission of ICSEs 100 VigiBase.,

43.8%

45.0%. =

440,0% o

35.0% o
W A0.0% o
E 25.0% =
E 20,09
T 15.0% s

10.0% o B.3%  6.2%  gaw  45%  38% 215  2.0%  20%  L8%

5 0% = - 2 = sl - - . I = - o - - 2 g 2 =

7 o £y o A z i 3 25
Ei-!-’ c_:a, q&n -.."1"' o {:::E-' _qu t';"b hcﬁ:" _@¢
191“? "ﬁ:F ':h- i ¥ (%3 tp'-‘
& & 2 -E'?
g or i
EP*::-":Q. a"? hp@"-}
e &
2
&
Countries

e

Figire - 18. Top 10 veporiing countrles
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Contribution by MAHs
3

Marketing Auvthorization Halders (MAHS) play a crucial role in reporting AE2/ADRSs to PyPLL
The recent amendment to the Drugs and Cosmetics Rules, 1845 and Mew Drugs & Clinical
Trigls Rules 2019 [MDCT 2013 Rules), has made Pharmacovigilance a legal obligafion for
MAHS. This has paved the way for colleciing product-specific safety data, aimed atoptimizing
drug-zafety and ensuring healthcare for Indian populace. During this index pericd a total of
115 MAHS had submitted 55703 ICSRs to NCC-PvPIL.

536
S500 934 5003

| 474939 aass 4731
4500 s [ ] 4083 4050

4000

3500

3000 1

2500
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1500

A -

1000 p—
S 7 o
@f‘h ‘?ﬁ* \Fﬁ ":y '\'-'l'qp t:l'éﬂ {_‘Fl .#:' Qé'. .f:' -aal #&

Manths

Mo. of ICSRx

Figure - 20, Month-wise NC5R received from MAHS
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List of Pharmaceutical Companies/MAHs Reporting ICSRs to PvPI

3. No. MAHs 5. No. MAHs
1. Abbotl India Lirnited 1H. Erver Heglthcara Limilad
2. El:ﬁ'::t-;?i HBIgE & FhamacsLtcals 19, | Besing Healthcare
3 Alcon Laboratores India (F1 Lid, 20 Biocan Biolagics Limitec
4. Alambic Pharmacauticals Limitos. 21. Bochringer Ingelheir India (P} Lud
o Alkem Laboratonss 22 Eristol-Myers Squibb India
G Allergan India (F) Lid, 23 Bharat Senums And Vaccines Ltd,
i Armgen India 24, Binlagical E Lirmited
. Amneal Pharmaceulicals 25, Elue Cross Laboratones [P Lid.
a, Apotex Research [F) Lid 8 Cadila Pharmaceuticals Limited
10 Arcolab (P) Lid, 27, Centaur Pharmaceutizals (P L,
17 Arislo Pharmaceulicals (P Lid. ZH. Cipla Lirmited
12 Sslallas Pharma India (P) Lid. 29, Concord Biotech Limited
13 Asfral SterTech [P} Lid a0, | CEL Behring
14. AstraZereca Pharma India Limited 31. Cr Redady's Laboraiories
15. | Aurobindo Phama Limited i g e nlinds
16, axa Parenlarals Lirnilad 33. Eli Lilly & Company {India) (P LLd.
17. Baxter {India) () Ltd, 24, Emcure Phammaceuticals Limited

PHARMACOVIGILAMCE PROGRAMME OF INDLA
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3t Encuke Ethicals (P] Ltd, ad. | Inventia Healthzare
36 Ens Lifescinces Limited B ltalfarmacae Soh
37. Excliis India {P) Lid. o0&, [PCA Laboratoncs Limited
8. FOL: Limited at, HIiflhl.'::jl.rr?|l-'I.rJPL.';;II-:Lijlfiil:fIkFi‘rI:_':Li-lr11i'.r=1L1
a5 Ferring Phamnaceuticals (P Lid o8, | Jehnsans & Johnsans (F) Lid.
40. Fidia Farmaceutict 5.p.4 54, | Jubilant Generics Limited
41, Fresenius Kabi Oncology Limited Gl Eadrion Bio Fharma
42 Fresenius Kabd India [Py Lid. g1 Levim Bictech LLP
47 Fresenius Medizal Gare India {F) aa | G Chem Life Sciences India {F)
Ltd. Lid
44 ﬁlr;d-l,i'-:tumﬂmilhkline Pharmaceulicals a3 Lupin Limited
4a. Glanmark Pharmacauticals 54 E"J%‘E;E Fharmacaotieal
4103, Galderma ndla (P Lid. Ha. Maclaads Pharmacaaticals Limiled
47 Cirifpls Incia Healthcare [F) Lid. LIS fMadras Pharma
4. | Guerbet India {F} Lid, g7, | MERCK Limited
45 Gilead Sciences i Micro Labs Limited
50 Gulic Biosciancas 54, MED Pharmaceulcals Limilad.
51. Heaiers Labs Limited f. PSN Laboratories (F) Ltd.
o2, Imaging Preducts India () Lid, 71, Mvian Laboratores (P} Lid.
h3 Intas Pharmaceuticals Limited T2, Mankind Phama
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. Movartis India Limited ar. Recxitt Benckiser {India) Limited
T4 Move Mordisk India g48. RPG Life Sciences

3. Mitin Lifie Sciences 89. Rusan Phamna Limited

76 Optirnus Phanmna (P Ltd, 8. Zandor Medicaids (P) Lid

77, Organan & Company g1. Samrudn Pharmacouticals (P Lid.
78, ﬁ-r:iﬁ F RN atRAnI 2. | Sanaf India Limited

74 FPaviour Pharmacsulicals 03, canten India [P} Lid.

B Plizar Lirmited ER Sarvier India Privala Limilad

&1 Firamal Fharma Limited 45, Zhilpa Medicare Limited

52 Tha Procter & Gamble Company B4, Zhira Biolech Indiz (F) Lid,

3. | Panacea Bictec Limited §7. | Stndes Shasun Limited

54, Roche Products (India) (P} Lid, 948, Sovereign Pharma (P} Lid.

85 Hidishbe L e Shaneas 99 Elljrll'lill:j'lﬁrn'lﬁr.mjti::al!-x Indusiries
56 Reciphamm AR 100 [E;;DE?L-T_DM Healthcare India

e
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101, | lakeds Pharmaceulcal Company 108, | Venus Eemeadias Limiled

102, | Tirupal Madicare Limiled 110 | Wilor Pharma (FP) L.

103, | Torrent Pharmaceuticals Limited i1 Wivere Imaging (P Ltd.

104, | Themis Medicara Limitad 2. | Win Medicara {F} Ltd.

105, | Troikaa Pharmaceuticals Limited 113 | Windlas Bictech Limitzd

106, | UCE india (29 Lid. 114: [ AP ik Healtheahs il
107, | UNS Phamacovidgilanoe 115 | Wockhard! Pharmaceutical Limitad
108, | USY [P] Lid.
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Quality Management System in PvPI
- 4 o

To ensure the patiant safety through a transparent approach and high-guality sarvices, PyPl
has boon found to canform with 120 20012008 Quality Managament Sysicm (O 3and alzo
adopts the Good Pharmacovigilance Practices {GVWPY as per ong of the WHO
FPhamnacovigilance Indicators with a focused approach on scientific innovation and
rafionality, PPl performance with refzrence to the pre-defined objectives was evaluated by
the officials of Quality Council of India & Quality SAccreditation Institute and evaluation report
was submitted 1o the MoHFW, Govt. of India for further extension of the Proegramme for the

nextfive vears (FY, Z021-2026).

List of S0OPs in different divisions af PvPI is given below.

Technlcal Secrotariat

1. SOF for functicning of Technical Secretanat

Ciuality Assurance {C1A]

2, S0OF far making SOF

3. Frocedure for specimean signatures

4, Change conirel procedurs

B S0F for handling of deviation

i S0P far handling of non-corfomanae

s S0F for comrective and preventive action

g, S0P for Audit of MCC-PyPI

3. S0F far management review merting

10, | S0P for collection of ADRIAE Repors

11, | S0P for preparation and sdbrmizgsion of progress raporls

12, | S0F fa fill suspected ADRR reporting farm

B PHARMACOVIGILANCE PROGRAMME OF INDIA I —
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S0P to perform causality assessment

SO to enter ADR data to VigiFlow sofiware

S0P for processing and cuality review of ICER:2

ROF for documantation at AMCs

SOP for ensuring the functiening of AMCs

18

S0P for funstioning of Quality Review Panel

15

S0P for arehiving of documents

20

S0P for bandling af medication emrorn, lack of therapeautic afficacy |1CS5Rs

21.

SOP tor enrolment al ness AMCs under PePI

22

SOP for functioning of Working Group

23.

SOP for functioning of Steenng Committes

24,

S0P for Delisting of AMCs undor PyPI

Signal Detection

29.

S0P for operational functioning of SREP

£,

S0P fer lunclioning of SEP

2.

S0P for data mirming of SUSARS and non-scrious ADRs/AES from Wigi Flow

PY Regulatory Affalrs

2B,

Procassing of IC5Rs reported by MAHS

Mational Health Programmes

S0P for coordination between PyPl and NHPs

FProcessing & communication of AEFI-ICSRs

I PHARMACOVIGILANCE PROGRAMME OF INDIA
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Training and Education

41, | B0OP Lo conduct lraining ander NCC-PyPl

a3, S0P for Functioning of RTCs and finanaial assistance undar PyFI

ad. | B0F for funationing of Core Training FPanal

4 SOP for functioning of AMCs and financial assistance guidalines to AM G2 undor
: FvFI

Promotion Communication and Publications

A5, | S0P for drafting, publication, distribution and control of rescurce material of PPl

A6, | S0P for publication and communication between PPl and stakeholders

Information Technology

A7 | BOP fer dala inlagrily

af. | WigiFlow lagin distdhution and retriaval procedurs

S0F for establishing link st the Ministry of Haalth and Family Welfars web partal for

2 Lha Pl

Human Resources

AL, | S0P fer the recruilmant of conlraclual emaloyvea under NCC-PyPl 1PC

41, | 20F for the job responsibility of emplaoves under NCC-PyP| IPC

42 | B0P for conducting lalsccnfarenca meeating with AMCs Pybs

International Cooperatlon

43, | S0P for functioning of Intemational Caaparalion Division

B PHARMACOVIGILANCE PROGRAMME OF INDIA I —
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Individual Case Safely Report procassing

44, | BOP lor procassing SA0R received Lhaugh PyPl Mabile App - "a08-PvPl”

4%, | S0P for processing Adverse Events received from consumers via e-mail

A, | S0P for procaessing Adverse Reaclion! Events repor by Mon-ARMC o NCC- FuP|

47 S0P for racaiving A0F from healthcars professionals and consumears throogh 2ePl
" | helpline

Quality of IC5Rs Reporting

The VigiGrade™ completeness scone is 8 WHO system to measure the guality of the
information provided on ICS3Rs. The graph represents the average completeness score of
ICERs submitted from India (Blue fine) as compared to submitted ICERs by all the other
countries (Green ling]. The average completaness score for the last quarter of the index
period accounts forabout 0.7 5 outof 1.

Average Complateness score, India

Average Compleieness score over time

0TE -h—_‘\—-\.'-'—'-\"h:-?' W
"y
ek o
]t —_—— Al -—--—.’i"—--n.-— —_— _— —
o o “"_..-""-.-l ""l-"—"-u-"--'_"'_-_"-"'-*—---—--—-._
02s
1 & ] L) | 4 1 d | 4 1 3 3 4 I | 3 4 1
e & 0 ) 0 o 2032 Foer ]

Time point received at the UMC |year and guartery

| == AN COUNIFIGS  —

Flgure - 1. Graphical represeriation of WgiGrade T Complaleness score of gualty of IC5Rs
Futtified by M o UWAG database
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Newly enrolled Adverse Drug Reaction
Monitoring Centers (AMCs) under PvPI

c 4 o

MCC-PyPl, IPC has enrollzd 167 new AMOCs (Govemment - 27 + Non-Govemment - 140}
acrass the couniry, the total number of 88Cs have increased from B34 Lo 707 sinoe last FY
2021-22, However, 10 AMCs wera delisted alsa on 24" March 2023, So, the current strength
of AMOCS is 697 a5 on 317 March 2023 and the izl of new AMCs enrolled during this lenure is

rmenliorad bealow: -,

5. Mo,

States/UTs

Name of Hospital/Meadical Collegalinstitute

Status

th

Andhra
Pradash

Manatma Gandhi Cancer Hospital & Research
Institute Pot, Lid. (A unit of Vizag Cancer
Hospila! & Resaarch Centre PeiLid. )

177, BIWE Colony, YWisakhapainam,

Andhra Pradesh-53300017

DOr, Finnamansni Siddhartha Instifute of
Madingrl Sciancas & Feserrnch Foundation
Chinautpally, Gannavaram, Krishna,
Andhra Pracesh-521255

HCG Curia City Cancar Cantra
Fadavaiarewd, Machavaram Down, Gundala,
YWijawwada, Andhra Pradcsh-220004

Maganuna Hospital Ltd.
Kanuru, Vijayawada, Andhra Pradesh-520007

Zentini Hozpital
Ma.-i4-15-5 B & [, Opp. Novetel Hotal, Ring
Road, Yijavawada, Andhra Pradash-520008

20 Venkaleshwara Insilule ol Cancer Sana &
Advanced Research
Alipin Boad, Tinupati, Anchra Fracesh-217501

Haalth Care Glabal Enterprises Ltd.,

HCG Cancer Centra,

Finnarle Hospital Campound, Apiic Health
Cily, Arilova, Chinnagadiu, Vieag,

Andhra Fradesh-53300440

Man-
Gavarmmant
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Finnacle Hosoitals

Flest Mea 10, 11 & 12, By Ma. 13F, ARG, Health
City. Chinna Gadhili, Visakhapainarm,

Andara Pradash-530040

Zurva Global Hespitals
q. Mear Railweay Crossing, Madhavapatnam,
Fakinada, Andhra Pradash - 833005

Asler Marsyanadri Hospitals
10 Mational Highway ¥1. Benigunla RBd. 2% Aulo
Magar, Tirupati, Andhra Pradesh-517508

Camni Hospital {A Linit of Incar Haspital Vizag
Pyl. Lid.)

10-80-88, Wallair Main Foad, Ramnagar,
Visakhapatnam, Andhra Pradesh-530002

11.

Sree Ramadawi Mulli Super Speaiality Hospilal
12, B2, Sai Ram Street, Tirupat,
Andnara Pradesh-517501

Fajiv Gandhi Institute of Medical Scignces
(RIMS)

13. R Lana, Bhagya Magar, Ongols,
Andnra Pradash-523007
i Siddhartha Medical Collage Gavernmant
o Yiayawada, Andhra Pradesh-2200028

Govemment Medical College & Hozpitals
15. Ananthapuram Ananfapur,
Anddnra Pradash-5150071

Big Apcllo Spectra Hospital "
16. Elhar Sheetla Mandir Read, Mear Sump House, i 2L N
Agambkuar, Patna, Bihar-800007 OVEFIIM2nT

Rajmata Shrimati Devendra Kuman Singhdeo
17. Govl. Medical College Sowarnman
Ambikapur, Surguja, Chhatizgarh-497 001

Chhattisgarh
Shri Balaji Malro Hospilal M
18. Pahad Mandir Road. Village - Kauhakunda, e
Raigarh, Chhatizgarh-496001 Gavernment

Y PHARMACOVIGILANCE PROGRAMME OF iNDla T
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200,

21

22,

23.

24

pli

26,

27.

28

24,

A0

Gujarat

HC G Haspials
Mithakhali Siz Eoad, Kalyan Sociely, Ermris
Bridge. shmiedabad, Gujaral-380008

Banas Medical College & Basaarch Instilula
Criva Village, Banazkantha, Gujarat-385001

Fanbha Haspilal -
Lnit of Lakhani Hospitals Pyt Lid.
Ahmedakad, Gujarat-322350

Bhailal Amin General Hospital
Vadodara, Gujaral-3800003

SEVP Holistic Hospital, 3GVP Campus
Dpp. Mirma University, Ahmedabad,
Cujarat-352481

Gujarat Adani Institute of Medical Sciences
= K General Haspital Carmpus, Dpp. Latus
Colary, Bhwj, Kachohh, Gujaral - 370001

Meias Adventist Hospital
FB Mo, 24, Athwalines, Surat, Guarat-39500H

Zunzhing Global Hospital
Bezide Big Bazar, Dumas Road, Surst,
Gujarat-395007

k. B. Insiitule of Pharmaceytical Educstion &
Hasaarch,

Zec 23, GH-6 Rd. Gandhinagar, Gujarat-350023

Asulesh Hospalal
Beside Kshetrapal Mandir, Kailash Magar,
Magura Gate, Surst, Gujarat-3350072

HZG Haspital
11349 Sir Paltani Eoad, Meghanl Circla,
Bhavnagar. Gujarat-354001

Hariz L, G, Rotary Hospital
531 &384, Housing Seclor, GIDC, VWapi,
YWalsad, Gujara-395195

M-
SavernImESnt
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31

J2.

J3.

a4

40,

35,

e [T

aa

a9

40

41.

42,

Haryana

Adesh Medical College & Hospital
Depl. of Pharmacology,
Mohirl, Kurukshelra, Harvana-136135

Medenr Hospital Lirmifed
Flal - P - 2, Sector - 5, IMT Manazar
Gunigram, Haryana-122037

Sarvodaya Mullispecialily ard Cancer Hospilal

Dpp.Red Cross Bhawan, Hisar Haryana-125001

Anand Orthopaedic Cenire
Dpp. Thame Park, Mear Panorama, Thanesar,
Furikshetra, Harvana- 136112

Shanti Devi Gl nstitule & Advancad
Endoscopy Centre.
Hizar, Harvana-125001

Aarvy Healthcare Super Specialty Hospital
Curgacn, Harvana-122500

Supremsa Hospilal
Charmwoad Village, Eros Gardan, Surajkund
Foad, Fardabad, Haryana-121002

Marayana SuUper Specialty Hosoita
Gurugram, Sector-24, OLF Phass - I,
Haryana-122002

Zunfiag Glohal Hospital
Sonapal Road, Cpp. Rivali Holel, Near Sheala
Bypass. Rohtak. Haryana- 124001

Midaan Hospilal
Murthal Road, Sonipat. Haryana-131001

Dscar Super Speciality Hospital &

Trauma Centar

(2T Raad, Opp. PYR Mall, Sec.- §, Panipat,
Haryana-1321003

Shri Balaji sarogyvam Hospital Pyl Ld.
Behind Oid Bus Stand. Kunikzhetra,
Haryana-136115

Man-

CSOvarnimant
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43.

44.

45.

Zidharth Hospital
Shanabta:d Markanda, Oisth. K KR,
Haryana-138135

Cheveyen Hospital
Bhivani Stand, Rehtak, Haryana-124001

Mann Mullispeciality Hospital

Sobhash Foad, A Indie Radiao Slalion, Boblak,

Haryana-124001

Fark Hexspailal
G T Road, MH-1, Sewah. Panipat,
Haryana-132103

AT

Himachal
Pradesh

Shri Sai Multi Speciality Hospital &
Trauma Centre

4451 2, Chakrada Road, Mahan, Sirmour,
Himacha Pradesh-17 3001

Man-
Sawarnmank

45

A%,

i),

1.

Mew Delhi

o

33,

o4,

Medeor Hospital
B-33, 34 Quiab Instidional Area,
Mew Dalhi- 110316

FLKC Hospital - Metro Hear Institute
Fanday Magar, Mariana Raar,

e Dlealini- 11 GOOA

Moclchand Hospital
Lajpat Magar - I, Meaw Delhi-110024

Zaro) Super Speciality Hospital

Madbiuban Choawk, Sector-14, Ext. Eohiri,

Dali-1100HS

Goyal Hospilal & Urology Canlra
E-4/8, Krizhna Magar. Delhi- 113051

FPark Hospilal
Wiasi Delhi 12, Meaora Enclave,
M Dielhi-1100148

Alal Biban Vajpayves Insbilols of Madical
Solences & O BML Hospital.
Connaught Place. Mew Delhi-110001

Man-
Sovarriman

Rk
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36.

a7

o

Yenkateshwar Hospital
Secltor 12 RD, Sactar 1HA, Crerarks,
Mew Dalhi-110075

Maia Roop Rani Maggo Hospital
C-8.49, Om Vibar, Phasa 1, Ullarm Magar,
Mew Delhi-110059

Haly Family Hospital
Ckhla Rd., Souwth East Distt,, Mew Delhi-110025

Bhagat Chandra Hospital

(& Unil of Bhagat Hospilals Pyl Ld .

Room 59 Med, B Building, 6" Floor, Mahavir
Enclave, Mew Delhi-7110025

59.

all.

61.

62

Karnataka

Feaaple Tras Hospitgls

Aounil of TMI Healthcare Pyl Ld.,

Mo, 2, Tumbkur Road, Soragunicpalva,
Yeshwartpur, Bangalore, Kamataka-560022

Dr. Janu Mankikars Memonal Hospital
Maternity & Nursing Home

AGH2'E Subhash Hoad, Bumta Taluk,
Uiar Kannada, Karnalaka-551343

Aster B Hospital
CA-37, 24" Main. 1" Phasa, JP Magar,
Bengaluru, Karnataka-550078

Man-
Gowvarnmeant

Tegard Yoeramallappa Memarial College of
Fharmaoy
Ballari, karmataka-5831104

CIOvwermmant

63.

G

Kerala

Moorul [zlam Institute of Medical Science &
Resaarch Foundation, (NIMS Medicity)
Aralurmimoodu PO, Neyvatinkara,
Thiruvananthapuram, Korala-B85123

Iqra Internafienal Hospital & Research Cenire,
Malaparamba, Calicut, Kersla-G73008

Chazhikatiu Hospital Pyt Ltd.
ldukki. Kerala-£35584

M-
Sovernment
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ZF Fer Hospital
Fort Anakaliil Lana, Distt-Thirnvanathapuram,

Ferala-HG950Ed

i

Malabar Hospital {F) Lic.
Karuvambrum {Post) Rajiv Gandhi Bypass

Road, Manjeri, Malapauram,
kerala-a76123

GH.

a9

Alreya Haspita (A Unit of OMEIL
East Fort, Wear 5t Uane School, Thrssdr.
Kerala-g80005

0y

PRE Hospilal Pyl Lid.

Block Mo, 1, Killipalarm Karamana (PO
Thiruvananthapuram,

Kerala-g95002

Sree LHihradam Thirunal Hospital

Maar Palaca viaw Hoad, VWiendavan Garder,
Fatiom. Thiruvananthapuram,
Kerala-g9500L

i

T2

Mar Sleeva Madicily
Falai, Cherpunkal, Baottayam,
Kerala-ga6584

Aovilis Super Spacially Hospilals Pyl Lid,
2OGRE2. Thrissur. Pollachi Main Road,
Mear Jasamalarani Zhurch. Memmara.
kerala-7E5508

MES Medical College

Perinthalmanna, Palachode PO, Malappurarn,

Kerala-5raiil

4.

Caritas Hosaital

Thellakam, Kottayam,
kprala-a8a6E3

7o,

Govemment Medical College
HRAT Calony (PO Kalamazsery,
Emakularm,

Kerala-a53503

LT R teu
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TE.

Tr.

T,

79

80,

Madhya
Pradesh

MGM Medical College

Dept. of Pharmacalagy, A B, Road,
Infront of Suyash Hozpital. Indore,
Madhya Pradesh-452001

Suyash Hospital Pwl. Lid.
AB Foad, Indore, Madhva Pradesh-452001

Baderia Melropime Mullispeciality Hospital
Kuchaini Fanishan, Behind Kshetriys Bus
Sland. Darmob Naka, Jabalpor,

Madhyva Pradesh-4 82002

BIME Hospitals. Surva Mandir Boad,
Fesedency Gwalior, Madhya Pradesh-27400%

Mar-
Govarmimeant

zhyam Shah Meadical College
1" Floor, Mear Dhobiya Tanki, Raws,
facdbiva Pradesh- 86001

Govarrimant

41.

2.

"3,

4.

HE.

Maharashtra

Ashoka Madicover Hospitals
Inclira Magar, Wadala Road, Mashik,
Maharashira-422009

Frakash Institute of Medical Sciences &
Fesaarch
Yrur-lslamapur, Maharashtrs-415404

Saifes Hospital
1547 Maharshi Karve Road, Chamni Road
Staton, MumBai, Maharashtra-A3000044

Saidesp Healthcare & Research Pyt Lid,
Yastwwanl Calany, YWira] Eslale, Tarakpur.
Ahmednagar, Maharashtra-4 14001

Krupamayi Hospitals
Railway Sfation Road, Aurangabad,
Maharasthra-431001

schodd of Pharmacy
DOr. Vishwanath Karad MIT Warld Feace
Univarsity, Puna, Maharashtra-4 11038

Man-
Govarnmeant
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a7

85.

.

Alexiz Multispeciality Hospital
koradi Road. Magpur, Maharashira-440030

Dr. Hedgewar Hospital
Garkhada Parlzar, Aurangabac,
Maharazhira-42310909

Dr. G M Taari Central India Institute of
Medical Sriences
B2 Baja) Magar, Magpur, Maharashira-a0010

0.

Manipur

Shija Academy of Healih Stisncas
Haallh Villaga, Imphal Wesl, Manipur-T95004

Man-
{Gowvarnmant

Mizoram

Mizoram State Cancer Institute (MSC)
Aizaw!, Mizoram-77E017

COvwermimant

w2

Odisha

Jaiprakazh Hospital & Research Centre Pyt Ltd.
Dayanznd Magar, Rourkala, Sundargarh
Cdisha-rEancdg

Man-
SGoavarnmeant

3.

Puducherry

JIFMER CAcadamic & Lab Complax)
Kalam Campus, FCI Boad, Kovilpathu,
Karaikal, Puducherry-809605

CSawarnmarnk

g

Punjab

g6

a7,

HE.

Meelam Hospital
MH-T (64 Oppasite Chitkara Universily, Rajpura
Chanrdigarh Highway, Hajpura. Punjab-140401

Abrol Medical Cenire Suner Spaciality Hospital
Kailaish Enclave, Batala Road. Gurdaspur,
Funjab-143521

EMT Super Speciality Hospitals Pyt Lid,
Graen Suanue, Armitsar, Punjat-143001

Cirison Super Spaciality Hospital Inferdility ard
lrauma Centra
Ludhiana, Punjab-42312

Global Haart and Supar Speciality Hospital
Mear Cotroi Post, Ferozepur Raoad, Ludhiana,
Funiah-141012

Man-
Savarimant

______l
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a0 FPrakash Hospital
E.3ch G.T. Raad, Pullighar, Amritsarn, Punjat-143001

Gian Zagar Medical College and Hospital
1010 Yillage Ram Magar, Tehsil Rajpura, FPatiala,
Funyahb-140506

Krzhna Heart & Geperal Hozpital
101 138, Pram Miwas, Gonalnura Bypass,
Jaipur, Kajashan-3020149

Hear & General Hospital
102 T-Vivakand Marg, C- Schbeame, Ashok Magar,
Jaipur, Bajasthan-30204

Furcla Hospital

T, Malviva Magar. Jaipur, Rajasthan-302017

Sgkel Madicare & Kessarch Cenlar

A Mansarovar, Jaipur, Rajasthan-3202020

Healthcare Global Hospital
Mansarowvar, Jaipur, Rajasthan-202020

Man-
Etarnal Hospital (EHCC) Elernal Health Care Sovarnmand
106, Rajasthan Centre & Research Institute
Jegalpura, Jaipur, Rajasthan-202017

Imperial Haspilal & Raessarch Centra

7. Shasli Magar, Jaipur, Rajasthan-302006

Mittal Hospital & Research Cenlre

108. Ajtmer, Rajasthan-305004

Swasitik Multispeciality Hospital
105 CP-1, RHCD Industrial Area, Marana Road,
Rajazthan-303008

Zolanki Hozpital
10 101, Bam Kutir, Ashak Circle, Alwar,
Rajazthan-307001

Distrct TR Clinic

111. Opp. AKH, Bewar (Ajmer), Rajasthan-205901 Govarnmant
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i

i

114,

11E.

1B,

11

120

121

Tamil Madu

Fankajam Memarial Hospital

C-3, 4" Cross Streel, Mear Ranga Thaatra,
Hindu Colony, Manganallur, Chennal,
Tamil Nadu-800081

Govermmenl Thanjavar Madical
College & Hospital

Deparment of Phamacology,
Thianjavur, Tamil Madu-6713004

Ehaaratn Medical College & Hospital
173, Agaram Main Rd,, Selaivor, Channai
Tamil Madu-a00073

Swamy Yivekanandha Medical College Hospital
and Besearch Instifute

Unjanai, Elavampalayam, Tiuchengods,
Mamakkal District, Tamil Nadu-B37205

Apallo Spacialily Hospilals
Madurai, Tamil Madu-525020

Kauvery Hospital
lruchirapalls, Tamil Mado-820009

Soudder Marmoral Haspital
Ranipeal, Tamil Madu-5232401

Christudas Drihopasdic Speciality Hospital
COSH Mulli Specialily Haspilal,

Mo, [AF Road. Duraisamy Magar, East
Tamaaram, Channai, Tamil Nadu-600059

Dhanalakshmi Srinivasan Medical
College & Hospitals
Siruvachur, Perambslon, Tamil Madu-621113

Faculty of Medicing, Sn Lalithambigal Medical
College and Hospital

Maduravayal, Ambattur Sarvice Road,
Adavalampallu, Chennai, Tamil Madu-500085

Moan-
Sowarnmant
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122.

123

Zovt Medical College
Depl. of Pharmacoalogy, Aryalur,
Tamil Nadu-g21713

Matians! Instifute of Research in Tuberculosis
Mo 1, Mavar Sathivamaorthy Bosd, Chetpal,
Chernar, Tamil Madu-500031

Cowarnmant

124

125,

126.

127

128,

129

130

131

132,

Telangana

Landrmark Hospitals
MCK Block 2, Near JNTU Meatra Station.

Dppasite Vasanth Magar Arch, Hyderabad,
Telangana-Hl00asE

Ornm Hospilals
H. Na. 11=8-486, Opp. o Pt Markel, Kothapet,
Dilsukhnagar, Hyderabad, Telangana-500035

Ldai Omni Hespitals
Fateh Maidan, Abids, Hyderabad,
Telangana-hao0o

Prathima Hospitalzs
Kochiguda Hyderabad, Telangana-S00027

Face Hospital
Hitech City, Hyderabad, Telangana-500021

Yashoda Hespilalz
Alexander Road, Secunderabac
Telangana-Hlo0ns

Mamats Medical College
hMarmala Genaral Haospilal Campus, Ginprasad
Magar, Khammam, Telangana-S07002

Malla Headdy Marayana Wullizpacialily Hospilal
Suraram X' Road, Jecdimeiia, Quiibullapur,
Hyderabad, Telangana-200055

Franaam Hespitals
#1-BREAD & 41, Madinaguda, Mivapur,
Hydaratad. Telargana-520050

Man-
Savarnimant
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1335

134.

135

CGovermnment Medical Collage
Sangaraddy, Talanganra-202001

Covemment Medical College
Wanaparthy, Telangana-5349703

Govemment Medical College
Magarkurnoal, Govl, General Haspital,
Magarkurroal, Telangans-S08204

Sowarnmani

136

137.

135

134

140

Littar
Pradesh

141

142

143,

144.

Vivekananda Polyalinic and Instituie of
Madical Sciancas

Yivekaranda Puram. Luckrow,

Uttar Pradesh-226007

Mavin Hospital
MH-1., Sector-2, Vaishali, Near Mahagun kall.
Ghaziabad, Uttar Pradesh-201010%

Sharma Medicars Pyl Lid.
MH - 124, L - Block Celta - 2,
Creater Moida, Uttar Pradesh-201308

Bhardwaj Hospital
MH- 1, Sec - 29, MNaida, Gautam Buddha Magar,
Litar Pradesh-201301

T College of Pharmacy,
Plol Moa-149 & 20, KP-111. Graater Noida
Littar Pradezh-201310

lvory Hospital Pt Lid
MH - 26, Pooket - E. Sector - 38 (RHO - 1)
Groater Moida, Uttar Pradesh-201340

F. H. Medical College
Mear Railway Bridge MH - 2, Tundla
Firorabad, Uttar Pradesh-283204

Zt. Joseph Hospital
Gomli Magar, Lucknow, Ullar Pradesh-226010

Sdnrd Super Spaciality Hospital, Sec-53, Noida,
Littar Pradesh-201307

M-
EOar TN

_____
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Yatharth Sugper Sopeciality Hospital and
145 Hegrl Centre
Sec- 110, Maoida, Utlar Pracesh-201304

iR Ajanla Hospilal and IVF Canira Pel. Lig,
Alambag Lucknow, Uttar Pradesh-226005

Forts Hospital Maida
147. B-22, Sector-62. MNoida, Uttar Pracesh-201301

La Crest Hospital
145 Flot Mo, Ins 13, Sec-02 (Mear Budh Chowk),
Vasundhara, Ghaziabad, UHar Pradesh-201012

Krizhna Institute of Pharmacy and Sciences
1449 Gram - Amiliha, Post - Tativagan) Mandhana,
kanpur, Litar Predesh-208217

Maharaja Subel Dey Autonomous Slale Medical
150 Coliege & Mahrizhi Balark Hospitalz
kD Road, Baharaich, Littar Pradesh-271801

2. B Medical Callege
151 Depl. of Pharmacalogy, Academic block,
Mara, Utar Pradesh-222002

Maharshi Vashizshiha Autonomoaous
152, Slala Medical Collage
Basti, Willage - Rampur, Uttar Pradosh-272124

Autonomcus Staie Medical College a )
2. M. M. Hospital & TE Sanitorium avarnment

153 Mear Jain Mandir, Subhash Tiraha,
Firozabad, Ullar Pradesh-283203
154 All India Institute of Medical Sciences
4 Dalmau Road, Raebareli, Ltar Pradesh-229405
e Govemment Medical College
33 Kannauj (Tiraa), Uttar Pradesh-209732

ZMAH Govemment Medical College,
156 Pilakhni Area, Amibala Road, Saharanpur,
Lttar Pradash-247001
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147,

Utarakhand

Gautarm Buddha Chikitza Mahavidyalava &
Or. KEKEM Zuhhark Hospital

Jhajna, WH-TZ, Chakrala Road, Daebiradun
Littarakhand- 248007

M-
Gevarnmearnl

154,

160,

167

162,

163,

154.

165

166,

West Bengal

Medical College, Kolkata
28, College Street, Kolkata VWest Bangal-700073

ESI-PGIMER and ES Medical Caollegs
Depariment of Phamacology,

77 Floor &cademic Building, Joka, Kolkala,
Wesi Bengal- 7001 [

Deben Mahata Governmant Medinal
College & Hospilal

Hatuara, Punilia, Vivekananda Magar.
Wesi Bengal-723147

Al Imcia Instilute of Medical Sciences
Kalyari. MH-34 Connecior, Basantpur. Saguna.
Madia, VWest Bengal-741245

Govarnmernt

B. 8. Birla Haarl Basaarch Cenlre - & unil of tha
Calcutta Medical Research Instilute

171 Mational Library Avenus, Kalkata,

Wilasl Banga 700027

Marayvana Multispecialiiy Hospital
Barasal 78, Jassora KD, South, Kolkala
Wast Bengal- 700127

B. P. Poddar Hospital & Medical Research Lid,
F171. Hurmnayun Kabir Sarani, MNew Alipore,
Block G, Kolkata, West Bangal-700053

Maravana Super Speclality Hospital
Zhibpur, Howrah, West Bengal-T11103

Apalle Multi Zpeciality Hospitals
08 Canal Circular Bd, Kolkats, WestBengal-TH0054

-
Govarnment

167

UT of Dadra

and Nagar
Hawveli &

Daman and Diu

Mamo Medical Educalicn and Resaarch Institute
and Shri Vincha Bhave Gl Hospiial

2. R. Dalkar Marg, Saily Rosd, Silvasza,

Wesl Bengal-38E2:30

Govarnment
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Following AMCs were delisted from PvPl due to their zero reporting:

5. Mo, Mame of AMCs with 1D Year of
Enrolment

1. Aundh Chest Hospital
1% Floor, Mear Sangavi Phata, Aundh 2015
Camp, Mew Sangavi, Pune Maharashira-411 027- (ACH-Pung)

z EBabu Ishwar Saran District Hospital v
Gonda, Utar Pradesh — 271001, (BISOH-Gonda! 2017

o, Combired Dislricl Hospilal

Sanlkabir Nagar, Uliar Pradesh = 272175, (COH-Sanlkaber Nagar) 2017
. Combired District Hospital
Bhirga, Shrawastl, Uttar Pradesh — 271831, (CDH-Shrawasti) 207

S District Hospital
Gumnanax Chauraha, Hospital Road, Babraich, 047
Litfar Pradash — 271807, (DH-Babraich)

[, District Mals Hospital
Pratapgarh, Uttar Pradesh- 230001, {DH-Fratapgarh) 2017

s Glocal Group of Hospitals

Glocal Healthoare Systam Pyl Lid,
3B-207, Ecospace Business Park, Action Area 1], Mew Town, 2017
Fajarhat, Kolkata, West Bengal -7 00156, (GGH-kalkata)

£ Govemment Medical College e
kalpi BRoad, Crai, Jelaun, Uttar, (GMC-Jalaun) 2017
¥ Zr krishna Medical College & Hospital

Urnanagar, Muzattarpar, 217
Bibar-84 2004, (SKMCH-Muzaffarpur)

0 Zpandan Multispecialty Hospital
Besides Ward Mo, 4, Sindhwsi Mata Boad, Vadodara, ST
Gujarat-39001 1, (ShH-Vadodra)
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Signal, Prescribing Information Leaflets changes
and Drug Safety Alerts

. C

WHO dafines a Signal as "Reaportad informatien on & possitle cavsal ralationship balwaan an
adversa evant and a drug, the relationship baing unknawn or incomplately documantead
previously®. Signal delecltion and clinical assessment of IC5Rs form a vital damain of
Fharmacovigilance. MCC-PyPl iz engaged inideniifying potential signals from India-specific
IZ5Rswith lachnical assistancea by expants intha Signal Raviaw Famel.

Statistical Methods used by PvPI for Signal Detection

The dsproportionality analysis is peromrnsd for Drug-Event Combinations (DECs). The
disproportionality analysis is primarily & ool o generate hypothesis on possible caesal
relalions between drugs and advarse affacts, o ba followed by clinical assessment of the
underying |CSR. L is basad on tha conlras! belwaan Obssrved and Expecled number of
casas The key paramelers of ha disproportionslily analysis ana:

i1 Infarmation Companent (12) {ill) Chi-Squara {x2}

(i) Proporional Reporing Ratic {PRE) {ivy Numberof Drug-Event combinations

{i} Information Component {IC)
The Infarmalion Component initially originated from the Bayesian Confidenne
Propagaton Meursl Metwork (BOPNN) is usad for guanitative measurement of strength
of The depandency belween spacific Drug-ADR combination. 1T is calculaled by laking
lagarthmic maasure of disproportionality ussd o evaluale slrenglh of associalion
belwean drug and ADH and mathamalically axpressed a5,

IC =log2 (Observed +0.5/Expected) + 0.5

« Ifa paricular Drug-ADR combination is reported more often than expected from the rest
ofthe database then the value of IS will be pozitive.

v For no guantitative dependaney tha value of [ will be sero, whila The combination is
occuring less frequently than statistically expectad, it will be negative.

* The higherthe |Cvalue, more the combination stands out from the background.

o 10025 s the lower and point of tha 95% cradibility inlarval for the 1C and calculated for
each Drug-ADR combination,

Criteria for Signal ; IZ025=0, t means Positive value.

PHARMACOVIGILANCE PROGRAMME OF INDLA |



BN Performance Report 20222025 |

(i)

{iii)

\iv)

Proportional Reporting Ratio (PRR)

The dewiation of the obsarved number from the adpected number IC5Rs can be
crpressed as aratio, thatis PER. The PRR can be caloulated by the following forrmula;

FRR

BB+
CHOHDY

VWhere,

A

Mumbers of Reaction of Interast (e identifed ADR) reported with the suspocted
dng

o
]

Murniers of All Gther Reactions reporled with the suspeated drug

Mumbers of Reaction of Interest reported with all other drugs

Murmbiars of All Other Reaclions reported with all other drogs
Criteria for Slgnal : PRR=2

Chi-Square {3 2)

Used to detemmine whether there iz a significant difference between the expected and
the observed frequencias in one or mone categarias, The chi-sguare can be calculated
by using the following fomula:

¥2 = E[Observodvalue-— Expected valuoy
(Expacted valua)

Criteria for Signal : ¥2 = 4

Number of Drug-Event combinations
Alleast three Drug-Event combinations should be required for the contirmation of signal.

Criteria for Signal: M, = 3
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Utilization of ICSR data

Fhe Mational Coordination Centre — Pharmacovigilance Programme of India evaluates
patantial ICSRs for the confimalion of signals, issuing drug salaly aleds and ravision of
Prascribing Infermation Laaflats (PILs) in tha SRF mealings. Tha oulcomes aof SRP maatings
were communicalad o tha Cantral Drugs Standard Contral Organeation (COSCO) fortaking

appropriale requlatory aclions as labulaled below:

Signal Review Panel Recommendations for regulatory actions

The MCC-PyPl evaluated spontaneously submitted IC5R:2 and further discussed in Signal
Feview Panel {SEF] meeting during indexed period. The cutcomes of ZRF mestings wers
communicated tothe Certral Drugs Standard Control Organization for aporopriate requlatony
actions as labulated below:

5. Na. | SRPMeeting | Suspected drugs Adverse drug Qutcome
reactions
1. Faracetamal Fixed Dinug Enuption EL&I'ILTJ'IE‘E; l:i'nl'li:lpl:llle:l
22" ZRP Meeting . :
2. hatd an 22 Lasartan Muscle Spasm Tohe Eﬁ_lude LL
Movembar, 2062 . |
3. Firoxicam Fizad [nug Eraption To be Eﬁ”de Ll

Monthly Drug Safety Alerts Issued by IPC, NCC-PvPI

Tha IFC, HCC-FuPlhas issued atotal of 18 manthlydrugs safety alerts dunng index paricd to
senzsitize the healthcare profassionals & consumears through emails, penodically issued PyPl
Mewszlatters, web-portal of IPC for sirengthaning of reparting to PPl as tabulated below:

S. No. Suspected Indicationis Adverse dru
Issue Date drpugﬁ ts) S g
+ Aptibiolic- Indicaled lar lowar Oruy Reactian
& Uppar respiratony tract with
infection, UTE gynascological | Ecsinophilia
2 : infection, skin ar soft tissus and Sy=temin
1. 252 L_‘I'E”'- Cahirewlme Infectian ele, Symiploms
- Antibiotic- Indicated in the (DRESS]
treatment of raspiratory tract
infections, UTL ENT sofl
ligswe infections atc.
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30" May.

P liraconazole

Svstemic aspargiliosis and
cardidiasis, cryplocoorosis,
S0rairichoss,
Faracoccidioidomycasis,
bilas larmycosis and ather
rarcly ocourring aystemic or
trogical mycoses.,

Empiric therapy of fabrila
neulbropanc palienks wilh
suspecied fungal infections,

Symimetrical
Doy Helalac-
Intertrigincus
and Flexural
Exanlthema
(SDRIFE]

17 Junc.

2022 Trimetaziding

[schaamic hear disaasa,
argina pectaris, seqgualae of
infarction,

Cardiac drug indicatad in the
traatment of angina paclaris
ard intermittent claudication.

Druy Reackion
wiith
Eosinophilia
and Systemin
Symploms
IDRESE)

15" July,
222

Tacrilimus

For prophylaxis of transplant
rejection in adult kidney or
liver alipgraft rejeciion.
Praphglazis of ransplant
rajection in Kidaey, [ivar ar
heart allograft recipisnt.

Faor prophylaxis of transplant
rajaction in liver, panoraas,
lurg. haart and kidnay
allagraft recipients and
treatrment of allagrafi rejection
rasistant ta ireatment with
othar immunag- suppessive
medicinal products.

By nephrologists oniy- for the
prophylazxs of organ rejeciion
in patichts receiving allogenic
kidney fransplant.

Faor dermatalogists-far
fraatment of palienls with
medarate 1o sovare alopic
denmmatitiz in whom the use of
alernative cenventional
therapy is advisable,

Gingival
Hypertraphy
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2022

247 Augusl,

Cafoperazong

Urinary infections, biliary
infaclions, respiralory infections,
infections of skin tissues,
meningitis, seoticasmia,
Fraudomanas, Salmonela typhi
& B lragilis infactions.

Coagulopsthy

256"
2022

& Zeptember,

Fircxicam

+ |ri tha realment of rhaumatodd
arthritiz, osteoarthritiz,
ankviosing spondyitis,
carvical spondylitiz and othar
miusculoskalelal disorder.

= Anti-inflammatony agent-
Indicated in the treatment of
rhaurmateid arthrilis,
ankylosing spondyiitis and
other musculoskatetal
disardars,

+ |ndicated in tha treatment of
musculoskslelal disordars.
acute gout. pain aftor
operative intervention
follawing aculs Fsuma and in
primary gysmenaihosa (12
vears age or alder)

Fixed Drug
Erugtian

17"
T Cictobar,
i el

Aol in

For treatmant of udnary ract
infections, upper respiratony-
fract infactions, hronchitis,
prewimania, olilis madia, denlal
abscess, ozteomyelitis, Lyimea
diseases in childran,
enfocardiiis prophylaxis, post-
splanaciarmy prophylaxs,
gynaecological infections,
gonarhoes, helicobacter pylori
eradicrtion entena fever.

Fixed Drug
Erugtion
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= Antibacteral- Indicated in Skin
the ealmanl of acule Hyperpigrrenlal
uncomplicated/comalicated | ion
chraniz, recurrernt urinary
lract infaclicns, including

i pycloncphrits, cysiitis,
8. Movemoer. Morfloxasin urethritis & gonococcal
o INreciians,

+ Wiide varaty of infectinns
caused by suscaplibla Gram
bye and Eram -ve organism
inciuding mixad infection in

poullng
25" Far the freatment of alopecia
9. Denembsar i neazicdil imala pattern baldnass in Fallicalitis
222 FrIEn ).

+ Fabrile Mauirapania in
cancer patients.

= For irvasive fungal infection

10 in patients who ane

rafractory o orinfolarant of

corventional amahotencin B

31" January | Amphotericin B | Nerapy.

2023 {Liposormal] « By RMP- for the treatment of
invasive fungal infection in
pelienls who are raffaclony
toor intolerant of
11. corventional amphotencin-B | Tachyeardia

Lt apay.
« |pdicaled Tor the raatmenl
of visceral leishmaniazsis

Hearing
disardars

Cephalosporing are beta-
lactarn antimicrohials used ta
12. . Cephalnsporing | manage a wida range of Purnura
20 infections from Gram-positive
February antd Gram-negative bactaria,
s

Irdieated in the raatment of
13. Amikacin serious infections due to Vision hlurrad
amikacin sansitiva organisms.
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14.

15,

6.

1v.

13,

29" March
2023

Melopralal

Far the freaiment af essaniial
hyperlansion in adulls,
functional heart disorders.
migraine praghyiaxis, cardiae
arrbylhrmias, prevention o
cardiac death ard reinfarction
after the acute phase of
myocardial infarction, stable
symptomabo CHE,

Hypenatraamia

Mehbivaolal

Far tha raatmenl ol essantial
hyperlension

Hyperkalaamia

Cimesarian

Lse a5 an Anb-hypersnsive

Puscla Spasm

Taste Dhisorder
Use for tha reatment of savare Visual
Sulfasalazine rheumatad arthritis, ulcerative | i "
colitis; Crohn's diseases, FRERITTRE
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Training Division

The PvPI, IPC has organised a total of 1793 training and trained 109571 stakeholders in the
arza of Pharmacovigilance. MNCC-PvPl has recognized twelve Regional Training centres
{RTCs) o impart fraining in pharmacevigilance and to cater the needs of PV fraineses and
adapting Good Pharmacovigilance Practices. The listis given below:

S N Regional Training Gentres States/UTs under purview Year of
s Recognition
‘ gll_lndla [msttute of Medical Madhya Pradesh and .
] ciences Chhattisgar 20145
Ehopal 4
ﬁ.ll_lndla Inatitute of Medical ifsrakbaid A i
2 Sriences ek 2016
Rishikazh '
- BJ Medical College Ciujaral, Rajasthan, Daman 2014
i Ahrmadabed & Diu
Instifute of Pasigraduate Madical Andaman Micohar, West
. Educaltion & Reseasnch Bengal, Jharkband, Bihar & 2011
Kuolkats Cidishia
; : Kamataka; Keralz, Tamil
o }I{?EUII"I_LEF“EEI Lotz Hosglal Madu, Fuducherry and 2011
¥ Lakshadwes
[ AHE 4 ipe=
r'-.L.-T*.ﬂrr. 5 Inslilule af Medical i By o
. Scolancas Toicriiig 2014
Hyderabacd g
Fost Graduate Institute of Medizal ﬂan": ;":I j‘ g?:ﬂz: Puriah
T Educalion and Research [(PGIMER) A A R _I : 2011
Chandigarh Hdry_:irl.-:. Chandigarh and
Cizlhi
Zeth _ES Medical Collega & KEM Mahzrashira, Goa, Dadia &
o Hozpital M eHa sl 2011
Mumbai gar H
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Assam, Arunachal Fradesh,
q Gavarnmant Medival College Muagaland, Manipur, SO0
: Guwahat Meghalava, Mizeram,
Tripura, Sikkim
Maulana Azad MadicallDantal Celhi & Adjoining areas
190, | College rhaziabad, Noids, 2021
MNew Delhi Faridabad, Gurugram)
y Macdras Medical Collages . _ e
11 s Tarnil Madu 2021
; : : :
13, ﬂ-.;négia Institute of Medical Sciences Herala 5091

Details of training programmes conducted during the index period:

1. Tralnings organized by the NCC-PvPI, IPC

a)
&
ch
d]

]
fl

Skill Development Programimea (SDF ) on Phamacovigilance of Medical Products.
Induction-curm-Training Programme for newly recruited PY Associates and nowly
appointed AMC Coordinators.

Interactive meetings conducted for MAH=.

Phammacovigilance traiming for Mational Accreditation Board for Heospitals &
Healthcare providers (NABH ] accredited hospitals.

Hand holding meestings-How to enter data in VigiFlow?

Zther important Trainings\Workshops.

2. Trainings organised by the RTCs & AMCs

a)
b}

Aclvanced Leval Trainings (ALT) Programmes
sonsitization and awarenass drives far reporting AEs.

3. Celebration of 2" Mational Pharmacovigilance Week 2022

4. e-Indian Technical and Economic Cooperation {(ITEC) Course an Intemational
Pharmacovigilance Tralnlhg Programime

5. Month wise distribution of total trainingsiworkshops organised in PvPl during
this tenure.
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1.(a) 3kl Development Programme (SDF) on Pharmacovigllance of Med|cal

Products

NCC-PyPl holds tha respansibilily 1o generale the skilled buman resource lor assuring
safe use of madicines in India, In order fo enhance pharmacovigilance skills of the
healthcare professionals, PyPl conductzd various rainings on phamacovigilanoce for
Healthcare Professionals, Industry Personnel, Consumers and ofher stakeholders.
PPl has daveloped practcal lools which serve as scienlific modals o dissaminale
informalion and solubions Lo probable drug-relatad problems. Thos, PPl has acguired

a prorminent platform ler suslainable PV practices amaong all healthcare stakeholders.

Spedalized PV
modules followred

Methods for

oollecting ICSEsS during training
S£33I0NE

Honing the
Developing a positive i Interaction with
reporting culture Skills of Pharmaceutical
& effectve industries to expand
communications Healthcare PY resource hase
Professionals

Data Causality assessment

management, analysis )
and feedback signal detection

Figure = 22 Trainimg Ohfecfive and Parspeciives

. PHARMACOVIGILANCE PROGRAMME OF INOLa.  E R



I Perfermance Report 20222027

Sinoa ils incaption in 2017, NCC-PvP| successiully conductad 24 Skill Daveloprognl
Programmes on Pharmacovigilance, focussad onunderslanding af the basic concagls
of PYW. The training programmea providas an opporlunily fr the paricipants Lo work in
Pharmacowigilances unils of the organisalions by Tollowing Sood Phanmacovigilanace
Praclices (GVP]} o ensurg ballar palienl safaly. This lraining programmea also
gncourages tham o bacoma antrapranaurs in Pharmacovigitancs, Duing the indsx
pariod, NCC-PvPl organized a tolal of 4 Skill Development Programmeas on
Pharmacovigifances of Meadical Products thraugh virtual mads inoshich a total of 546
participants wers trained.

5. No. Date Tikle Mo. of
Participants
Tralted
: 1" Ski ]
1. 1E*ATT June 2022 £1" 5kl Development 120
Programime
; Sl o 227 BEill Davelopmearil ;
2 12716 " Seplamber 2022 Brogramme 131
; Hoad Rl ew i 237 3kill Developrrsn] .
& 147187 November 2022 Erogramme 104
e 24" 3kill Developmant
4, 810" Febmiany 2023 Programme 129

1.(0) Induction=cum-Tralning Programme for nawly recrulted PY Assoclates and

newly appointed AMC Coordinators

Every year PvPlis extending its cutreach acrass sevaral states/UTs of India, henca new
tazk force in terms of recruited Pharmacovigilance Associates and appointed
Cooprdinators/Deputy Coordinators of newly inducted AMCs are trainad at NCC-PyP,
IFC through induction-cum-iraining programme, During the index penod, NCG-PyPl
prganized a lotal of S inducticn-curm-training programmes hrowgh virkeal mode inahich
atolal of 334 participants wena trained &5 mantionad helow:
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5, Mo, Date Mo. of Participants Trained
1 B'- 8" Agril 2022 g3
2 a0° May - 1" June 2022 33
3 18" - 20" October 2022 84
4. 12" - 14" Decamber 2022 50
A 27 Fabruary - 17 BMarch 2023 105

1.{c) Interactive meetings conducted for MAHs

MCC-PYPL. regularly conducts interactive sessions with MAH: to update them on the
collation, analysis and quality scoring procedurcs for individual IC25Rs, followed at
MCC-PvPl. as the completeness szcore of [CSRs is one of the main critera of
quantitatively assessing the guality of individual IZ5R for contribufing towards gotential
reqguiatory recommendations. Thug, the interactive meeting with MAHs serves the
pumpose of improving the overall quality of Pyl data submitied to VigiBase, Twelve
such interactive meetings were conducted through wirtual mede in which &7
paricipants were frainsd.

5. No. Date MAHs Mo. of
Representatives

19" April 2022 JB Chemicalz Prvate Limicd 3
2. 25" April 2082 Maciecds Pharmacautical Lid. G
R 24" May 2022 Mova Mordisk India (F] L. 3
4. Q" Juna 2022 Marck g
o a3 Juna 2028 Wipro GE Haalthcare Limiled 1
B, 14" July 2022 Mylan Laboratories Lirmiled 14
i 31" August 2022 MEM Labarataries Limilad 2
&, 20" Septemner 2022 | IPCA Laboratories Limited i
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0. 28" Decamber 2022 | Ers Life spiences Limitad 3
10 2" February 2023 Emcure Pharmaceuficals Limited F
1 T February 2073 1‘1}:'?;3 Drugs & Pharmaceuiicals q
12. 29" March 2023 Concord Biotecn Limited 12

1.[d} Pharmacovigilance training for National Accreditation Board for Hospitals &

Healthcare providers (NABH) accredited hospitals

With an ohjective of providing a platform for the NABH accredited hospitals and o
proadly comprehend the sysiem and procedurss involved in ADR reparding. PyFI
conducts a specialised Waorkshop-cum-raining programme on Pharmacovigilance for
officials of MABH Accredited Hospitals, These iraining sessions help in sensitizing the
healthoare professionals to monitoring and reparting AEMADRS, During the index
perod, BY HCPs inthe following workshops were trained;

5. No. Date Title Mo, of
Participants
Tralned

Worksop-cum-Training Fragramime
" - on Pharmacovigitance for MABH

1' Hir U allie Accredited Hospitals at Shekhar

Hospital, Luckrowe.

&7

1.0e) Hand holding meetings on “How fo enter data in YigiFlow"™?

WCC-FPvPL IPC has organised handholding meetings for the Coordinators, Deputy-
Coordinators, Junior Pharmacovigilance Associates virtually and demansirated the
entry of dmug safety data to in VigiFlow. Eight such hand holding meetings wene
conductedthrough virtual mode inwhich 172 pariciparts were trained.
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5. No Date Title Mo. of Participants
Trained
i b 237 May 2027 26
2. 28" June 2022 17
3. 27" July 2022 20

Handholding maating on 33
WigiFlow software for
newly recogrized AMOE

4. 7" September 2022

F A 1
A 29" Novemnbar 2022 enrollad under PePl b
& 13" January 2023 34
¥ 24" March 2023 24
5 | 29"March 2023 15

1.7} Other important Trainings™Workshops

Tho NCC-PePI, IPC has amganised a total of six trainings virtually and trained a total of
625 paticipanis inthearea of Phamacovigilance were as follows:

5, Mo Date Title Mo, of
Participanis
1. 21 Nedication Emor and its Impartance in S0

September 2022 | Phemacovigilance”

2. a1 Iraining cn "lmporlance and Shralagy 1o 21
Dctober 2022 invalve patientz divectly intc ADR
reparting and how to screen ADRS fram
patients’ records 7

i i b Training on “Intreduction o Moed DREA, 1149
hWovember 2022 | coding”

4. 1497 Iramning an “Expecladnass and Laballing 100
December 2022 | of Adverse Events”

5. 31 Training on "Marrative writing” of 122
January 2023 Irdividual Case Safely Report

G. 157 lranning an “Causalily assessmenls of 134
March 2023 ADRe"
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Regional Training Sentres of PPl acress the country organised a total of 02 Advanced
leval fraining programmes in Fharmacovigilance in which 2,114 healthcare
professionals including Coordinators. Deputy Coordinators and Pharmacovigilance
Associates of various AMCs were trained.

5. Mo. Date AMCs Title Mo, of
Participants
Trained
i RAMC Advanced Level Training
-T i
1 27" April 2022 Channgai in Pharmacovigilanca 108
Webinar on vaccing
£ 28" May 2022 | JS5, Mysaore | safety monitoring and 40
reseanzh
Advanced leval training
n MIMS proegram, Benefits Risk
3, ! . ! . B
M2l Hydersbad | Assessment on =3
Pharmacavigilancs
Advancaed laval lraining
Qrogram on
A = | Pharmacovigilanos
d, 237 July 2022 AIMS, Kochi "igilante- Haalth Care Gl
Prolsssionals and
Patients"
— X A ALT cum trainars
&i L rg;g';"m' gﬂg’ﬁa'l meaelinig for the state of 4
& ME and GG
s 13" - 13 BJMC, 'i-:'r-'_l.'li'rl.l;lr?qﬁ;g'-'al'lce level i
v = - I. Py 5 2 [l N) L _— i
Decembar 2022 | Ahmedabad Pharmacovigiiance
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Avareness and

- 8" December IPGMER, sensitization program on 153
g 2022 Holkata Rizk Benafit Assasamant &

& commumicalion in PW

Asvareness and

23" Dacamber EEM, sensitizalion program on
2022 P uimkaai Emarging Hemes in

pharmacavigilance

215

Adwvancad lava! taining
program an 382
Fharmacovigilanocs

PGIMER,

AL T v
g 207 March 2023 Chandigarh

2.(b) Sensitization and awareness drives for reporting AEs.

Tha AMCs of PvPl across the country arganisad a tolal of 1131 sanzitzation and
awaranass programmes in which S0688 healthcare professionals wara rained during
this tanura, the delails are summarized balow:

5. No. AMCs Total No. of Total No. of
Trainings Participants
arganised trained

1 GMERSMCGH, Gandhinagar 45 1878
il &inE, Kochi a2 1484
3 KEMSE, Calimbatore 27 11497
4, KEM, Mumbai 23 568
A AlME, Rishikesh 23 S0
A, KNG, Kurnaal 23 QG
£ JLMME. Ajmer 22 BOG
&, GG, Suniur 20 15848
4, POUMC, Rajkaol 20 225

Y PHARMACOVIGILANCE PROGRAMME OF iNDla ST
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10, [ GMGC, Mirgj 19 935
1. | MNEIGRIHMS, Shillong 15 533
12, | VMCHRI, Madurai 158 1753
153. | AliME, Bhaopal 17 1058
14. [ JMMCRL Thnssur 17 S00
14. JMRAC, Aligarh 17 GERE
6. FAGIN S, Wardha 1T am
17. JMMC, Wardha 16 Ton
15. MIMES, Hyderabead 16 Fifd
19 AlIMS, Bathinda 15 S03
20. | HMCH, Bhubaneswar 1a 243
21 | KIME, Nalgonda 15 302
22, | MMC. Chennai 15 852
23 | 8GEE5TY, Gurugram 15 KT
24, | SMCH. Silchar 15 317
25, GEMC, Chenna 14 =12 R
28, PEGIMSE, Coimbatare 14 113
27. SVINE, Tinpeati 14 T
25. SWRIC, Tirupat 14 aGn
29 J5S, Mysore 13 1018
30. | PGIMER, Chandigarh 13 2357
31, | RME. Ahmednagar 13 222

PHARMACOVIGILANCE PROGRAMME OF INDLA
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320 | WPCEL Meer Delbi 13 204
33 | NDRICME. Meaw Deli 12 G2
34. GRAC, Baramulla 11 LR 15
6. | GMCH, Magpur 11 485
J6. IMEBHL. Maranasi 11 1241
ar. rRCHRIL Kanchipuram 11 T
35, | GMJINA, Madia 10 n
212 CME, Vellors 1a 418
40 JMIME, Imphal 10 153
41. | KAMSRC. Hyderabad 10 470
42, | LTMMCEH, Mumbai 1a 112
43 | OMC, Hyderabac 10 2
44 | RCSSHL, Silvr 1a 128
45, | RGKEMC, Kolkata 1a Bl
45, | SMC, Mecnt 1a 512
47 | SMCGH, Kurnaol 1a 205
45, | GTOME, Alappuzha o 134
44, | AJIMS, Mangalora 4 2564
0. | BIME, Ahmadabesd 4 08
51, | DY EPGM, Sirmmur 4 gelid:
2. | EBICMEH, Hyderabad 4 20
P HGH, Visakhapatnam 4 241
4. | RMC. Kakinada 9 281

PHARMACOVIGILANCE PROGRAMME OF INDIA
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25, [ SRME. Chennai g9 231
o5, | YMC, Mangalone 4 445
AT GRIC, Kochikoda i a0l
A, CRMOEH, Durg T 175
ha. ESICMOH, Fandabad T 337
gd. | GMG, Amritsar 7 292
g1 GMC, Trivancnm ¥ 225
G2, PAGPARME, Indore i 268
SR AFME, Puna G 133
G BMCREIL Bangalare i Fis
g§5. | GMC, Thrissur g 175
sl SalME, Indora ] A0
ar. CIFS, Guniur 2] 18960
13 GRIC, Bhopal il 117
9. | GMC, Palaxkad 5 4z
0. | GMC, Secunderabad 5 124
.| GG, Srinagar 5 &1
T2 GRERS, Ahmadabad 5 137
T3 GMERESME, ahmedabad 0 136
74, | JIPMER, Puduchery o i
75. | Dr BVPRMC: Loni 4 38
TH. DY PLISN, Mawi Mumbai 1 14H
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77, | FH. Maehali 4 &1
78, | IGMCRL Puducherny 4 b
9. [ ILBS. New Delhi 4 213
80. | IPGMER, Kolkata 4 B8
51, | KGKMC, Kanvakumar 4 72
82 | KH, Tiruchirappalli 4 42
B3, | MMMCH, Solan 4 10
4. FOGEME, Ljjein 4 1m
15, FRALINS. Luckrow 4 (129
Hi. TRME-BEC, Moradabad 4 240
47. TRIHME, Maharlagun 1 24
B&. Al E, Raipur 3 442
89, | APQLLO, Maw Dalhi 3 143
a0, BCMOH, Thinovallz 3 a05
91. | GMGC, Nilgin 3 a7
92. IGIMS, Patna 3 93
93. | PJNMC, Raipur 3 127
4. | SKIMS, Soura 3 45
95, | THKG, BMumbai 3 85
a5, | TSRMMCHRC, Trichy 3 121
a9r. | VIME. Bangloure 3 By
95, | ACP Malappguram 2 G
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99, | &lMES, Goerakbpur 2 23
100, | AIME, Mangalzagin 2 25
101, | AlIMS, Nagpus 2 &4
102 | AlME, Palna 2 a7

103 | BGSGIMEG, Bengaluru 2 113
104, | BLKMH, Mew Dathi 2 21

105, | DRGMOH, Hamirpur 2 aa
106, | ESICME. Bengaluru 2 100
107, GESMOH, Faridiat 2 45
108, | GRIC, Haldwani 2 e
109, | GEGC. Gorakhapur 2 ok
1L JRC, Jorhat 2 Bb
171. JHRMCH, AR, Haldean) 2 ¥
112 | JPH. Bhopal 2 a1t
103 KCGMC, Kamal 2 L
114, | KKMC, Mangaluru 2 GO
1158, | KKC, Manipal 2 1B
116, | MAMC, Naw Dalhi 2 115
17 F. FAAMSE, Hyderabad 2 a0V
118, | MHL, Surugram 2 TH
118 | MLEME. dhans 2 188
1200 | MRS, Mullans 2 Eif
121 RIMS, Imphal 2 85

PHARMACOVIGILANCE PROGRAMME OF INDLa.



I Perormance Report 2022-2023

122, | SGPGIMS. Lucknow 2 45
123. | SGRRI, Dehradun 2 163
124, | SLBRSGMC, Mandi 2 162
125. | SMC, Ghaziabad 2 407
126, | SMIMS, Erpakulam 2 150
127. | 5PRIC, Bikanar 2 118
128, | SRTRME, Bead s iRy
1249, | ST, Kalkala 2 G
130, | SVCF. Chillear d 40
131. SVCP, Hyderabad 2 1t
132 | VMET, Yadapalan 2 al
133. | BRDMGC, Gorakhpur 2 o5
134. | BJGMC, Pune 1 13
135, | AllME, Deoghar 1 20
1.36. Al E, Jedhpur 1 &
137, SIS, Thrssur 1 Fi

134 AMIEH-Kolkata 1 a7
139, | ASMCSNMHETES, Firosabad 1 BE
140. | BMC, Hyderabad 1 B0
141, | CMECH, Ludhiana 1 40
142, 0% FME. Funa 1 123
143, DY EPGEME, Mahan 1 108
144, | FF-Maya Raipur (Kalinga University] 1 T
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144, | GRME, Guwealior 1 13
1486, TR, Thiruysnin 1 13
147, | GTMC. Thoothukudi 1 TE
148, | HIMSR. Maw Delni, 1 18
149, | KIMS. Banashankarl 1 el
120, | KIMSE, Bhubaneswar 1 105
141 KLECP, Hubball 1 ol
152, | KMIC, Kanyakumian 1 A
153, | MGMCH, Mew Murmbai 1 20
154, PAGMMCRE Pondicharmy 1 1145
185, | MKCG, Darhampur 1 164
156, | MMG. Madurai 1 233
157, | MMERI, Mysore 1 122
158, | NME&RIESWYEBCH, Silvassa 1 a
159, [ NEMOE, Kolkata 1 4

160, | PMCSEH, Anand 1 17
161. | PSIMS&RF, Krishna 1 150
162, | SIMES, Shimaga 1 20
163, | SIMERH. Kamataka 1 74
164, | SRIPS, Coimbatore 1 a0
164, | SEMME, Kattankulather 1 20
166, | SVICCEAR-Tinpati 1 173
167, | SVMCHRELC, Puducharry 1 158
168. | V35MC, Burla 1 r
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3. Celebration of 2 National Phanmacovigilance Week 2022

Tha Mational Coordination Centre (NCC-Pharmacovigilance Prrogrammse of India [PyP1,
Indian Pharmacopoeia Commission {(IPC) has celebrated 2™ National Pharmacovigilance
Frogramme {MPW) from 17 -25° Septamber 2022 across tha country through hybrid
mode. The theme of this NPW 2022 was to "Encourage the reporting of ADREs to PyP| by
the congumers”. The approval for celebration of Maticnal Pharmacovigilance Week acroes
the country was acoorded by Governing Body of Indian Pharmacopoeia Commission. The
Mational Pharmacovigilance Week will be celebrated every vearon this davwhich willgoa
fong way inreaching common masses about the importance of reporting Adverse Drug
Reacticn. The major focus of Mational Pharmacovigilance week celebrations is to focus
on PY activities aimed at creating awareness amongst the public, healthcare
professionals, pharmaceutical Industries ancd healkthcare authorities about the reparting of
adverze drug reactions and encourage carrying out the activities related to
Fharmzcovigilance to the general publbic during the MNaticnal Pharmacowgiiance Week.
The Pharmacovigilance YWeek Celebration is about recognizing the role of healthcare
professionals ke Physicians, Murses, Pharmacists, students. Academicians in reporting
adverse drug reactions. The Fharmacovigilance Week celebraticn canbe ideal platform to
nonour our fellow neslihcars professicnals who are an integral part of the healthcare
system and drug safety.

During the 27 NPW 2DEZ. NCC-PuPl has organized & walkathen in Ghaziabad on
Eeptemher 20, 2022 ta create awareness aboul the reporting of adversa avents with the
use of medicines and also distributed the pamphlets & resources matenals prepared in
Hindr and Enghish fa the public, hospitals and chemists, The major activiies orgamnzed by
NCC-PyPl duning this waak were as fol lows;

L driupdran on of £ W-w 1032

B Pef'] S oys octs
o a0 ] Tancs Expedistom fronn 2n 62
= feportng cf AEs - Conou e HE0 Percpectvs
» Reprortng <1 Ee - 4 1-mimsts Recgpective

L Fpiona! Fhamiaoc phaos Walarhar

B, ROC-PePL Tram visked hoplals b Ded=HACA e
EIRATTH) Memararr AT R T E canoating i TR wkh
Hue ima it rrsicnes

i Qi o Phoemnsecs pRange

T It ot Ve e o U 0 o of WiE Fiea 8
Wl LyEe - Snmying qua by o J05Rs and S2nal
setedior” or BEN0 Courivies a0 Bx bepons

I Wiy DTy -
+ =acel rierowdn i TTnrnursola s A0 s norbing

=qtEnh”

v AppEnrviarenrs ok s ok Dok, Peeder danmans

Fliusra - 23, 77 National Phammacorigianca Wask 2022 wzen Limgedia iy
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During the MNational Pharmacovigilance Week PvPl organised a tatal of 828
fraining'awarcness-cum-schitization programmes including CME/CPE in which 54 280
Healthcare Professionals and other stakeholders were trained on PY.

Detalls of Sensitization raining pregrammes conducied at AMCs/Non-AMCs curing the
2TMPW 2022 are summarized below;

5. No. Date Training Programmes AMCs Mo, of
Participants

1. TF-U8-2022 | Awaranass and Sensilizalbion AlIRS, S
FProgramime o Mangalagin
Pharmanovigilance and ADR
reapacarting

2, 17-08-2022 | Sensitization iraining on AlME, E3ES
Inbroduclion Lo Haipur
Fharmacovigilance

3 17-08-2022 | 2ensitization and training on EhAC, a1
reporting ADR Baramulla

4, 17-03-2022 | Sensitization programme on JLMMC, 12
FuPl Update:s Ajrmer

3. 17-03-2022 | Awareness programme on VLR, 100
ADE reporfing o consumsrs Hydarabad

B, 17-02-2022 | Zensitization program on PPl | GMERSMCGH, 150

Gandhinsgar

V. 17-013-2022 | Sensitization programme JIPKER, 30
lewards 0K Haparting Karaikal

B3 17-02-2022 | Hands on training on AR PJIMGRME, 40
Form filling with case Chamba
SCEMANGS

3, 17-08-2022 | Crientation on PyPI for faculty MRS, 15
and posigraduate students Wardhm

1. 1T7-0E-2022 | Sensilization raining on MH, Al
Understanding of ADEs To Rajpura
FPatients

PHARMACOVIGILANCE PROGRAMME OF INDLA
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11 17-09-2022 | Lacture an reparting of ADR=, THMME, 7o
Madical salely Murribai

12. 17092022 | Sensitization programeme n AlRAS. o
patient safety for HCPs Bhaopal

14, 1F-09-2022 | Sansitization on baw raporling Allrds, 1443
is the Discipling in Bhapal
pharmacovigilances

14. TF08-2022 | Awaraness and sensilizalion LM, Fi
on reporting ADR Ahmeadabad

14. 17-09-2022 | Bansilization and awarsresss DE] 1) L 180
prograrima an “Overview of Pali
FwPI & Filling ADR. Form

16 17-09-2022 | Senstization of nursing GRMERMC, 130
studanis on PyPl and ADRE Salemn
respariing

17. 17-09-2022 | Fublic awareness programime GRS, 104
on Pharmacavigilance Chennal

18, 17-09-2022 | Sanzitization tralning on o MAIMSE, &0
emphasiz on the importance of | Chengalpatiu
ADR reporing by patierts and
Fhysicians

149 17-09-2022 | Fatient sensitization RVMIMS, 15
prograrmmes for gatiants on Siddipet
Fharmacovigilance

20. 17-09-2022 | Sensitization training an CME Al 153
on phamacovigilance: & step Paina
Lowvards palienl salsly

21. 17-09-2022 | Community AllraE, &0
Ewaranasssensilization in 1IPE Jdadbipun
and QPD

22, 17092022 | Awarcness program on ADE CHREI, B
reporiing Cengalpathy

Y  PHARMACOVIGILANCE PROGRAMME OF NDIA TP
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25 17-09-2022 | Talk on Pharmacovigilancs CHRI, 2500
and rmadicalion salaly Cangalpally

24, 1V-09-2027 | Sensitization training on ETRC, [
Chigniation cum workshop Thoothukdi
frairirg

23 17-09-202Z | Encouraging reparting of ADRs IGINS, 200
oy natient - Self reparting Fatra

26, TY-09-2022 | Sensitization training on tha IRMEBHLU, il
nasic of PvPl, casualty Yaranasi
assessment filing of ADR

27 1V-09-2022 | Sensitization on Imporance of KFMSE, a7
ADR reporting at Got, Coimbatores
Headguarlars Haospilal Poliachi

28 TE-00-2022 | Ondine wsabinar far Indian HKEMER, J8
Pharmacautical Aszaciation, Coimbaton:
Tamil Madu Branch

28, TE-00-2022 | Ondine weabinar lor sn HEMSH, &0
aclichunchangiri collego of Coimbatons
aharmacy, Encouraging ADRE
reparting in patients

a0 IV-09-2027 | Pharmacovigilance swarensss AR, 7o
O] TRIMITS faiapauram

at. I 7=-00-2022 | Sensitization programme on KM, 28
Fharmacovigilance, FeFl Kumool
AEFI

32. 17092022 | Sensitization programme on PSS, 135
Priarmacovigilance. PyPL Hycleralbad
AEFI

3. TV-08-2022 | Sansitization of consumears FGEMERL, A5
and pharmacis! regarding Fondicherry
Pharmacovigilance and ADR
reparting

A4 TV-08-2022 | Awareness and senzsilizalian Mk 3, &0
DFOJTEMME on Hyderabad
Pharmacovigilance

B0 FPHARMACOVIGILANCE PROGRAMME OF INDLA |
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a5, 17-08-20272 | Sensitzation of consurmer BN, 20
ragarding Fharmacovigilancs Ahmedabad
and ADR monitcring

36, 17-00-2022 | Pharmacovigilance swarensss THRC, 15
lacture far madical intem ffurmbai

37, 17-08-2022 | Pharmacovigilance awaranoss THRC, s
lecture for madical intem rdum aai

38, 1F-08-2022 | Pharmacovigilance SREMMMC 30
sensitization and awareness Kattankulathur
Rragramme

39 17-002022 | Impotance of SWMC, T2
Pharmacovigilance in patient Tirapati
safety

40 17-08-2022 | Sensitization programme on M, 23
PharmacovigilsEnoes Meenat

41. 17-08-2022 | Encourading reporting of ADRs SGREL 184
by patient - Self reporting Dehradun

42 17-0E-2022 | Training an imporlanca ol EEM, 24
FPharmacovigilance fAumoai

43 17-08-2022 | Sensitization and swarenass SRR B2
FIFOCrATIME &N Chanbasd.
FPharmacovigilanoe

44, 17-082022 | Onling Saminar on FGIMER 78
Encouraging Fatients for ADR Chandigarh
Heparlirg

45, 1T-0B-2022 | Awarenass curm baining for AGME. B
phamacovigilance and ADR Agariala
reporting

46 I7-09-2022 | Awareness programme an GIMS, Gadag !
AR reparting by consumears

47, 17-08-2022 | Sensitization an benetits of SEGESTL, Fid
ADF raparting SUrugram

I PHARMACOVIGILANCE PROGRAMME OF INDla G
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a8, 17-09-2022 | ADR reporing by the MURECCR, 41
Haallhears wirkas #ozihikade
49, | 17-08-2022 | Sensitization an awarenass an KM, 20
Fharmacovigilance repoarting Mangalurg
ol Adversa drug reaclion and
measure to reduce their
incidence
&0, TF-0-2022 | Warkshop and awarensgss ERIC, o0
EIOGramimse an Hakinada
Fharmacovigilance
&1 T7-09-2022 | Awaraness regarring madical ERIPS; A0
salely Warangal
52 17-09-2022 | Awareness orogramme on AlRS 140
sale usa of drugs and Garakbpur
reporiing on ADREs
R 1F-9-2022 | Senzitizalion and awaransss BREOMC, 15
at Sardar Patal pharmacy Garakhpur
collage, Gorakhpur
&4, 17-09-2022 | Awaraness orogramme on DRCH, 112
ADR reporting Ludhiangz
Bty 17-N9-2122 | Sensitization an awarsness an RRL IS, 71
FPharmacovigitanca & A0 Lucknow
Reporing
G, 17-09-2022 | 1. Awaraneass of adverss drug CIPS, 180
reaclions amang health Eunilur
care professionals and
Fatfients
2. la Make an Alerl regarding
LaSh,
3. Strict Verifization for any
medication order
a7, | 17-08-2022 | Sensitization an awarenass an | GIMS, Gadag =
ADRE RHaporling

BN FPHARMACOVIGILANCE PROGRAMME OF INDLA |
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BH. 17-08-2022 | SBenszilization and awararess HCGEKOCC, 41
o AL mporting by he Raoalkala
healthcare workers

29 17-09-2022 | Awarsness programme cum TrCERAM, ad
training on ADE reporting AGARTALA

B, 17092022 | Senzsitization and awarensss EMEC, 100
[rogramme an Kakinara
Fharmacovigilanos

E1. 17-09-202Z2 | Warkshop and awarenass MG, a3
PG rAMmme on SRINAGAR
Fharmacovigilanca

B2, 17-09-2022 | Public awarenass by doing DCOSIMER, 200
slraat play, talks by seniors, Famanagar
irteractions with patients

B3, 17-09:2022 | Pharmacovigilanoce an EhC, 150
ovarview of FyPl, A0RE Form Fali
Fillirig

B, 17:09-2022 | Sensitization programme on ShAC, &3
pharmacavigilance & ADR Thrissur
Reporing

B 17-09-2022 | Zensitization programme on GMERSMC, it
pharmacavigilanca & ADR Ahrmedrbad
Reporiing

BE. 17-09-202Z2 | Scope of Phamacovigilance AP, &0
Frofession Bengaluru

B TT-08-2022 | NEW Inauguralicn ard GG, 200
Sensitization programme <n Sicidipet
pharmacavigilance & ADR
Reporing

B2, T7-09-2022 | Sensitization programme on JHRC, 120
pharmacavigilance & ADR Alinarh
Reporing

B 17-09-2022 | Sensilization programme on I, fil
pharmacavigilanca & ADE Aligarh

Feporing
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Fi 17-08-2022 | Sensitization and swarenass CRALI MR, a0
EragrameTe o Madia
Fharmnacovigilance

71 17-08-2022 | Encouraging reporiing of ALDR CRCH, 20
by patients Ludhiana

T2, | 17082022 | Awareness in paramedical SDCH. 30
staff on Pharmacovigilance Luckrow

e 17-08-2022 | Talk on Pharmaoovigilance & GRCH, 240
hedication Salaty Guwahal

T4, | 17082022 | Sensitzation and awarsnogss GRAC 20
on How to repart ADRE? Pudukkottai

7o | 17-08-2022 | Sersitization and awarenass BEMCH 74
FrOGramrme on Ealanir
Phammacovigiance among
Officer-in-charge Mursing
Oifficer and Phamacist

g, | 17-08-2022 | Sersitization and awareness CRC, 23
Rrogramme on Hyderabad
FPhamnanovigilanoce and Tools
for ADR reporing

PP | 17-08-2022 | Sersitization and awargnass SUCE 1ab
Eragramime on Hyderabad
FPhamacovigilance

TH. 17-0B-2042 | Sensilization regarding ST A0l
Consumer ADR Reporting and Kolkata
Materiovigilance at Fortis
Heospital Musundapur

8 | 17-08-2022 | Phamnacovigilance RIMS, 20
Sensitization an PV and Imahal
diglribution of pamphlet

80, | AF-08-2022 | Phamacovighances Rk, F0
Sensitization on PV and Imahal
distribution of pamphlet at
Radialherapy ward, Paedialic
ward Surgery Ward et

PHARMACOVIGILANCE PROGRAMME OF INDLA
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81 18-09-2022 | Awarsness proqrammes on AlIE, 12
pharmacisl and charmisl Falra
regarding ADR Reporting

H20 | 18-09-2022 | Onenlation of lacully and PAGIMAS, 12
pastgraduate students an Wardha
Fharmacovigilance

53 18-09-2022 | Awareness falks sbout ADR MH, 100
rexpaarting Rajpura

B4 18-209-2022 | Community level sensitization EhA R, Gl
PIogramme an Salem
Fharmacovigilancs

Eal] 18-09-2022 | Pharmacovigilance awareness ACH 150
FITCH FEITima MMelappuram

a5 18-09-2022 | Sensitizatian an awarsness an FMC, 20
Fharmacovigilancs reparting Marngaldra
of Adverse drug reaction and
measure 10 reduce their
incidence

87 | 18092022 | ADR reporling awarcngess SRCEH, Go
programme 1o patients at Kurmool
clinics

HE, TED2-Z022 | AwBrEness prodreEmems cum LPLUME, 230
sensitizalon programme Sailal. Etawah
regarding ADR reparting

89, | 1E-09-2022 | Sensilizalian programrrme EME. GO
pharmacaovigilance & ADR Srikakulam
Feponing

a0 18-09-2022 | Sensitizalion and awareness BEROHAC 12
ta Ganeral public abaul Gorekhpur
reporting ADRs

a1. 193-08-2022 | Communily level sawarenass AN, A00
programms on PY rd anggal agiri

92, | 19-09-2022 | Sensitizalion and awareness AlIRS BY
proagrarrama ar PY End A0 Magpur

reporting
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23, 18-08-2023 | Zenstization training on R, 20
"Pharmacovigilanoe- Charirizi
Imnperance of ADR reporting
for HZFs

a4 18-05-2022 | Consumer awareness program Al E, 25
conducied at CTvs ward Rishikesh

95, 18-08-2022 | Community level sensitization AllS, 132
threugh patient zafety and Fatna
ADR reporting

S5 15082022 | Sanstization training on AlIRAS, 103
Infraduction fo Faipur
Frharmacavigilance

7. TH-08-2023 | Sansilization Lraining on MMad 1 {8 1
Saficty Introduction PyP Trivandnirn

. 1E0E-2022 | Sansilization abaul ADR GTOMC, 20
Repoting Alappuzha

99 12-09-2022 | Sensitization training an rale of JLRBAC, 15
COnsumer repasting in Ajrer
pharmacovigilanoce

glalek 180820023 | Sansitization training on JLMBAC, 14
Prarmacavigilance methods Ajrner

107, 18-08-2022 | S=nsitization training on JLMBACT, 12
Causalily assessmenl scale Bjrmer

102, | 18082022 | Sansitization training on JEMC, 24
CONSUMET aWareness Ajrner
Orogrammes

105, | 18082022 | Sansilization lraining on KKMC, L
Pharmacavigilance awarensss Manipal
Qregramme

104, | 15-08-2022 | Sonsitization programime in RIkS, 0
FIMZ IFD /OFPD amongst Ranchi
Healthoare Professional
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T0E, | 19-08-2022 | Sensilization fraining on SGMCTRE, 411
Phamrnacovigilance awaraness Frivandrum
Programime

T0E, 19-18-Z20122 | Awarenass programime on SWCR, 20
AR reparling la cansumesrs Hyderanad

107, | 19-09-2022 | Sensilization programme o GMERSMCGH. 240
P Gandhinagar

108, | 19-089-2022 | Sensilizalion an reporling ADR GMC, 140

Miraj

108, | 19-08-2022 | Sensifization programme for JIPMER, gl
AR Heparling Harakal

T | 19-08-2022 | Sensilization programme FINGMC, 15
towsards ADR Reparting at Chamba
Viardha Fural Hospital

111, | 18-08-2022 | Orientation af faculy and RGNS, Wardha &l
postgraduate students on
Phammacovigilance

T2, | 19-08-2022 | Sensifization fraining on MNH, Rajpura 140
Sevarily ol 80Es in Inpalienls

113, | 19-08-2022 | Sensifization training on Bagic RGKMC, 180
knowledges an Kolkata
FPhammaovigilance

114, | 19-08-2022 | Sensilization training on ZMEH, Silchar 1435
Introduction on
Phamanovigilanne

5. | 19-08-2022 | Sensitization and awarcnass JMMCRL 1a0
programme on ADR Reporting Thrissur
in phammaoovigilances

6. | 19-08-20122 | Sensifization and awarensss SOEME, Uijain 40
pragramme regarding AR
reporting

TF. | 19-08-2022 | Awarenass and sansilization FLOGEME, Ujjain &l
programime on reporting ADEs
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118, | 18-0%-2022 | ADR reparting awaraness for GhL, 110

rmedical studantbs Felanjen
Kalappuram

118, | 19-08-2022 | Sansibzation Laining on SRMMC, 25
Encauraging ADR. repering by | Kattankulathur
patient awareness

120, | 19-08-2022 | Sensitization and awareness AFME, Funs 2
proagramme on PvFl

121, | 18-08-2022 | Sensitization of 27 year MBES | GMEMC, Salem 100
sludents on PvFl and ADFR
reparting

1220 | 18-08-20E2 | Sansilization training on "Ta hAAIMSH, 1Ak
cmiphasis onthe importance of | Changalpattu
ADR reporting by patients and
Phy=icians”

123 | 18-08-2022 | Sensitization training on *To MAIMSE, ¥
emphasis on the importance of | Chengalpatty
ADR reparting by palisgnis and
Physiciang”

124, | 18-08-2022 | Patient sensitization FWRIRE S, 15
programme patients on Siddipet
Fharmacaovigilance

1250 | 18-08-2022 | Awarcness programme as well AJIMS, 400
as encouragemsant o report Mangalors
mora A0Rs

126, | 18-08-2022 | Awareness programme far AlirE. Bilaspur 112
patients on Pharmacovigilancs

127, | 18-08-2022 | Ta sansitize all stakehalders PR, Mashik 187
aboul AOR raporting

128, | 18-02-2022 | Pharmacovigilance ESICMC, 207
zensitization and awareness Bengalury
CINHIFAE TS

129, | 19-08-2022 | Sensitization cum awarensss GMERSMOEH, a0
programme for patients Gandhinagar
attending JFD of GMER
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pharmacovigilance

130, | 18-09-2022 | Community level awarensass ICGIME, 300
cuim sansilization programres Falna

121, | 19209-202Z | Senzitization training on "The IMSEHL, 183
basic of PYPIL, casualty Waranasi
azsessrment tiling of ADR"

132, | 1909-2022 | Onling sensilization an PyPl APOLLO, 120
sigral detaction M Dl

133, | 18-09-2022 | Principle of pharmacavigilance 4 1 e A5
and ADR reporting toal Warangal

134 | 1809-2022 | Online webinar for J33 coliaga KFRSR, 495
of pharmacy, Ooty, Coimbatore
Encouraging ADR reporting in
patients

T8 | 189-2022 | Fharmacovigilancs awarsnsss ACF, Al
FroOgramme WMalappuram

136, 19-09-2022 | Zanstization programme on BN, 30
pharmacavigilance, PePL Fournaal
AEFI

147, | 19-09-2022 | Sansilizalion program on o411y [ 1E0
pharmacaovigilanes, PyPL Kurnoal
MEF

138, | 18-09-2022 | Bensitization pragram on 4 [ 158
pharmacovigilance, PyP| Four oot
AEFi

TR | 18092022 | Communily level awarensss MARNS, 102
cum sansitization programme Hydarabad

140, | 19-09-2027 | Sensitization of consumers MGG RI 10
and pharmacist regarding FPandichearmy
pharmacovigilance and A0R
meporting

141, | 19-09-2022 | Awareness and sensitization KMCRL 17
BT FATITIES On Mysare
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142, | 18-08-2022 | Awareness and sansitization MRS, B
[ragraimrne o Hyderabad
Pharmacovigilance

143, | 18-06-2023 | Phamacovigilance - the key o REWVRRWIF, 138
pramole paliant safely Hyderabead

144, | 18-08-2022 | Scenlilic sassion on role ol REEVEEWCE, 141
heakhcare professional in Hyderakbad
pharmacovigilanoe

145, | 18-D8-2022 | Encouraging reaarting of VR, 3z
ADREs by patient - Self Mew Delhi
raporting

46, | 19-08-2022 | Public awarsness campaign at THMC, 15
community centre turmbas

147, | 18-02-2022 | Phamacovigilance FRMMC, 40
sansitization and awareness Hattankulathur
pFCCIra mirme

148, | 18-08-2022 | Pharmnacovigilance manitaring SVMC, Ao
and reperting of ADREs in Tirupati
Indian Scenaria

149, | 18-08-2022 | Sensilizalion grogramimea on ShC, Meenil 45
Pharnacovigilance

180, | 18-08-2022 | Encauraging raparling al SJrACH. Puri o4
ADRz by patient - 2elf
reporting

181, | 18-08-20272 | Sensitization and swarenass S5IME, Bhilai A
pragram al the phammacisl

182, | 18-08-2022 | awareness and sansilization SGHERLL 154
PrAGEAMIME &N Dahradun
Pharmnacovigilance

183, | 149-08-2022 | Training aboul impostance ol KENMN. Mumbai 2
Pharnacovigilance

1R4. | 18-08-2022 | Onling Saminar an FPGIMER, £
“Encouraging Patenis for ADR Chandigarh
Feparting at Khalza College of
Fhamacy”
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155 18-08-2022 | Cnline Seminar on FGEIMER, 4.3
*Encouraging palienls lor ADR Chandigarh
reporing at S0 Gumn Ram Das
Lniversity of Health Sciences”

156, | 19-08-Z022 | Seminar on "Encouraging FGIMER. 4
patients for ADR reporting at Chandigarh
Shaalini Lniversity”

16T, | 18-08-2032 | Sensitization programme on PGSR, an
Pharnmacovigilanca Caimbalone

158, | 19-09-2022 | Awareness cum fraining for AGRC, Agartals a6
pharmacovigilancs and A0R
reporing

129, | 18-08-2022 | Training cum sensitzation AGKMC, Agartala 45
reqgarding PV and related
ezsantial matbars

180, | 18082022 | ADR reporting and SRS, Magpur B7
Fhamacovigitancs
Prograrmme ol Indiz

1681, [ 18-08-2022 | Encouraging reporing of ADR CAMCH, 20
by patients Ludhiana

162, | 18-03-2022 | Nurses training an ADR and EFCMIRC, L
Pha rrmasoigila noes Bangalkore

183, | 19-08-2022 | Sensitization an awarenass an | GBCMEREMSH 40
Rale of pharmacovigilance in , Dehradun
improving patient safaty

184, | 19-08-2022 | Communily level gansitization | GECMEEKBMEH 150
regarding ADR and reporting . Dehradun

185, | 18-08-2022 | Encouraging reporiing of A0DR SGEEETU, 200
by patent's sensitizalion SUrugram

16, | 18-08-20F2 | Encouraging reporting of ADR GGRC, an

Dindigul
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