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ABBREVIATIONS

ADR : Adverse Drug Reaction

AE : Adverse Event

AEFI : Adverse Event Following Immunization

Al : Active Ingredient

AlIMS : All India Institute of Medical Sciences
AMC : Adverse Drug Reaction Monitoring Centre
ATC : Anatomical Therapeutic Chemical

CDSCO : Central Drugs Standard Control Organization
CME : Continuing Medical Education

CTP : Core Training Panel

Gol : Government of India

GvP : Good Pharmacovigilance Practce

HCP : Healthcare Profesonal

HCQ : Hydroxychloroquine

ICSR : Individual Case Safety Report

IC : InformationComponent

IPC : Indian Pharmacopoeia Commission

MAH : Marketing Authorization Holder

MDAE : Medical Device Adverse Event

MDMC : Medical Device Adverse Evemonitoring Centre
MedDRA : Medical Dictionary for Regulatory Activities
MoHFW : Ministry of Health and Family Welfare
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MvPI

NABH

NACP

NCC

NFI

NTEP

NVBDCP

PHP

PIL

PT

PV

PvPI

RTC

SDRIFE

SEARN

SOC

SOP

SRP

uIP

uT

WHO

UuMC

Materiovigilance Programme of India

National Accreditation Board for Hospitadsid Healthcare Providers
National AIDS Control Programme

National Coordination Centre

National Formulary of India

National Tuberculosis Elimination Programme
National Vector Borne Disease Control Piamgme
Public Health Programme
Prescribingnformation Leaflet

Preferred Term

Pharmacovigilance

Pharmacovigilance Programme of India
Regional Training Centre

Symmetrical DrueRelatedintertriginous and Flexural Exanthema
South East Asia Regulatory Network

System Organ Class

Standard Operating Procedure

Signal Review Panel

Universal Immunization Programme

Union Teritory

World Health Organisation

Uppsala Monitoring Centre
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Message from the Desk of Secretacym-Scientific Director

Dear Readers,

| take this opportunity to present the Performance Report of
Pharmacovigilance Pgoamme of India (PvPIl) for thenkncial Year
202021. The mission of PvPI is to safeguard the health of Indian
population by ensuring that the benefits of use of medicine outweigh
the risks associated with its use.

PvPI has undergone vast expansion tactethe common masses in
the country through a network of Adverse Drug Reaction Monitoring
Centres (AMCs). Theumbers of AMCs under PvPI across the country
have been increased from 311 to 34@he National Coordination
Centre (NCC) for PvPI has issued Dfg Safety Alerts and
recommendations of the Signal Review Panel sent to Central Drugs
Standard Control Organization for appropriate regulatory action.

The development of skilled human resource on continuous basis is the
need of hour in the area of Pharmavigilance. Therefore, in order to develop the skilled human
resource in the area of Pharmacovigilance, PvPI organised 219 virtual training programmes and train
15875 Healthcare Professionals (HCPs) across the coBoime of the important training pgrammes
include Skill Development Programme on Basic Concepts of Pharmacovigilance, Advanced Level Trai
Programmes, Inducticoum-Training Programmestc.

It is noteworthy to mention that PvPl has organised several Interactive meets with Marketing
Authorization Holders (MAHs)/Pharmaceuticals Industries to discuss & resolve their issues an
challenges for the reporting of Individual Case Safety Reports (ICSRs) to PvPI. This provided them
opportunity to introspect the quality of ICSRs submitted &P PvPI has also provided the technical
support to MAHs/Pharmaceuticals Industries for the strengthening of Pharmacovigilance system at the
site as per the Good Pharmacovigilance Practices guidelines.

PvPI continued its WHOQollaborative Centre statia Pharmacovigilance in Public Health Programmes
and Regulatory Services. PvPI on the behalf of India is"thar§est contributors globally in terms of
submitting ICSRs to WHO drug safety database under the -Wiit€rnational Drug Monitoring
ProgrammeThe campaigning of'5#MedSafetyWeek by PvPI through social media was appreciated by
WHGQUppsala Monitoring Centre, Sweden.

Another noteworthy development for NG®&/PI has been in the sphere of medical device adverse event
monitoring under the purview oMateriovigilance Programme of India (MvPI), which deals with
collection, monitoring, recording and analysing the Adverse Events or risk associated with the use
medical devices. So far 50 Medical Device Adverse Event Monitoring Centres (MDMCs) have bg
enrolled across the country. To ensure effective Adverse Event reporting culture among Clinician
Biomedical Engineers and other HCPs, MvPI has organised-drandsning programmes/ awareness
sessions/eCMEs/workshopsetc.

Let us pledge to surge aheadth the immense experience and knowledge of ensuring patient safety by
constant drug monitoring wh the active cooperation afur stakeholders across the country.

I thank NC&vPI, IPC team for matiously bringing out thiPerformance Report of PvPI.

Dr. Rajeev Singh Raghuvanshi
Secretarycum-Scientific Director

Indian Pharmacopoeia Commission

(Ministry of Health & Family Welfare, Govt. of India)
Ghaziabae€201002.
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HIGHLIGHTS

ICSRs received from AMCs, MAHSs,
HCPs & Non-HCPs

International Status

PvPIl recommendations to CDSCO

Training Programme on
PV of Medical Products

%
| 1 Expansion of PvPI from existing
311 AMCs to 346 AMCs
af Regional workshop on establishment
of PV system in Pharma Industry

A} ¥

e Developing Adverse Drug Reaction
Monitoring System (ADRMS)

5" #MedSafetyWeek
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Indian Pharmacopoeia Commissiorand its Services

Indian Pharmacopoeia CommissifiPC) is an autonomousstitution ofthe Ministry of Health

& Family Welfare (MoHFW), Government of IndigGol), engaged in evaluation and quality
control of drugs and to deal with matters relatingthe timely publication of the Indian
PharmacopoeialR), the official document of standards for drugs. The mandate of the
commission is to performnter-alia functions such as revision and publication 1Bf and
National Formulary of India (NFI) on a regular ba$i®C also provided® Reference Substances
and training to the stakeholdeon Pharmacopoeial issues and also funstias National

Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPI).

Functions of Indian Pharmacopoeia Commission

' Indian Pharmacovigilance
' Pharmacopoeia Programme of
India
s | P\JP\}' L

v

Indian

Pharmacopoeia
Commission

National Formulary Reference
of India Standards

E rniiom
Ormylg,
of Indiq .
014

»
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Pharmacovigilance Programme of India

GENESIS

Pharmacoviglance Programme of Indiai s Gover nment o fdrugl safetyy a 0
monitoring programme, which collects, collates and analyses drugelated adverse events
(AEs).

Adverse Drug Reaction (ADR) is one of the leading causes of morbidity andnortality
worldwide. The consequences of ADRs burden the healthcare system wiitisreasedcost of
therapy and prolongation of hospitalization. In developing countries, the cost of
management of adverse reactions in the general population is venhigh and under-
recognized. It is, therefore, imperative to evaluate the safety of medicineshrough

Pharmacovigilancesystem

The Ministry of Health and Family Welfare, Government of India recased PvPI on April
15, 2011 shifting the National Coordination Centre from All India Institute of Medical
SciencesAIIMS ), New Delhi tolPC, Ghaziabad.

In a first of its kind, the World Health Organization (WHO) on July 18, 2017, bestowed
upon India the honour of beinga WHO-Collaborating Centre for Pharmacovigilance in

the field of Public Health Programmes and Regulatory Services

8 I PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)




riipleyiovsd PERFORMANCE REPORT

PvPI: An Overview

Phar macovigilance Programme of I ndia (PvP
monitoring programme which collates and analyses-delaged adverse events. Asvatse drug
reaction is one of the leading causes of morbidity and mortality worldwhaeefore, it is
imperative to monitor the ADR$&harmacovigilance Programme of India (PvPI) was launched
in July 2010 by Ministry of Health & Family Welfare (MoHFW), Ganment of India and Al
India Institute of Medical Sciences (AIIMS), New Delhi wigs National Coordination Centre
(NCC). However, Ministry of Health and Family Welfare, Government of India, Nirman
Bhavan, New Delhi recasted this programme vide an Oiier X.11035/7/201-DFQC dated

15 April, 2011 resulting in shifting of PvPI from AIIMS, New Delhi to Indian Pharmacopoeia
Commission (IPC), Ghaziabad. Since then, IPC has been entrusted with the responsibility as

National Coordination Centre for Phaaoovigilance Programme of India (NE&&/PI).
Mission

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

outweigh the risks associated with its use.
Vision

To improve patient safety and welfare of Indian populabigrmonitoring safety of medicines,

thereby reducing the risk associated with their use.

Aims and Objectives

1 Create dNationwide system for patiergafety by ensuring drugafety

1 Identify and analyse new signals from the reported cases

1 Analyse the benefitisk ratio of marketed medications

1 Generate evidendeased information on safety of medicines

1 Support regulatory agencies in the decigiaking process on use of medications

1 Communicate safety information on use of medicines to various stakeholders fg
preventing/minimizing the risk

1 Emerge as a National Centre of Excellence for Pharmacovigilance Activities

1 Collaborate with other National Centres for exchange of information and data

management

1 Provide training and consultancy support to other NationalnRd@ovigilance Centres
across the globe

1 Promote rational use of medicines
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Core committees at NCCPVPI
Following committeesre constituted at NC@vPIto ensure smooth and effective functioning

of the programme:

Steering Committee

It is the chief adminisaitive and monitoring body of NGEvP| which guides and supervises

the programme.

Working Group

All technical issues related to the establishment and implementation of the programm
including providing technical inputs, are handled by the Working Grolbgred by the

SecretarycumScientific Director, IPC.

Quality Review Panel

Quality Review Pane(QRP) is responsible for wplity, causality assessmerpmpleteness
score etc.,of Individual Case Safety ReportlCSRS. The panel also makes recommendations
to the PvPI Working Group after data analysis and devises formats and guidance documents

follow-up action.

Signal Review Panel

The Signal Review PandglSRP) of PvPIl comprises scientists and clinical experts affiliated to
government and negovernmentacademic institutions and hospitals. As and when required
experts from the pharmaceutical industry are also invited for expert inputs, to collate and analy
information from ICSRs. This panel assesses the results of identified computerized f&gmals
ICSRs to validate and confirm. It defines biostatistical methods for analysis and create
standardized postnalytical reports that help in understanding the information derived from

ADRs. It also decides upon actionable indicators.

Core Training Panel

The Gre Training Panel (CTR)f PvPI guides irtheidentification of training needs, organizing
National andInternational training programmes, designing training modules realos to
conduct the training for healthcare professionals and other stakeholaerghibut the year. It
also identifies trainers for zomeise training centers. The CTP interacts wiNhational and
International agencies for participation and implementation of training programmes i

Pharmacovigilancelhe Core Training Panel is assisteglthe internal training team of PvPI.

]_OI PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)

for

se

S




riipleyiovsd PERFORMANCE REPORT

Organogram of National Coordination Centre-Pharmacovigilance

Programme of India

N\

¥

General Body
Secretary (Ex-Officio), MOHFW J Governing Body
Scientific Body
Signal Review Panel
Advisor /National Secretary-cum- Steering Working w
Scientific Scientific Chinfiftise Group Core Training Panel
bt Director, IPC Quality Review Panel

Sr. Principal .
_{ ADR Monitoring Scientific Sl'lp.pf)rtmg
Centers (AMCs) Officer Divisions, PvPI

Sr. Technical Scientific
Scientifie S i Assistant, PyPl
Officer ecretariat - )

L

Sr. PV RV
Associate || Associate |
— o, Quality Assurance/ Quality
Control
{ { Training & Education

(Drug Safety Management System ] {Quality Management System ]—

HR & Admin.
Division
Finance & Accounts
Division
Information
Technology Divisio

Store & Procurement
Division

Promotion Communication
& Publication

PV
Regulatory
Assessment

ICSRs
Processing

Signal
Detection

Benefits-

Risk
Assessment

International
Cooperation

Research &
Development
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E-mail IDs and functions of different divisions of PvPI

PvPI Division

Functions

E-mail ID

Coordination with
1 Technical AMCs/Non e ErET
' Secretariat AMCs/CDSCO/other PVPLIPCEPgoV.
stakeholders
alit .
2 AS;ur;r{ce QLB I a.nccpvpi@gmail.com
' o System of PvPI ga.necpvpibgmar
Division
Training & Training and Skl " . .
3. Education training.nccpvpi@gmail.com
L Development
Division
Promotion, Publication of PvPI
4 Communication | resouce materials and communication.nccpvpi@gmail.col
' & Publication communication with Neepvpiy '
Division stakeholders
SignalDetection Drug Safety Alerts anc . . :
5. L other regulatory signal.nccpvpi@gmail.com
Division .
recommendations
6 Nit:zn?;z;ith MU R nhp.nccpvpi@gmail.com
' ara Health Programmes P-necpvpizgmar
Division
Information Management of
7. Technology VigiFlow and other IT it.nccpvpi@gmail.com
Division tools
3 Human Resource Human Resource T T
' Division Development neepvpigmar.
SILTESIED; ADIRE icsr.nccpvpi@gmail.com
o by nonAMCs NECPVPIERY '
Individual Case —
Safety Report S OSIONIC AR pvpi.compat@gmail.com
0. . by consumers/patients ' '
Processing :
Division Processing oAEs
reportedthrough PvPI pvpihelpline@gmail.com
Helpline
PV Regulatory Processing of ICSRs s e e
10. Assessment received from MAHs sur nccp vp : @g maii com
Division and review of PSUR psur.ncepvpi®g :
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Performance of PvPl as WHO-Collaborating Centre

Since recognitionof PvPlas a WHGCollaborating Centre for Pharmacovigilance in Public
Health Programmesnd Regulatory Servicest has embarked upon capacibuilding and
strengthening PV systenfor Low and Middle Income Countries (LMIC) in Asia and beyond
During the index priod, PvPI tookseveral initiativesind contributed to enridAV knowledgeof
stakeholders. &neof thenoteworthyevents are as follows

Activity Outcomes

Development of etools
for integration of ADR -
reporting

T

Developing Indigenous Adverse Drug Reaction Manager
System (ADRMS) Softwargvith provision to integratevith the
global WHO-Drug and MedDRA dictionariesADRMS software
will offer seamless ICSR processiagd data mining for signa
detection

Continuous updation dhe featureefMo b i | eA DARp pP v
for reporting of ADRs by consumers/patiertiealthcare
professionals{CP9 etc.

PV data sharing with
South-East Asia
Regional Network
(SEARN) countries

NCC-PvPI sharedthe information of ADRs and PvPe&
Newsletter on the Infonation Sharing Platform (ISP, gatewa;J
to strengthen regulatory cooperation and collaboration
SEARN countries

NCC-PvPl as the Htional Centre publisheddrug safety
information in WHO Pharmaceuticals newsletter for glo
outreach

Capacity Building and
support for Public
Health Programmes
(PHPs) and Regulatory
Services

Focussed Pharmacovigileen of Hydroxychloroquine The
National Task Force for COVH29, constituted by the Indig
Council of Medical Research, New Delhi considered the f
data, while revising the advisory on the use
Hydroxychloroquine (HCQ), as prophylaxis for COVID
infection

Focussed Pharmacovigilance of COVID Vaccines PvPI
tirelessly attemptedo collect adverse eventeports related t{
COVID-19 Vaccinesthrough Health@re Professionals or ar
otherperson. Also supported AEFI Secretariat of the MoHFW
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PvPI Communication Channels

Coherent and flawlessommunication channels are key ttee successfufunctioning of any
programmeThedissemination of knowledgend expertise at NGEvPI percolates to the target
audienceand across thdéoard to theAdverse Drug Redion Monitoring Centres AMCs)
affiliated to it with the use ofstateof-the-art informationtechnology The variousmodes of

communicatiorby which PvPkhannelizes data floarerepresentech the figure below:

CDSCO
Headquarters,

FDA Bhawan,
New Delhi
Marketing
_M_M_ Authorization
Uppsala Holders
Monitoring
Centre \I/

National Coordination Centre,

Pharmacovigilance Programme of India,
IPC, Ghaziabad

] - Signal Review Panel
[ Steering ]H[ Working ]H Core Training Panel

Committee Group Quality Review Panel

Regional Training |« > _
Centres 1 7 CDSCO Zonal Offices

ADR I

e . 1 North Zone, Ghaziabad I

Monitoring L I

Centres (oo mm e m—m—m—m——m— T

1 South Zone, Chennai I

" \_ (AMCs) L e e e e e ]

3

: West Zone, Mumbai 1

Healthcare R

Professionals/
Patients

Communication of data flow in PvPI
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Reporting ADRs
[ Who canReport? ]
© .q.!. ©

ConsumersPatients Physicians Pharmacists Nurses

=

Healthcare Professionals PharmaceuticalIndustries ADR Monitoring Centres

[ Whom to Report? ]

PvPI Helpline PvPI Mobile App icsr.nccpvpi@gmail.com
(1800180-3024) ADR PvVPI pvpi.compat@gmail.com

ADR reporting forms are available on the official websiteof IPC (www.ipc.gov.in) and the
website of CDSCO (www.cdsco.gov.i)

15| PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)
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Why to Report?

1 To ensureghesafety of patients taking medicines

1 To reduce the risks associated with the use of medi¢@wesnomic burden, quality of
life)

1 To help regulatory authority make vital policy decision regarding safe use of

medicines

What to Report?

All types of suspected ADRs: ADRs hy:

Medicines

1 Medical Devices

1 Biologicals including Vaccines

1 Herbal Drugs/Nutraceuticals, etc

1 Known or unknown 1l
M Serious or nofserious

1 Frequent or rare

Medication Errors:
1 Product dispensing/mdnoring/prescribing/selection/storage erissties
1 Accidental exposure to product
1 Inappropriate use of medical products
1 Product transcribing errors and communication issues
Off-label Use:
1 Use of medicines foanunapproved indicatigrage group, dosage myute of
administration
Misuse/Overdose/Abuse
1 Use of a medication (for a medical purpose) othantas directed or as indicateakihg
medicine more/more often or falonger period
1 Ingestion/application ofmedicine in quantities much greater tmaoommended
1 Nonmedical use of a substance for psychic effect, dependarecgsuicide attempt or
gesturerecreational use of substances for any reason
Lack of Efficacy and other product quality-related issues
9 Lack/No of drug effect
Drug ineffectivefor approved/unapproved indication

1

1 Delayed or incomplete drug effect
1 Ineffective drug dosing regimen

1

Drug effect faster/less than expected
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riipleyiovsd PERFORMANCE REPORT

Channels br reporting AE/ADR

Suspected ADRReporting Form for Healthcare ProfessionalsKICPs)

The Suspeted ADR Reporting Form is specifically designed for Healthcare professiotals
capture detailed information about anAE/ADR. This form is available on IPCwebsite
( ) or CDSCOwebsite( ) and in National Formulary of India
2016(Annexure-l).

Medicines SideEffect Reporting Form (For Consumers)
Consumers/patients may also make use of Medicinesefiglt Reporting Fan for reporing
any suspected AE/ADR to PvPI. THam is available in 10 Indiadanguages: Hindi, Bengali,

Gujarati, Kannada, Malayalam, Marathi, Assamese, Oriya, Tamil and T@ungexure-II) .

Suspected ADR Reporting Form(For drugs used in Prophylaxis/ Treatment of COVID19)
The Suspected ADRdportingForm is designed for Healthcare professiomisng pandemic
to capure detailedinformation about arAE/ADR related to the drugs used in Prophylaxis/
Treatment of COVIBL9. This form is aailable on IPC\( ) (Annexure-111).

Personal Protective Equipment (PPE) Adverse Event Reporting Form
In view of COVID-19 Pandemic, NC®AVPI has specially designed RPE Adverse Event
Reporting Brm, which primarily aims to collect th&Es associated with the use of PPEsdise

for medical purposegAnnexure-1V)

MiscellaneousADR Reporting Forms

Healthcare Professiorsalind other stakeholderan also report AEs/ADRssing specific forms
designed purposely for reporting AE/ADR associated wittMedicines used inKala-azar
treamenti Adverse Drug Reaction FormorfKala-Azar treatment(Annexure-V), seriouscases
related to vaccine use- Serious Adverse Event Following ImmunizatiolAEFI) Case
Notification Form(Annexure-V1) and Cases related ttMedical Deviceuse Medical Device
Adverse Event  Reporting Form

(Annexure-VI1).

PvPI Helpline

Patients/ Consumers/HCPs may report
any suspected ADRs associated wiltle
use of medicinal/ herbal products/

vaccines or medical devicés NCGPvVPI

17| PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)
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via Toll-Free HelplineNo. 1800180-3024.
e-Reporting of ADRs :

T (A T Mobile Appi 6 ADR PV PI 0
IPC =3
E— An indigenousmo bi | e app fiwhiEhR wasP v H

dedicated to the nation on 2%eptember2017 has been

instrumental in equipping all stakeholders, including the

consumersfor reporting ADRs

1 E-mails

Reporting ADRs by NonAMCs
(icsr.nccpvpi@agmail.coin

Reporting ADRs by Consumers
(pvpi.compat@gmail.cojn

Hospitals/ Medical Glleges and other Healthcanestitutions which are not enrolled as AMCs

under PvPI, may repoAEs by usingemail (icsr.nccpvpi@gmail.cojn Similarly, consumers/

patients also have the ption of reporting AEs through a dedicated email

(pbvpi.compat@amail.coim

National Formulary of India (NFI):

NFI serves as aguidance document to medical giiioners, = EERegl M
< | [|Formular

pharmacist working in hospitals and saleestalishmens, nurses,
medical and pharmacy students and other heakhprofessionals.
The principalobjective of NFI is to prometthe rational use and

economic prescribing of medicines in the country. The healthc 7

professional may utilize the ADReportng Form which has been T

annexed at the end of the NFI 2016 to report suspected ADRs
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AMCs: The Backbone ofPvPI

Medical institutions and hospitals play a major role kbatkeaching and providing specialized
services to patients in India. Patient safetyone of their major concern&dverse Drug
Reaction MonitoringCentres (AMCs) functioning at thesénstitutionsunder PvPlacross the

countryareplaying acrucial role in monitoring ADRs.
Who can Enroll?

Government hospitalautonomous bodieshedicalpharmacycolleges
Private hospitalsnedicalpharmacycolleges

District hospitals

c: c: c: c:

Primary CommunityHealthCentres in India

NCC-PvPI seeks
Letter of Intent

from Dean/Head
of the Institution/

Hospital for
<establishment of
. an AMC
ENROLLMENT
Communication PROCEDURE /

to the newly-
inducted AMC FOR

NCC-PvP1
examines
suitability of the
proposed centre
. on the basis of its
performance

Approval from
competent
authority
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Criteria for Enrol Iment of AMCs

x  Availability of logistic and infrastructural facilities for PV at theoposedCentre

x  Significart trackrecord of theCentrein Pharmacovigilancé on quality, quantity and
frequeng of Adverse Drug Reactiomporting

x Dean / Head of Institution/ HoD of the proposed Centrés responsibleto
establish/implement PvPI activities at the Centre

x  The proposd AMC coordinatorfleputy coordinatoshouldpossess relevant experience

x  States/Union Territoriewhere nofew AMCs exiss will be preferred

x Demographypased selection of AMCs

Upon recognition, NC&VPI provides regular training, skill development agchhical taining

support to the personnehgaged in PvPI activities.
Criteria f or De-Enrol ment/ De-Recognitionof AMCs

x  Non-performanceZero reporting

x Non-compliance of Quality Management System
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ICSR database at PvPI

The Pharmacovigilance &gramme of India (PvPI) is responsible for collection, assessmen
detection and communication of risks associated with the use of medicines in Indian Populat
The ICSRs collected by Adverse Drug Reaction Monitoring Centres and Marketir
Authorization Hblders are communicatetd NCGPvPI. The anual database accounts for

52,810ICSRs for the index period.

Month-wise distribution of ICSRs
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Data Sorce: VigiL yze

Gender wise ICSRs

During the index period?7,303(51.7%)ADRs occurred in male patients and&® (44.7%)

in female patients. No information @it the gender of the patients was provided ,B01

(3.6%)ICSRs.

Gender-wise Distribution of ICSRs
3.60%

H Male B Female = Unknown
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Serious s Nonserious Reactions

The database revealethat during the index period, 28.10% ICSRs were fulfilling the

seriousness criteria as defined by WHIMC.

Distribution of Serious/ Non serious ICSRs

M Serious B Non- serious

ICSRs based on Seriousess Criteria

The seriousness criteria of received ICSRs revdaltd 4.10% (7430) ICSRs were due toher
medically important conditionsfollowed by 10.2% (5383) ICSRs due tgorolonged

hospitalization

No. of ICSRs based on Seriousness Criteria

Other Medically Important 14.10%

Condition

Congenital anomaly/Birth
Defect

Disabling/Incapaitating

Caused/Prolonged
Hospitalization

Life Threatening

Death

*Note: The percentage of serious ICSRE8.10%) varies in the graphof Criteria for Seriousnesq33.11%) as
the individual serious ICSRs may have more than oneriteria for seriousness selected by the reporter.
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Age-wise ICSRs

The datarevealed that the highest numberl66Rs20314 (38.5 %)vere recered from age
group 18 to 44yearswhereasa minimum number ofCSRs1104 (2.1%) were received from
age groupl2-17 years No information about the agef the patients was provided 5147
(9.7%)ICSRs

Age-wise Distribution of ICSRs

Unknown
>75 Years
65-74 Years
45-64 Years
38.5%
18-44 Years

12-17 Years

0-11Years

Reporter wise Distribution of ICSRs

NCC-PvPI receves ICSRdrom various stakeholders includimtpalthcare Professionals (HCPSs)
such as Physians, Pharmacistgtc, and Consumers (NotCPs) Spontaneous reports from
physicians (44.10%) continue to be the major source of reports received, followed b
Consumers/NorHealthcare Professionals (32.50%), Other Healthcare Professionals (20.509
and Pharmacist (10.5%).

Reporter-wise Distribution of ICSRs

M Physician M Pharmacist

M@ Other Health Professional B Consumer/Non Health Professional
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SOC-wise distribution of Reactions The graph below represents System Organ QJasp

Ten) 1T wise distribution ofreactions as per Medical @ionary for Regulatory Activities
(MedDRA). Analysis of the dataevealedthat highesnumbess of reactions were in theOG
General disorders and administratisite conditions while the leastin the SOGRespiratory,

thoracic andnediastinabisorder

SOC- wise distribution of reactions (MedDRA)
SOC: General disorders and administration site conditions 27.2%
SOC: Skin and subcutaneous tissue disorders 18.3%
S0C: Gastrointestinal disorders ) 18.3%
S0C: Nervous system disorders 12.1%
SOC: Injury, poisoning and procedural complications 11%
SOC: Investigations 8.1%
SOC: Metabolism and nutrition disorders 1 6.5%
SOC: Infections and infestations 5.2%
SOC: Musculoskeletal and connective tissue disorders 5.1%
SOC: Respiratory, thoracic and mediastinal disorders 4.6%

Top 10 reported Anatomical Therapeutic Chemical (ATC) Classification

ATC: G Genito Urinary System And Sex Hormones

ATC: R Respiratory System

ATC: N Nervous System

ATC: B Blood And Blood Forming Organs

ATC: C Cardiovascular System 10.8%

ATC: § Sensory Organs 11.4%

ATC: D Dermatologicals 2%

ATC: A Alimentary Tract And Metabolism Ilﬁ%

:

" . . 30.4%
ATC: ] Antiinfectives For Systemic Use

24| PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)




riipleyiovsd PERFORMANCE REPORT

Top 10 reported Preferred Term

During this index period the datarevealed thapyrexia (7%) waghe most observed Preferred
Term (PT) as per théledDRA.

Top Reported Preferred Terms (MedDRA)
s000 - 3685
,, 3000 - 2578 2572 . »19
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0 T T T T T T T T T 1
S . N A T A S
2 & N & 2 S & N4 2 &
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Top 10reported Active Ingredients

Analysis of Active Ingredients (Als) from ICSRs during the index pereataled thaCOVID-
19 vaccine (6.9%) wabie mostreported Al.

Top 10 reported ICSRs from Active Ingredients

COVID-19 Vaccine

Ranitidine 1.77%
Ceftriaxone 2.10%
Insulin Gargline 2.31%
Paracetamol 1 2.51%
Metformin; Vidagliptin 2.74%
Pantoprazole 2.77%
Hydroxychloraquine 2.83%
Calcium Chloride; Glucose; Magnesium... 1 4.12%
Sacubitril; Valsartan 4,31%

6.90%
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ADRs reporting from Non-AMCs

Besides AMCs, NC&PvPI also received ADRs througeveral hospitals and medical colleges
(nonrAMCs) across India. The NeAMCs send the suspected Adverse Drug Reactions filled

in the Suspected ADR reporting form to a dedicatechd; TFurher,

these rports wereprocessed for causality assessment at the nearby AMC and communicated

to WHO-UMC through VigiFlow. During the indexepiod, as many as 3017DRs were
reported via notAMCs, nmonth-wise distribution of these ADRs depicted below:

Adverse Events reported from Non -AMCs
1607

2000 -

1500 A

1000 A
560

ICSRs

500 - 204 185
38 56 8 56 8l 33 35 76

R S R N A
ST AN S R R R A

Adverse Bvents reported onPvPI Helpline

PvPI Helpline with Tolfree number 180Q80-3024 was initiated on October 11, 2013, since
then it has been serving as one of the reliable tools for reporting suspected adverse eve
Patients/Consumers/Healthcd?eofessionals report suspect&ls due to the use of medical
products/ Medical Devices with the continuous efforts of Pharmacovigilance officials posted &
AMCs. Calls are primarily responded English andHindi on all working daygMonday to
Friday) betveen 9:00 AM tdb:30 PM. The monthly status ofports received thrgin Helpline

number is as follows
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Adverse events reported on PvPIl Helpline

30 4 28

25 A

15 - 13

ICSRs
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0
SO PP DD S S S > DD
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Adverse events reportedbyM bi | e App O6ADR PVvPI O

Android MobileApp O ADR PVvPI & is a seamless tool d
reporting AEs vis-a-vis saving the itne of healthcare professional3he bllowing graph

illustrates montkwise adverse events reported by MobilgA

Adverse events received from Mobile App 'ADR PvPI'

250 A 220

200 -
a‘:"’ 150 A
w
O
B 72 56 57

32 46 34
50 i 17
o 1 0 1
0 -I -I -I -I 1 1 1 1 1 1 1 1
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PvPI collaboration with Public Health Programmes

National AIDS National
Control Tuberculosis
Programme Elimination
Programmme

Universal
National Vector Immunization

'Borne Disease Programme -

Control Adverse Event
Programme Following

(NVBDCP) Immunization
(UIP-AEFI)

ICSRs received from partnering PublicHealth Programmes

PvPI Partners
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Serious vs NorseriousVaccine ICSRs

During the ndex period, NCC-PVvPI received,processedand analyed 4259 (%.6%) vaccine

related ICSRs of whict98 (4.4%) weremarked aserious

Distribution of Serious/Non- Serious ICSRs

95.6% 4.4%

Yes No

Top ten reported vaccine ICSRs

Among the reported ten categories of vaccines htbbest percentage of ICSRs (™Pwas
reported due t€OVID-19 vaccine NRVV Ad (ChAdOx1 nCo\t9) andthe lowest percentage
of ICSRs (0.66) wasreported due to theseof Rabesvaccine.

Top Ten Reported Vaccine ICSRs

Al variant: Rabies vaccine l 0.6%
Al variant: Pneumococcal vaccine conj 10w . 0.7%

Al variant: Diphtheria vaccine toxoid;Hepatitisb vaccine rHBsAg... . 0.7%
Al variant: Polio vaccine . 0.9%

Al variant: Influenza vaccine inact split 4v . 0.9%

Al variant: Diphtheria vaccine toxoid;Pertussis vaccine;Tetanus... . 17%

Al variant: COVID-19 vaccine inact w.virion NIvV-2020-770 | . 2%
Al variant: Bcg vaccine | - 2.5%
Al variant: Diphtheria vaccine toxoid;Hepatitis b vaccine;HIB...
Al variant: COVID-19 vaccine NRVV Ad (ChAdOx1 nCoV-19) 79.9%
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Age-wise Vaccine ICSRs:

The fllowing chartrepresents the dighution of vaccine ICSRs amordjfferent agegroups,

65.%% of AEFIswere reported itheage groufpetweenl8-44 years

Age-wise Distribution of Vaccines ICSRs

Unknown

= 75 years
65-74 years
45 - 64 years
18-44 years 65.5%
12-17 years
2-11years

28 days to 23 months

0- 27 days

Preferred Terms related to ADRs reported with Vaccines:
The analysis ofvaccinelCSRsindicatedthat pyrexia (fever)was highest reporteldT in 56.4/%6
ICSRs The top terPTsare illustrated in the following graph:

Top reported ADR preferred terms (MedDRA)

PT: Nausea

PT: Fatigue

PT: Vaccination site pain
PT: Dizziness

PT: Chills

PT: Injection site pain
PT: Pain

PT: Myalgia

PT: Headache

56.4%

PT: Pyrexia
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PvPI-IPC representationin MeetingWorkshops/Conferences

NCC-PvPI, IPC,
9" & 31°March,  National AEFI Committee Meeting MoHFW, AEFI
5" February2021,  organised by UIP division, AEFI  Secretariat, CDSCO
15" December &  secretariat related to COVHDO INCLEN Int., WHO
18" August 2020 Country Office for India

39 March,2021

7™ 13" Jaruary,
2021

24" November,
2020

16" September,
2020

7™ August, 2020

6™ August, 2020

39 June 2020
&
30" May, 2020

NCC-PVPI, IPC, MOHFW
officials, UIP- AEFI
Secretariat

Use of PvPI Helpline for AEFI
related to COVIDB19 Vaccines

Training for the AMCs on AEFI witF
special referere toCOVID-19
Vaccination

AMC Coordinators & Pv
Associates

Virtual Train ng on @ Dat HCPsfrom NACO
Vigi FIl owo centres
Virtual Train ng on @ Dat HCPsfromNTEP

centres

NCC-PvP| WHO HQ,
WHO-SEARO office,
WHO Country Office for
India

Vigi FI owo

Virtual Meet on Consultation on
monitoring side effects amdEs in the
treatment of Leprosy

Virtual Training on ADR reporting ir
Kala-Azar Programme

Core Group Meeting for revision of
AEFI Guidelines organised by AEF NCC-PvP| AEFI
Secretariat

NCC-PvPI| NVBDCP
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Quality Management System in PvPI

To ensure patient safety through a transparent approach anqualify service, PvPI has been
found to conform withiISO 9001:2008Quality ManagemenBystem (QMS) and also adopts
Good Pharmacovigilance Practices (@) as per WHO Pharmacovigilance Indicatergh a
focussed approachon scientific innovation and rationalitiPvP| peformance was evaluated by
officials of Quality Council ofindia & Quality Accreditation Instituten 22" December, 2020
The evaluation report of PvPI was further submitted to MoHFW for extension of pnogrdor
the next five years (FY2021-2026).

SOPsupdated:

1. SOPfor Making SOP IPC/PVPI/QA/001
2. SOP forCollection of ADR/AE Reports &AMC IPC/PVPI/QA/0®@
3. SOP to Enter Datto VigiFlow Software IPC/PVPI/QADL3
4, SOP for Pocessing and Quality Review of ICSRs IPC/PVPI/QA/0B
5. SOP forFunctioningof Quality Review Panel IPC/PVPI/QA/018
6. SOP forFunctioningof Signal Review Panel IPC/PvPI/SD001

7. SOP for Processing of ICSRs received from MAHs | IPC/PvPIPVRA/00L
8. SOP for Functioning o€ore Training Panel IPC/PvPI/TEO03
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VigiGradeE Completeness Score of ICSRs

Quiality of ICSR reporting

The i gi Gr &ahmwpleteness score is WHO system to measure thguality of the
informationprovided onICSRs The graph representise average completeness score 0c8RK3
submittedfrom India (Blueline) as compared t6CSRssubmitted by all the other countries
(Green line). The avege mmpletenesscore for the last quarterf the index periocccounted

for 0.74outof 1.

Average Completeness score over time

. M

05 b P . LY ..l" A L by Pl

Score

0,25

2016 2017 2018 2018 2020 202
Time point received at the UMC (year and guarter)

= Al COUNtTIES s lrdia

Graphical representation of VigiGrdgleCompletenss scoref quality of ICSRs submitted
by PvPI to UMC database
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Signal Detection

WHO defines a Signal as fAReported infor ma
adverse event and a drug, the relationship being unknown or incompletely document
previousho. Signal detection and clinical assessmarit ICSRs form a vital domain of
PharmacovigilanceNCC-PvPI is engaged in identifying potential signals from Irgpacific

ICSRs with technidaassistance by experts in the Signal Reviand? (SRP).

Methods used by PvPI for Signal Detection
Various method are used for signal detectiomhe four usually consideredmethodsfor

identifying a new signal from ICSRs Indiainclude:

/‘ﬂ Information Component (IC)
91 Proportional Relative Risk/Proportional Refag Ratio (PRR)
1 Chisquarwlue 6 2)

1 Total number of reports on the specific DI8SDR combination available in the
WHO databasén respect of PVPIN¢omp)

Threshold values used by PvPI for the aforementionetthod to identify a potential signal are:

1 1Co25>0
T PRRO 2 with the | ovoefidendeltarvals 1
f calue( with 1 degree of freedom) O 4

O 3, to highlight potentijal sign

Fulfilment of at leasthreeof these four parameters is required for considering a specific-drug
ADR combinatn as a potential signal

Utilization of ICSR data

The National Coordination Centiie Pharmacovigilace Programme of India evaluates ICSRs
for potential new signals, drug safeteréss and PlLupdatesn the SRRmeeting. The outcomes

of SRP meetings we communicated t&€DSCOfor appropriate regulatory actions as tabulated

below:

A. Regulatory recommendationsoy NCC-PvPI to CDSCO

1. 18" SRP
me;eting held or Under
- . . . .
%(2)2 . March, = Tinidazole | Fixed DrugEruption Signal e
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2. 18" SRP
meeting held or , : . Under
10 March, Tramadol Urinary Retention PIL Updation Consideration
2021

B. Monthly Drugs Safety Alerts issued by IPC, NCCPvPI
The IPC, NCGPVPI has issed monthly drugs safety alertgith the aim to sensitize the
Healthcare Professionals & Consumers through bulk SMS facility, periodmatyshel PvPI

Newsletters, welportal of IPCin orderto strengtherthe reportingof ADRsto PvPI The list of

DrugsSafety Alertss tabulated below:

S.No | Issuing Date | Susgpected Drug(s) Indication (s) Adverse Reaction
For the management of pruritus d
to allergic conditions such &
. . . ; Photosensitivity
1 Hydroxyzine chronic urticaria and atopic conta Reaction
1% March, dermatoses, and inhistamine
2021 mediated pruritus.
5 Salicylic Acid For the treatment of acne vulgaris Photosen_sitivity
Reaction
Acute bronchitis, exacerbations Drug Reaction
chronic bronchitis, bronchioliti{ with Eosinophilia
3 Cefpodoxime pneumonia, §m§itis, recurren Systemic
chronic  tonsillitis, pharyngitis Symptoms
acute otitis. (DRESS)
Syndrome
Mild to moderately sever
1% February, infections like acute exacerbation
2021 chronic  bronchitis  communit
. : acquired peumonia including : .
4 Clarithromycin infections due to chlamydiz Burning Sensatior
mycoplasma  spegiocella acy
streptococcal pharyngitis and sk
and soft tissue infections.
In the treatment of relief o
5 Fexofenadine symptoms a_sspciated with Seasy o rad Vision
allergic rhinitis and  chroni
idiopathic urticaria.
4™ January, Anti-tussive - Acute and chronic
2021 disease of the respiratory trg
6 Ambroxol associ_ated_with e}bnormal bronch Fixed I_Drug
secretions in particular acute attac Eruption
of chronic bronchitis, asthmat
bronchitis and bronchial asthma.
BetaBlockers Ar;nti-arrhythmic ag?ntlrr:dicated i_n
(Atenolol+ the treatment of hypertensio _
7 Bisoprolol+ angina pectoris, ' cardig Lichen Planus
30" December, Met ol arrhythmias, Congestive Heg
2020 etoprolol) | Fiire (CHB.
Anti-ulcer, Short term treatment
8 Omeprazole duodenal ulcer, gastric ulcer, refly Dysuria
oesophagitis, management
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Zollinger Ellison Syndrome.

For the treatment of mild t

moderately severe fieactions like

acute exacerbation of chron

bronchitis communityacquired| Acute Generalisec

9 Clarithromycin pneumonia including infections dy Exanthematous

to Chlamydia, Mycoplasm{ Pustuloss (AGEP)
th spegiocella acute streptococe
4 Ng(\)/ggnber, pharyngitis and skin and soft tiss
infections.
For the treatment of sign &
symptoms of benign prosta
10 Tamsulosin + hyperplasia. For Asthmg Ear pain
Deflazacort Rheumatoid Athritis when
Glucocorticosteral  therapy is
warranted.
Antibiotic-Indicated in the Symmetrical
treatment of gram +ve organis| DrugRelated
11 5™ October, Clindamycin pathogens,_ staphylococ_:cus Intertriginous and
2020 streptococci, pneumococci. Flexural
Exanthema
(SDRIFE)
Fluvoxamine is a Selectiv
th Serotonin  Reuptake  Inhibitg .

12 4 S;gtzeomber, Fluvoxamine (SSRI) indicated for the treatme Intrac|_r|an|aliPulmo
of ObsessiveCompulsive Disorde nary Hypertensior
and Depression.

st Pramipexole is indicated for th
13 £t 2A ugust, Pramipexole treatment of sign and symptoms Phot)sen_smwty
020 : : . Reaction
idi opathic Park
As an adjunct to diet and exercise
14 SGLT-2 Inhibitors | improve glycemic control in adult Genital Pruritus
ih with type 2 Diabetes Mellitus.
7" July,
2020 For _the _ treatment of system
candidiasis, mucosal candidgis,

15 Fluconazole : : ) ; SDRIFE
prevention of fungal infections i
patients with malignancy.

1*'June, Hydroxychloroquine| Off Label drug use as Prophylact :
= 2020 Sulphate & Treatment of COVID19 disease Mouthplicsiation
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Contribution by MAHs

Marketing Authorization kldersplay a crucial role in reporting ADRs to PvAhey assist in
collecting producspecific safety data, aimed at optimizing daajety and ensuring healthcare
for the Indian populationA total of 117 MAHs had submittedi4,4201CSRswhich includes
initial and followup cases

MAH- ICSRs month-wise distribution
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Marketing Authorization Holders submitting ICSRs to PvPI

S. No. | Pharmaceutical Company/MAH \ S.No.\ Pharmaceutical Company/MAH
1. Abbott IndialLtd. 17. | BharatBiotechInternational_td.
2. Accent Pharma 18. | BioconLtd.
3. Akums Drugs & Pharmaceuticdlsd. 19. | Biogen Idec Biotech India Privated.
4. Alcon Laboratories India Privatdd. 20. | Boehringer Ingelheim India Privated.
5. Alkem LabsLtd. 21. | Bristol-Myers SquibbSafety India
6. Allergan India Privaté.td. 22. | Bharat Serums and Vaccinesl.
7. Apotex Research Privated. 23. | Biological ELtd.
8. Arisglobal LLC 24. | B BraunMedical India Private.td.
9. Astellas Pharma India Privalked. 25. | Blue Cross Laboratorig®rivatelLtd.
10. | AstraZeneca Pharmadialtd. 26. | CadilaPharmaceuticalktd.
11. | Aurobindo Pharmatd. 27. | Cibeles Pharmaceuticals Privaiiel.
12. | AmgenTechnology Privatétd. 28. | CiplaLtd.
13. | Axellia Pharmaceutical @nmpany 29. | Concord Biotech.td.
14. | Baxalta Bioscience India Priisltd. 30. | Dr. Reddy's Laboratoridgd.
15. | Baxter (India) Privatétd. 31. | EISAI Pharmaceuticals Indirivate

Ltd.

16. | BayerPharmaceuticals Privated. 32. | Elder Pharmaceuticaldd.
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S. No. Pharmaceutical Company/MAH | S.No.  Pharmaceutical Compary/MAH
33. | Eli Lilly & Company (India) Privatd-td. 77. | Pavour Pharmaceuticals Private Ltd.
34. | Emcure Pharmaceuticdlsd. 78. | PfizerLtd.

35. | ErisLifescienced.td. 79. | Piramal Enterpriseistd.
36. | Exeltisindia 80. | Prime Vigilance & Medical Informzon
37. | FDC Ltd. 81. | Procter & Gamble Healthtd.
38. | Fresenius Kabi India Private Ltd. 82. | Panace®iotec Pharma.td.
39. | Glaxo Smithkline Pharmaceuticalsd. 83. | Roche Products (India) Privaited.
40. | Glenmark Pharmaceuticdlsd. 84. | Reliance Lie Sciences Privatetd..
41. | Galderma IndidrivateLtd. 85. | Recipharm Pharma Services Private L
42. | Grifols India Healthcare Privated. 86. | ReckittBenckiser (India) Private Ltd.
43. | Gufic Bioscienced td. 87. | RPGLife Scienced.td.
44. | HeteroLabsLtd. 88. | Rusan Rarma
45. | HLL BiotechLtd. (HBL) 89. | Sandor Medicaids Privated.
46. | H. Lundbeck A/S 90. | SandozPrivatelLtd.
47. | Human Biologicald.td. 91. | SanofiHealthcare India Private Ltd.
48. | Imaging Products IndiRrivatelLtd. 92. | Sante India Private_td.
49. | Intas Pharmaceuticalstd. 93. | Septodont Healthcare Indirivate Ltd.
50. | Inventia Healthcarétd. 94. | Serdia Pharmaceuticals (Indiay.
51. | IPCA Laboratoried.td. 95. | Serum Institute of Indiatd.
52. | J.B. Chemicds andPharmaceuticals 96. | ShilpaTherapeutics Privatetd.
Ltd.
53. | Johnsons & Johnsonsdia Privatel_td. 97. | ShireBiotech (India) Privatétd.
54. | KedrionBiopharma Privatétd. 98. | Sovereign Pharma Privalted.
55. | Kerala Medical Services corgationLtd. 99. | Strides Shasuhtd.
56. | Koye Fharmaceuticals Privatdd. 100. | Sun Pharmaceuticals Industrigsl.
57. | Kusum Healthcare Privated. 101. | SynokemPharmaceuticalstd.
58. | Levim Biotech LLP 102. | Tirupati Medicard_td.
59. | LupinLtd. 103. | Torrent Pharmaceuticalgd.
60. | Lundbeck Pharmaceutical company 104. | ThemisMedicarelLtd.
61. | Macleods Pharmaceuticdlsd. 105. | Troikaa Pharmaceuticaldd.
62. | The Madras Pharmaceuticals 106. | UCB IndiaPrivatelLtd.
63. | MedleyPharmaceuticalstt. 107. | UniversalMedicare PrivateLtd.
64. | MERCK India Privated_td. 108. | USV Privateltd.
65. | Merck Sharp & Dohme Privated. 109. | Venus RRmedied.td.
66. | MSN Laboratories Privatetd. 110. | Vifor Pharma Group
67. | Mylan Laboratoried.td. 111. | Vivere /Biophore India Pharmaceutical
Privateltd.
68. | MankindPharma Ltd. 112. | Win-MedicarePrivateLtd.
69. | TFS Trial Form Support Sp z o.0. 113. | Wipro GE Healthcare Privatetd.
70. | Nestlé Skin Health India Private Ltd. 114. | Wockhardt_td.
71. | Novartis India Ltd. 115. | Wyeth Pharmaceuticaldd.
72. | Novo NordiskIndia Private_td. 116. | Zuventus Healthcaretd.
75. | Otsuka Pharmaceutical Indiaivate Ltd | 117. | ZydusCadila Healthcarétd.
76. | Oviya MedSafe Privatetd.
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Skill DevelopmentProgramme

NCC-PvPI condud regular skill development programmes for thefe use of medicines in
India. In order toenhance P\&kills of the stakeholder$vPI conducted various trainie@n
Pharmacovigilance foHCPs industrypersonml, consumers andtloer stakeholdersPvPI has
developed practical toolsvhich serve asscientific moded to disseminate information and
solutions to prbable drugrelated problems. Thu®vPIl hasacquire a prominent platform for

sustainable PV practices among all healthcakeshtaders.

Objectives and Perspectives

Methods for collecting ICSRs

Specialized PV modules followed during
training sessions

HONING THE
SKILLS OF
H EALTHCARE Interaction with Pharmaceutical industries
PROFESS'ONALS to expand PV resource base

Data management, analysis and feedback

Fulfilling the stakeholders expectations

NCC-PvPI has recognized nindRegional Training Centres (RTCs) to impart training &
educationn pharmacoigilanceto caterthe need®f PV stakeholders to ado@vPs The listof

RTCs under PvHE given below:

S. No. | Regional Training Centre State/UT under purview

All India Institute of Medical Sciences,
Bhopal

Madhya Pradesh and Chhattisgarh
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All India Institute of Medical Sciences,

2. Rishikesh Uttarakhandand Uttar Pradesh

3. BJ Medical College, Ahmedabad Guijarat, Rajasthan, Daman & Diu

4 Institute of Postgraduate Medical Andaman Nicobar, West Bengal, Jharkha
) Education & Research, Kolkata Bihar & Odisha

Karnataka, Kerala, Tamil Nadu, Puducher

5. JSSMedical College& Hospital, Mysuru and Lakshadwae

Ni zamdbs I nstitute
6. Hyderabad Andhra Pradesh and Telangana
Post Graduate Institute of Medical Jammu & Kashmirl.adakh,Himachal
7. Education and Research (PGIMER), Pradesh, Punjab, Haryana, Chandigarh a
Chandigarh Delhi
8. Seth(_;S Medical _College <SLE Maharashtra, Goa, Dadra & Nagar Haveli
Hospital, Mumbai
Assam, Arunachal Pradesh, Nagaland,
9. Government Medical College, Guwath Manipur, Meghalaya, Mizoram, Tripura,

Sikkim

Details of training programmes conducted byNCC-PVPI, IPC and AMCs:

PvPI conducted 21%warenessumsensitization inductionrcumtraining, skill development
programme, training for NABH hospitals, regional workshop & interactive meetings for MAHs
etc., on PV in which 15875 Healthcare Professionals anther stakeholders were trained on

PV. The details of the trainings are as follows:
A. Sensitization/ Awareness/ Training Programmes conducted by AMCs

ADR Monitoring Centres function as the backbone of PvPIl. The Phzowigilance team at
each AMC undePVPI usually includes:

1 One Coordinator

1 One Deputy Coordinator

1 One Pharmacovigilance Associate

9 Causality Assessment Committee (Experts from different clinical jields

Besides collecting and submitting ICSRs to PvPI, this team of dedicated medidal
pharma&eutical professionals also conducts regular traifsegsitization programmes,
workshops for alhealthcare professionals, nbealthcare professionadsd other stakeholders

at AMC. The team also visits the peripheral hospitals, community and primalth lseatres in
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the adjoining areas to disseminate information on -deleged problems and reporting of any

possible adverse events to PvPI.
Training Programmes conducted byAMCs

The training programmes at AMCs include:

1 Regional & National Workshops

1 Advanceal Level Training (ALT)

1 ContinuingMedicalPharmacyEducation (CMECPE)
1

B

Sensitization and Awareness drive for stakeholders
. Advanced-Level training-cum-c oor di nat or 060 s RECofPv®Ir gani ze

Regional Training Centresf d®PvPIl across the country holdhiree Advancel-level training
programmes and 504 healthcare professionals including Coordinators, Deputy Coordimétors

Pharmacovigilance and Associates of various AMCs were trained

C. Induction-cum-training Programme for Newly recruited PV Associates and Mwly
Appointed AMC Coordinators

Every year PvPI is extending its outreach across several states of Indianbenizesk force in

terms of recruited Pharmacovigilance Associates anappointed Coordinates/Deputy

Coordinatorsof newly inducted AMCs are traed at NCGPvP| IPC through inductiocunm:

training pogramme

D. Skill Development Programmeon Pharmacovigilance of Medical Products

Since its inception in 2017NCC-PvPI successfully conductedl6 Skill Development
Programme on Pharmacovigilangdocussd onbasic undersinding of the concept of PWhe
training programmeprovides an opportunity for the participants to enrol themselves in
Pharmacovigilanceinits of the organisations and folloutvPsto ensure bettepatient safety.
This training programmalso encourages them to become entreprenel®harmacovigilance.
During the index periad NCC-PvPI organized2 Skill Development Programrseon

Pharmacovigilance of Medical Produatswvhich 288 participants attended

E. Regional Workshops conducted for MAHs
Regional Workshopon Pharmacovigilance and Establishment of Pharmacovigilance System in
Pharmaceutical Industries A Way Forwardexclusivelyprovidetraining to MAHs on:

9 Establishing PV system in Pharogauticallndustry
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1 Legislations regarding PV in Irdas per Drug& Cosmetics Rles 1945, Schedule,Y
Schedule Mand New Drugs Clinical Trials Rules2019
1 Process ofeporting ADRs/AEs (E2B XML format) in PvPI
PVvPIl has organizedne training programmeduring the index periodvith the supportof

pharmacatical industries and CDSCO
F. PV training for NABH hospitals

With anobjective of providing platform for theNational Accreditation Board for Hospitals and
Healthcare ProviderdNABH) accreditedhospitalsandto broadly comprehend the system and
proceadures involved m ADR reporting, PvPI conducta specialisedNVorkshopcumtraining
programmeon Pharmacovigilance fasfficials of NABH Accredited HospitalsThese training
sessions help in sensitizinge healthcare professionals to mior and reportAESADRs
During the index period one virtual training was conduatesthich 131 HCPswere trained.

G. Interactive meeting with MAHs

NCC-PvPIregularly conducts interactive sessamth MAHs to update them on the collation,
analysis and qualitycering procedurefor ICSRsfollowed at PvPI, as theompleteness score

of ICSRs isone ofthe main dteria of quatitatively assessing the power of each ICSR for
contributing towardgotential egulatory recommendations. Thtise interactive meetirsgwith
MAHSs servethe purpose of improving the overall quality of PvPI data submitted to VigiBase.

Fourteen interactive meetings were conducted in whdcharticipants were trained.

Sensitization/ Awareness Training Programmes conducted by AMCs

S.No Date Training Programmes AMC Participants
To aware physician about reporting
1. 29" April, 2020 ADRs for drugs used in prophylaxis VPCI 22
treatment for COVIB19. D) 1Ih'
5 27" Mav. 2020 Introduction of Suspected Adverse ew Detht 5
' Y Drug Reaction Reporting form
Orientation programme for COVID MMC
3. 29" May, 2020 19 ward doctors to report ADRs for Mad L 20
HCQ and other COVID 19 drugs adurai
4 1 June, 2020 Scope and _opportunlty in SAIMS, 70
Pharmacovigilance/reporting tools Indore
Sensitization for MBBS inteees on
5. 13" June, 2020 monitoring and reporting of ADRs S.'VMCf o5
with special focus for drug used in Tirupati,
prophylaxis of COVID19
6. 18" June, 2020 I : 174
4 Sensitization on ADR reporting C DR,
7. 22" June, 2020 Alappuzha 2

42| PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)




riipleyiovsd PERFORMANCE REPORT

8. 12" June, 2020 Application of Pharmacagilance AFMC, 50
and its role in drug safety Pune
Awareness programme on BMC
9. 19" June, 2020 pharmacovigilance and ADR Lo b . 5
Reporting form yderaba
i i KIM
10. 28" June, 2020 Review on COVID regime and ADR S, 20
reporting and updates Nalgonda
11. 6" June, P20 Adverse Drug Reaction during GDMC, 60
12. 14" June, 2020 COVID-19 and HCQ updates Dehradun 230
Introduction toSuspected Adverse
th Drug Reaction form for drugused in VPCI,
= 2Nz, 2L theprophylaxis/ treatment in New Delhi 2
COVID-19
h Sensitization on COVIEL9 ADR NDMCMC,
14. 26" June, 2020 due to HCO New Delhi 7
Webinar on patient safety :
15. 30" June, 2020 Advancement of ADR monitoring by MMC 150
PvPI '
= - Madurai
Pharmacovigilance: Aideal tool to
16. 5" June, 2020 monitoring ADR to ensuregtient 100
safety in our country
17. 26" June, 2020 Sensitization programme on ANIIMS, 6
18. 27" June, 2020 pharmacovigilance faCPs PortBlair 8
Awareness about Pharmacovigilanc MMIMS
19. 25" July, 2020 programme of India and importance ' 43
. Mullana
of ADR reporting
Awareness abolRrvPland
h importance of reporting ADRs how
20. 20 July, 2020 to fill ADRs form, common ADRS in KEM, 4
clinical practices Mumbai
Awareness abolRrvPland
21. 239 July, 2020 importance of reporting ADRsole 4
of Nursesin ADR reporting
22. 3 July, 2020 Sensitization of MBBS internees on 23
monitoring and reporting of ADRs SVMC,
23. 4t July, 2020 with special focus for drugs used in Tirupati 25
prophylaxistreatment of COVIB19
Sensitization regarding SAIMS
24. 22" July, 2020 Phamacovigilance and method of ' 16
. Indore
ADRs reporting
h Reporting of ADRs related to GTDMC,
&2 17" July, 2020 COVID-19 treatment Alappuzha 8
th Sensitization regarding COVHD9 VPCI,
AT IRV p e form and PvPNewdetters New Delhi -
Discussion omechanism of
27. 1% August, 2020 hepatotoxicity o 5
Cylodextrine
th Discussion of Mechanism of Infusio
28. 8" August, 2020 Reaction of Itolizumab KEM, _ 6
29. 10" August, 2020 Discussion on Causality Assessme Mumbai 3
th Discussion on HCQ Nanjo Scale
£l Lo Al 2020 Causality Assessment &
31. 4™ August, 2020 Importance of ADR reporting 3
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32 10" August, 2020 Role of Heqlthcare Professional in 3
Pharmacovigilance
h How ADR Monitoring CentréVork
& 19" August, 2020 and how to collect the ADR form z
34. 27" August, 2020 Importance of ADR Reporting 4
th Pharmacovigilance Sensitization
£, L AL, 2020 Programme for Dental professional el
h Pharmacovigilance sensitization AIMS,
36. 12" August, 2020 programme for nursing professiona Kochi 10
37 14" August, 2020 PvPI a_md importance of ADR 75
reporting
38. 18" August, 2020 Basics of ADR reporting 3
39. 20" August, 2020 How can we report ADR 4
40. 24" August, 2020 Awareness about Pharmacovigilanc IGGMC 5
a1 25" August, 2020 Discussim about drug dose if it Nagpur 3
caussany ADR
42 29" August, 2020 Cau_sallty assessment with time of 4
dosing
43. 31" August, 2020 Awareness of ADR reporting form | VPCI, New Delhi 13
o Awareness 0 Pharmacovigilance, SRMC,
44, 31" August, 2020 ADR reporting form Chennai 10
h Webinar session on IGMCRI,
= 28" August, 2020 Pharmacovigilance awareness Puducherry &9
h Awareness of ADR reporting form VPCI,
46. 17" September, 2020 on World Patients Safety day New Delhi 20
h Webinar on Health woes safety: A MKCGMC,
ol 17" September, 2020 priority of health safety Berhampur 129
48. 9" September, 2020 Sensitization of ADR Reporting forn 3
49. 17" September, 2020 e KEM, 2
50. 25" September, 2020 | How to Enhance ADR Reporting Mumbai 3
51. 26" September, 2020 | Sensitizatio of ADR Reporting form 3
52. 30" September, 2020 | How to Enhance ADR Reporting 1
h Sensitization on Pharmacovigilance ANIIMS
= 29" September, 2020 and Materiovigilance Portblair Lo
Importance of Pharmacovigilance MMC
54, 23 September, 2020 | and spontaneous ADRporting ' 4
Chennai
under PvPI
55 17 September, 2020 Awareness_P_rogramme on RIMS, 85
Pharmacovigilance Imphal
56. 17" September, 2020 | Sensitization programme on AlIMS 20
N Pharmacovigilance '
57. 30" September, 2020 Bhopal 20
h Role of Pharmacist in COVIR9, NDMCMC.
2ls; 29" September, 2020 Global Transformation of Health New Delhi L
h Sensitization on Pharmacovigilance
59. 16" September, 2020 (] ABIR EaIie SVIMS, 177
60. 18" September, 2020 Sensmzathn on Pharmacovigilance Tirupati 174
and causality ssessment
it Sensitization Programme on SRMC,
e & SEpEmoer, 2020 Pharmacovigilance Chennai <49
62 9" October, 2020 Sensmzatlo_n .Programme on GMC, 15
Pharmacovigilance Nagpur
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63. 9" October, 2020 Sensitization on Reporting of ADR GMC, Miraj 40
64. 12" October, 2020 Sensitization on ADR Reporting GTDMC, 8
Alappuzha
65 16" October, 2020 Awareness on Pharmacovigilance Pl . 36
’ ' New Delhi
66. 10" October, 2020 1
67. 26" October, 2020 | t ¢ ADR o Rol EM 2
R mportance o reporting, Role ;
EiS? 27th October, 2020 of HCPs in ADR Reporting Mumbai L
69. 29" October, 2020 2
70. 30" October, 2020 2
h Workshop on Pharmacovigilance ar GMC,
71. 17" October, 2020 e el EEe A A — 150
Importance of Pharmacovigilance MMC
72. 13" October, 2020 and ADR reporting under PvPI & ch " 248
Modes of ADR reporting under PvP ennai
73. 15" October, 2020 Awareness of ADR reporting IGGMC, 10
74. 30" October, 2020 Importance of Pharmacovigilance Nagpur 10
h . GMC,
75. 16" October, 2020 Awareness of ADR reporting Palakkad 10
76. 6™ October,2020 How to report ADRs GMRC, Gwalior 25
A AOR . NDMCMC,
77. 4" November, 2020 | varenesson reporting amon  \ew Delhi 30
HCPs
78. 18" November, 2020 | Small talk on PvPI, importance of 2
ADR reporting, role of HCPs in KEM
ADR reporting medicinal safety -
d : Mumbai
79. 239 November, 2020 | week conducting’rogramme of 2
Pharmacovigilance in NTEP in
Kerala
Medicinal safety week conducting
80. 7" November, 2020 programme of Pharmacovigilance it 45
NTEP in Kerala
National webinar in redicine safety AIMS,
81. 10" November, 2020 | in collaboration with PvPI and Kochi 170
Medical Education Unit India
h Overview of PvPI and how to fill
82. 27" November, 2020 ADR reports 108
Sensitization on Pharmacovigilance GMC
83. 7" November, 2020 and ADR reporting Pal kk'iﬂi 45
(#MedSafetyWeek) aa
th Sensitization on Pharmacovigilance  NEIGRIHMS,
225 SN SNl n A (#MedSafetyWeek) Shillong =
st E-workshop on Pharmacovigilance, GMC,
85. 21> November, 2020 Hemovigilance and AEF! Guntur 120
#MedSafetyWeek with state TB GTDMC
86. 7" November, 2020 Programmend ADR reporting of ' 45
. . Alappuzha
anti-tuberculosis drugs
th International webinar on MKCG,
¥ NSl Aty Pharmacovigilance Berhampur 2L
88. 20" November, 2020 | /ebinar session on {ShilGRl, 31
Pharmacovigilance Puducherry
89. 3" November, 2020 | Pharnacovigilance training on GMERSMC, 20
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Revised ADR reporting form Vadodara
th Pharmacovigilance training on
90. 4" November, 2020 revised ADR reporting 20
91. 2"'November, 2020 | Awareness of #MedSafetyWeek VPCI, 50
92. 29" December, 2020 | Awareness of ADReports New Delhi 32
93. 25 Dizestier, 2020 Sensitization on Pharmacovigilance Ssllonie; 21
94. 21" December, 2020 9 Faridabad 30
95. 24" December, 2020 | Scope of Pharmacovigilance NIMS, 25
96. 16" December, 2020 | How to filling of ADRs form Hyderabad 28
97. 9" December2020 _ GMC, 50
= 2 Reporting of ADRs and about PvPI o
98. 31 December, 2020 Miraj 60
h Sensitization on Pharmacovigilance SNMC,
99. 12" December, 2020 & ADR reporting . 47
100. 18" December, 2020 | Virtual sensitization on PV, AEEI KMC, 26
101. 4" December, 2020 | and HvPI and ADR reporting Kurnool 596
102. 1% December, 2020 Traini data entry in Vidie| KEM 2
R raining on data entry in VigiFlow :
LU, 16th DIEGEMIEED, 2020 and Causality Assessment Mumbai 48
104. 29" December, 2020 2
105. 14" December, 2020 Sensitization on.AEJrotocoIs/AEFI/ SVIMS, Tirupati 60
transfision reactions
o . NDMCMC,
106. 26" December, 2020 | ADR monitoring during COVID ¢ C. 15
New Delhi
107. 19" December, 2020 | Webinar on vaccine safety JSS Mysuru 950
Workshop on Pharmacovigilance at SVIMS
108. 21" December, 2020 | Reporting of Adverse Drug . : 25
; Tirupati
Reations
iqi KEM
109. th Pharmacovigilance Learn from the ' 125
09 S EIMNENTS 207 Expert Mumbai
Sensitizatiorcum-Awareness RMLIMS
110. 16" January, 2021 programme on AEFI drugs used in LUCkn0V\; 81
COVID -19
111, oond January, 2021 How to usesuspected\DR reporting KMC, 29
Form Kurnool
Sensitization on role of GMC
112. 16" January, 2021 Pharmacovigilance in COVIR9 Gunt ' 10
pandemic untur
th Role of AMCs under PvPI for AEFI NDMCMC,
— s L, At surveillance in COVID-19 vaccine New Delhi 11
114. 9" January, 2021 21
115. 22 January, 2021 | ADR and AEFI reporting system in JLNMC, 38
116. 23%January, 2021 | India under PvPI Ajmer 14
117. 27" January, 2021 10
th Vaccine Safety surveillance & SPMC,
= LI anua/en2d reporting of AEFI Bikaner =
119. 9" Janiary, 2021 Awargness a_m_d Sensitization about IMSBHU,_ 80
generic medicines Varanasi
120. 16" January, 2021 Sensitization on AEFI reporting SIplLE, 2000
Alappuzha
121, 25" January, 2021 Importance of Pharmacovigilance MME 80
122. 27" January, 2021 with emphasis on Spontaneous ch . 78
h Reporting undePvPI ennai
123. 29" January, 2021 porting 76
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Sensitization on Adverse Event
124. 15" January, 2021 following vaccination, AEFI and its 13
Reporting
h Online training to peripheral hospits SDSTRC,
L2, 16" January, 2021 on AEFI reporting teAMC Bengaluru L=
h Report Adverse Events following VPCI,
LS, 28" January, 2021 COVID -19 vaccination New Delhi 20
127. 24h January, 2021 Webinar: Pharman/!gllance from VSSMC, 79
the reporter pepective Burla,
h e . MMIMS
128. 16" January, 2021 Sensitization oAEFI reporting 8
Mullana
129. 239 January, 2021 Online interaction on Clinical SDSTRC, 73
Perspective of PV Bengaluru
130. 30" January, 2021 | Guest lecture on Pharmacovigilanc AIMS, 20
131. 239 January, 2021 for Healthcare professionals Thrissur 14
132. 28" January, 2021 Sensitization on Pharmacovigilkea SCBMC, 26
133. 29" January, 2021 | for Healthcare professionals Cuttack 16
134, 5" February, 2021 Internauongl Weblnar on MKCG 551
Pharmacovigilance Behrampur
135. 6" February, 2021 - 12
136. | 10" February, 2021 | /DR and AEFl monitomg and e 15
. reporting system in India under PvF Ajmer
137. 10" February, 2021 4
th Lecturecum discussion on GMC,
138. 6" February, 2021 Reporting of ADRs Miraj 200
139. 19" February, 2021 Awareness on PvPI GMC, Kozhikode 12
140. 3d February, 2021 Sen§|t|z§1t|on on COVID19 10
vaccination and AEFI NEIGRIHMS,
h Handson filling up the PvPI Shillong
141. 19" February, 2021 R AR 60
142. 3 February, 2021 Overview: PV, ADR reporting and 50
i AEFI
143. 4" February, P21 . SNMC, 34
PV, ADR reporting and AEFI, Agra
144, 5" February, 2021 handson training to Healthcare 43
Professionals
145. 19" February, 2021 Sensitization on ADR training BLKMH, . 13
New Delhi
th E- workshop on Pharmacovigilance GMC,
146. 4" February, 2021 Haemovigilance andEF] Guntur 182
Sensitization on Pharmacovigilance KMC
147. 18" February, 2021 Haemovigilance and AEFI and ADR K ' | 30
reporting urnoo
148. 11" February, 2021 Sensitization on AEFI AIMS, Kochi 457
149. 5" February, 2021 Training on VigiFlow software 5
Sensitization on Pharmacovigilance GMC,
150. 8" February, 2021 Haemovigilance and AEFI and ADR Nagpur 11
reporting
h e . GTDMC,
151. 16" February, 2021 Sensitization on AEFI reporting Alappuzha, 1000
th Sensitization on distribution of VPCI,
L2 25" SCLILENY, AN Newsletters New Delhi LL
153. 5" February, 2021 | Indian regulations in HINGE; 70
Pharmacovigilance Berhampur
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154. 11" February, 2021 Sensitization on AEFI reporting MMIMS, 45
Mullana
20" February, 2021 | Online workshopcum sensitization BJIJMC,
155. " 267
programme on Pharmacayiance Ahmedabad
GMC
h . ’
156. 26" February, 2021 | CME on Pharmacovigilance Guwahati 55
157. 4" March, 2021 Sensitization on public regarding NDMCMC, 26
158. 4" March, 2021 COVID-19 vaccination New Delhi 24
rd e : SGRRIMHS,
159. 3" March, 2021 Sensitization on ADR repting Dehradun 20
160. 13" March, 2021 Sensitization on AD.R form filing an RKMIMS, 72
spontaneous reporting Lucknow
161. 10" March, 2021 SenS|_t|zat|on on Pharmacovigilance MMC, _ 100
overview Madurai
162. 9" March, 2021 S LA} IR GMC, 150
Materiovigilance Guntur
163. 2" March, 2021 Sensitization on ADR monitoring S.VMC,. 50
and reporting Tirupati
164. 3% March, 2021 Combined sensitization on focused 350
Pharmacovigilance on Albendazole
165. 3% March, 2021 administration on National 100
Deworming day
Sensitization on Pharmacovigilance
h monitoring and reporting of ADR
166. 17" March, 2021 with special focus on drug used in SVMC, 89
treatment of COVIB19 and vaccine Tirupat
h Pharmacovigilance monitoring and
167. 18" March, 2021 ERoHBlaTER 196
Sensitization on Pharmacovigilance
h monitoring and reporting of ADR
168. 19" March, 2021 with special focus on drug used in 110
treatment of COVIB19 and vaccine
L , BLKMH,
169. 5" March, 2021 Sensitization on ADR reporting . 31
New Delhi
d e GMC,
170. 3" March, 021 Sensitization on PvPI Khozhikode 15
Sensitization on PvPI and Adverse MMC
171. 30" March, 2021 Drug Reactions and their ' 20
. Chennai
management of anti tubercular drug
172. 8" March, 2021 ADR M(.JnItOI’I.I"Ig and Reporting JLNMC, 14
system in India under PvPI Ajmer
173. 3“March, 2021 32
174. 10" March, 2021 Adverse Drug Reaction and ELMCH, 15
175. 18" March, 2021 Pharmacovigilance Lucknow 9
176. 25" March, 2021 9
st Awareness on Pharmacovigilance VPCI,
S S InEie, 2021 and ADR reporting New Delhi L
178. 19" March, 2021 ig‘:sl'“za“on programme on PV.an( 1 i yrnool 127
Sensitization programme on ADR
179. 3“March, 2021 , RMC, 10
repor.tllng Procedure Kakinada
180. 6" March, 2021 S¢n3|t|zat|on programme on 10
VigiFlow
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il Introduction of PPI & AEFI DYSPGMC,
181. 3" March, 2021 reporting o 31
Advanced-Level training-cum-c o or di nat o
S.No Date Training Programmes RTC Participants
Seminar on drug safety and
h Pharmacovigilance during COVID PGIMER,
182. 17" September, 2020 19 pandemidor coordinators & PVA|  Chandigarh 147
under north zone
Pharmacovigilance programme
nd webinar (Patient safety monitoring i
183. 2" September, 2020 COVID-19; What has been done IPGMER, Kolkata 87
what more can be done?
Webi nar noed 6Adva
h Phar macovigil anc
184. 29" July, 2020 FResearch in Pha 9SS Mysuru 270
the age of COVIEL 9 0

Induction-cum-training Programme for Newly recruited PV Associates and Newly

Appointed AMC Coordinators

S.Na Date Training Programmes Mode/Place Participants
185. | 11"& 12" January, 2021 Inductioncumt.raining progrgmme 62
for newly recruited PVassociates )
. Virtual, IPC
g and newly appointed AMC
186. 23° June, 2020 coordinators >4
16" Skill Development Programme
187. | 15"to 19" March, 2021 | onPV of Medical Products 105
e Virtual, IPC
15" Skill Development Programme
188. | 9"to 13" November, 2020 onPV of Medical Products 183
Regional Workshops conducted for MAHs ‘
Regioral Workshop on
Pharmacovigilance And
189. 9" October, 2020 Establishment of Pharmacovigilanc{  Virtual, IPC 48
System In Pharmaceutical Industrie
- A Way Forward
PV training for NABH hospitals
190 24" March. 2021 Training on Pharmacovigilance for Virtual. IPC 131
: ' NABH accredited hospitals ’
Interactive meetings with MAHs conducted by NCGPVPI ‘
S.Na Date MAHs Mode/Place Participants
191. 19" March,2021 Freseniukabi Ltd 3
192. 25" February 2021 Eli Lilly andCompanyitd. 2
193. 4" February2021 DrR e d dLakbmsbriesPrivateltd Virtual. IPC 6
194, 14" January2021 CIPLA Ltd. ’ 6
195. 8" December2020 BharatSerumd.td 1
196. 5" November 2020 Bristol-Myers SquibbSafety India 1
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197. 28" October 2020 BoehrmgerlngeLI[lC;almlndla Private 3
198. 22" September2020 BayerPharmaeuticalsPrivateLtd 2
199. 8" September2020 AstraZenec#&harmandia Ltd 3
200. 24N August,2020 AstellasPharmandia Privateltd 8
201. 19" August,2020 Allerganindia PrivateLtd. 3
202. 27" July, 2020 Akums Drugstt&dPharmaceutlcals 6
203. 21%'July, 2020 Abbott India Ltd. 3
204. 26" June2020 MacleodsPharmaceuticalistd 7
Other Important Training/Workshops conducted by NCC-PvPI
S.Na Date Training Programmes Mode/Place Participants
205 22" March, 2021 Virtual training session on MedDRA 178
’ coding
1% March, 2021 Training on QA standard operating 6
206. procedures for Pharmacovigilance
associates
207. 4" February, 2021 Webinar on narrative writing 177
22" January, 2021 Training on data entry in VigiFlow 104
208. with reference to AEFI and
documen upload
21° January, 2021 Training on data entry in VigiFlow 125
209. with reference to AEFI and
document upload
13" January, 2021 Virtual training for the AMCs 113
210 enrolled with PvPI on AEFI with
' special reference to COVHD9
vaccination
7" January, 2021 Virtual training for the AMCs 241
211 enrolled with PvPI on AEFI with
' special reference to COVHD9
vaccination Virtual, IPC
25" September, 2020 | Pharmacy week celebrations webin 105
212 with the theme A
' health: Role of pharmacy
professional so
213 16" September, 2020 | Data entry in VigiFlow for the NTEF 35
' centres enrolled under PvPI
214 3" September, 2020 | Webinar series 3: An Advance 85
' coding (MedDRA)
215 26" August, 2020 Webinar series 2: Coding basics 95
' (MedDRA)
216 20" August, 2020 Webinar series 1: What is MedDRA 118
' and how it is used
217 31% July, 2020 Webinar on quality management 16
' system
218 22" July, 2020 Webinar on Causality Assessment 43
' The logic & methods
25" June, 2020 Webinaron VigiFlow - an 100
219. introduction,data enty and current
features
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Summary of training programmes organized by PvPI

S.No. Type of Training Organized at No. of No. of Participants
Trainings
Training/Sensitization/Awarenes
1 Programmes conducted by AMCs 181 13,193
AMCs
Advancel-Level Training-cum-
z Coor di neett or « RARSE € 20
3 InductioncumTraining NCC-PVPI > 116
Programme
Skill Development Programme
4. on PV of Medical Products NCC-PVPI 2 288
Regional Wrkshops conducted
5. for MAHS NCC-PVPI 1 48
PV Training Pogramme for g
e NABH Accredited hospitals NCC-PVPI 1 131
7. Interactive Meetings for MAHs NCC-PVPI 14 54
8. Other Important training NCC-PVP| 15 1,541
programmes
Total 219 15,875
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Promotion, Communication & Resource Materials

NCC-PvPI provides scientific support to thidian regulatory agency for appropriate
intervention onuse of medications followingadverse eventSustainable and effective
communication with patients, heattire professonals and other stakeholders in
Pharmacovigilance enablé®e systento function vbrantly and realiséhe vision of safer use of
medicines.PVvPI regularly communicategeriodic safety information of drugs and medical
devicesto healthcare professionasd other stakeholdersill date several Indisspecific drug
safety alert$?IL chargessignals have been identified and communitate the regulatory
authority- Central Drugs Standard Control Organization

Modes of Communication

x  Web Portal

x  Android Mobile App
x Toll-Free Helpline
x Newsletter

x  Print Media

x Radio Progammes
x TV Shows

Resource Materials

x  Quarterly Newsletter

x  Annual Performancéreportof PvPI
x Guidance Documesbf PvPI

x Posterdfandouts

x Leaflets

x  PvPI Directory
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{he quarterly Newsletter published by PvPI serves as a platform for raising
amongthe healthcare professionals angbublic at large to inculcate Pharmacovigilance &
part of daily healthcare regime To ensure patient safety, updatesn ADRS, Signals, Dug

Safety Alerts, PIL changes etc. are published in the Newsletter. It helps allstakeholders
including clinicians, pharmacists, academicians, industry professionals,

patients/consumersetc. to safeguard against therisks associated with the usef medicines

he circulation of the Newsletter among the stakeholders has registered an aggiable
d the feedback by them has been quite encouraging. /

IssnzneTren

Newsletter

PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPl)

PUPI5636
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National Coordinatian Centre-Ph mumammunmmm
Indian Pharmacopoeia Commission (IPC), Ministry of Heakh & Family Welfare, Government of india
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Scientific Publications

1. Abdul AP,Jihana $ Sangeetha PAwareness of Pharmacovigilance and Adverse drug
reactions among Health Care Professionals of a medical collegkerala, India.
International Journal of Scientific Resear2zf20; 9(5): 15.

2. Abhima MB, Wilson V, Binu SS, Amma V. Effect of fixed dose combination of Vitamin
with Atorvastatin on Serum Lipid Levels in Hyperlipidemic patients. Medpulse
International durnal of Pharmacology. 2020; 16(1)=-26.

3. Abhima MB, Wilson V,Binu AS, Amma V. A comparative study on the effect of
AtorvastatinVitamin D versus Atorvastatin on serum LDL levels. Medpulse International
Journal of Pharmacology. 2020; 16 (3):30

4. Alam MA, Nasiruddin M,Ali G. A Critical Assessment of Rationality iDrug Promotion
Literature Using WHO Guidelines. Journal of Pharmacovigilance & Drug Safety. 2020
17(1):1-5.

5. Boopathi D, Akshatha JS, Buggi U, Sudarsan P, Mani D. Prolonged Isemédaickd
Psychosis in a patient on DOTS TheragfayCase Report. Research Journal of Pharmacy
and Technology. 2020; 13(1BH267%5269.

6. Chaudhary D, Atal S, Jhaj R, Rupla R. Erythema Multiforme induced by Tetanus Toxoid
Vaccine. Indian Jouranl of Public Health. 208@;(3):308-310.

7. Ciddhavaduta DL, Kalaiselvan V, Midde ML, Baloju D. Analysis of severity and
preventability in patients efoxic epidermal necrolysié case series. Clinical Case Report.
2020; 8(12)24522456.

8. Era N, Mukherjee S, Bordoloi SK. Assessmeffitknowledge, attitude, and practice of
pharmacovigilance among undergraduate medical students in a tertiary care teaching
hospital of Eastern India: A questionnaibased study. National Journal of Physiology,
Pharmacy and Pharmacology 2020(06):460-463.

9. Himani P, Bala N, KansdD. Nevirapine induced Stevens Johnson Syndrome. Journal of
Pharmacovigilance and Drug Research. 202B): 33-35.

10.Hotha PP, Naidu CDM, Zachariah NE. Pharmacovigilance joins hands with national
deworming programme in Andaman &licobar Islands. European Journal of
Pharmaceutical& Medical Research. 2020; 7(9)-382.

11.Jillapegu MV, Srinivasulu DSK, Sarikonda UR, Ponnaluri RR, Tiruveedhula J. The pattern
of reported adverse drug reactions with reference to specific Drug Cth&rgan System.
International Journal of Basic & Clinical Pharmacol@§20; 9(12): 1824.830.

12.Kalaiselvan V , Sexena R. Intraocular devices associated adverse events reporting system in
India. Indian Journal of Ophthalmology. 2020; 68 (11): 23335.

13.Kalaiselvan V, Tripathi SK, Prakash J. Materiovigilance Paogne of India: A scheme to
ensurecardiovascular device safety surveillance. Indian Heart Journal. 2020; 72 (4): 316
318.

14.Kumar M, Manjhi PK, Singh S, Singh DK, Deo S. Appraisal of hRater Agrement
among Assessment Scales and Retrospective Analysis of Validated Reports of Cutanepus
Adverse Drug Reactions at Tertiary Care Hospital in Eastern India. Journal of Clinical &
Diagnostic Research. 2021; 15(2): FEAC22.
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15.Kumar S, TayalV, Swachia K, Rdy. Shivering due to repeat dose of Tranexamic acid: A
Peculiar case series. MAMC Journal of Medical Sciences. B{2D;228231.

16.Malathi M, Raadhika K, Nambi TT. A retrospective analysis of adverse drug reactions
induced by Cancer chemotherapeutic ageait a Tertiary care hospital in South India.
InternationalJournal of Medical & Health Research. 2020; 6(62&2

17.Mukherjee S, Saha D, Dasgupta S, Tripathi SK. Case Report: Suspected Case of Stevens
Johnson Syndrome and Toxic Epidermal Necrolysis Ové@&lamto Ursodeoxycholic Acid.
Dermatolgy. 2020; 8(106-99.

18.Nama P., Giradkar A., Sontake S. A Rare case of Steven Johnson Syndrome Induced by a
Single Dose of Paracetamol, International Journal of Current Advanced Research, 2021;
10(03): 2397123972.

19.Namoju R, Ismail M, Golla VK, Bamini T, Akarapu TL, Baloju D. A Case of Acute
Generalized ExanthematousPustulosis by Cefixime with Oral Mucosal Involvement.
Current Drug Safety 20205(3):236-239.

20. Patial N, Bhardwaj A, Kansal D K, Sood A. Levetiracetanmupetl Urticaria in patients of
focal seizureA Case Report. Global Journal for Research Analysis. Z]20): 124125.

21.Philip MM, Kesavan K, Prakash J. Toxic epidermal necrolysis associated with combinatio
therapy of spironolactone and torsemide. Jdush&harmacovigilance and Drug Research,
2020; 1 (1): 1e1.

22.Prasanna LT, Stalin C. Analysis of Adverse reactions associated with use of Psychiatt
medications in a teaching hospitaA Retrospective Stuyd Drug Discovery, 2020, 14(34):
231-237.

23. Rajal&kshmi R Vasundara DB, Durga PT, Rajesh A, Suveena C. Analysis Of Adverse
Drug Reactions In Pediatric Population: A Retrospective Statlyrnational Research
Journal of Pharmacy020; 118): 1-5.

24.Rajalakshmi RBrahmanapalliVD, Thammisetty DP, PemmasaniD, Sai DG Atmakuru
RB. Study of Adverse drug reactions to Antiretroviral Therapy in a Tertiary Care ldspit
Tirupati. Perspectives in Clinical Resear@920; 11(4): 15463.

25.RamaniG, NeerajS, ShivarajBP, VenkataRY, RaghuveeB, Yamini V, SindhuP. A Two
YearRetrospectivébservationaStudyof AdverseDrug ReactionRRelatedTo Intravenous
Drug Formulatons. Journalof PharmacovigilancandDrug Research2021;2(1): 28-32.

26. Rath B, Naik MR, Bhabagrahi R, Bhoi R, Prakash J. Cutaneous Adverse Drug Reactions
in a Tertiary Care Hospital: An Observational Study. Journal of Pharmacovigilance and
Drug Reseatt, 2020; 1 (1): 4.

27.Shrivastav TP, Soni M,Prakash J. Artificial Inteligenee A Promising Tool For
Transforming The Healthcare System. MIT International Journal of Pharmaceutical
Sciences. 2020; 6(2): V35.

28.Singh A, Jain A, Soni M, Shukla P, Lahon Jrva AK. Pattern of adverse drug reactions
at a Tertiary care teaching hospital in Northern India. International Journal of Basi
&Clinical Pharmacology. 2020; 9(4): 6X32.

29.Singh A, Kumaravel J, Mahendru D, Yadav M, Kumar H, Prakash A, Medhi B.
Hydroxychbroquine Drug Safety Review for the Prophylaxis of SARS COV 2 Pandemic.
International Journal of Pharmaceutical Sciences and Research. 2020; 11(858335
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30.Singh A, Yadav M, Kumaravel J, Sharma AR, Mishra A, Prakash A, Medhi-B. E
prescription (CPOE) inndian hospitals: A strategy to prevent prescription errors. Drug
Bulletin 2020; 45(3): 451.

31.Stalin C, Roshan PK, Lakshmi PT, Ramachandra BC. A Study on Cardiovascular Drugs
showing Preponderance of adverse effects in female patients.Inventi Rapid:a&harm
Practice. 2020; 2020 (4):a&

32.Sudha KM, Devipriya S. Assessment of Adverse drug reactions due tereftotriral
drugs: A retrospective observational study. International Journal of Current Advanced
Research. 2020; 09(01): 21120113.

33.Tarai A, Pattn&k KP, Mishra KH. Electrocardiographic Abnormalities with Quinine and
Artesunate combinations in comparison to Quinine or Artesunate alone in severe
Falciparum Malaria. International Journal of Basic & Clinical Pharmacology. Z§20):
15201527.

34.ThomasTM, Udaykumar P. Antibiotic resistance pattern of uropathogens in patients with
urinary tract infection in a tertiary care center, Karnataka. MedPulse International Journal pf
Pharmacology. 2020; 16(2): 25b.

35.Thomas TM, Udaykumar P. Evaluation of antimqtrescription pattern in #patients with
urinary tract infection in a tertiary care centre. MedPulse International Journal of
Pharmacology. 2021; 17(1): @b.

36.Y.Prasanth, B.Narendra, K.Upendra, K.Rajesh, Dr.NambariHemanth Kumar. A review on
Adverse drg reactions Monitoring and Reporting. International Journal of Pharmacy
Research & Technology. 2020; 10(1)-44.

37.Zaman SU, Ramesh L, Priya BV, Beedimani RS, Manikanta M. Adverse Drug Reactions:

An Analysis of Spontaneous Reports. National Journal of iBlogy, Pharmacy and
Pharmacology. 2021;1(2): 141-146.
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PvPI in News and Media

In order tospread awareness about A&porting to PvPI, two PresSommuniqués were
published one each in Hindi (Hindustan) and English (Hindustan Times) on October 11, 2020
respectively The EnglishPressCommuniquéwas specifically targeted to spread awareness
about reporting the ADRs related to COVID drugs through dedicated form designed by

NCC-PvPIwhile the HindiPressCommuniquéocused on creating awareness on PvPI.

I Sunday Hindustan Times S&&”;‘g:',l o0
Special drive for
_3"““"!1"'" Adverse Drug Reaction (ADR)
el A I Y 1 o) D A R SN B G reporting and monitoring
(Ruaer a1 wgs goae ) da g, S of drugs used in

Wa'\'l:ﬁm m‘?ﬁ ma;nﬁ !'n sm% AT 251% am COVID-19 nandemic

bl A UL RS RULE | B beeoretrormrly iy

R g "ﬂ'\'ﬁi AR -’Imﬂ A m“’ ummwwcm‘m&::wmm

w . may link:

:‘é_q_“' q&'l“‘lh:‘fg:l'l 75'%'?171 ‘TT&THW Bff‘h' ?{Grﬁ'cﬁ‘ https://www.ipc.gov.in/images/Suspected ADR_Reporting_Form-
_@' ﬁa“\"ﬁ Sgai -‘% converted_2020.pdf and send to icsr.necpvpi@gmail.com

q. 3TI"\' ‘liﬁaﬂ'l ﬁ“ﬁl%li?ﬂﬂ HI%II"“ &l

You can also report ADR through below mentioned channels:

Issued in Public Interest
== T PIHTETIA e, lﬁ#ﬁ‘rﬁﬁﬁv s i sfear || @ INDIAN PHARMACOPOEIA COMMISSION

5 NatonalCoordinaton Cenre-Phamiacavgilance Programme of ndia (PVP)
Ministry of Health & Fami'y Weltare, Gavernment of India
l?C Sector-23, Raj Nagar, Ghaziabad - 201002, UR,

WIev—23, W IR, MEmEE — 201002, S4.
Emails: pvpi.ipcindia@gmail.com, lab.ipc@gov.in | Web: hitps:Hfwww.ipc.gov.in Jlij Emuls pralipcindie@ymal com lakipoyoen | Wetr bips://wwwpe.ovin | Fec 01202783311
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Publications of PvPFSRP recommendations in

WHO 1 Pharmaceutical Newsletter

World Health
Organization

WHO Pharmaceuticals

NEWSLETTER

Alfuzosin
Risk of palpitations

India. The National
Coordination Centre -
Pharmacovigilance Programme
of India (NCC-PvPI) has made
a recommendation to the
Central Drugs Standard Control
Organisation (CDSCO) to
request that the patient
information leaflet [PIL) for
alfuzosin should be revised to
incorporate palpitations as a
clinically significant adverse
drug reaction.

Alfuzosin is used for the
treatment of benign prostatic

hyperplasia.

Between July 2011 and
Movember 2019, the NCC-PvPI
received a total of three
individual case safety reports
[ICSRs) of alfuzosin associated
palpitaticns, The cases were
evaluated by the Signal Review
Panel [SRP), PvPI, and Indian
Pharmacopeia Commission
(IPC) whe found a strong
causal relationship between
alfuzosin associated
palpitations.

Reference:

Based on the communication
from NCC-PwPL, IPC India

{ipc.gov.in)

Benidipine
1
Risk of photosensitiviby

reaction

India. The NCC-PvPI has made
a recommendation to the
CDSCO to request that the PIL
for benidipine is revised to
incorporate photosensitivity as
a clinically significant adverse
drug reaction.

Benidipine is used for the
treatment of hypertensicn and
long term prophylactic
management of angina
pectoris.

Between July 2011 and
Movember 2019, the NCC-PvPI
received a total of five ICSRs
reporting benidipine associated
photosensitivity reaction. The
cases were evaluated by the
SRP, PvPl, and IPC who found
a strong causal relationship
between benidipine and
assodated photosensitivity
reaction.

Reference:
Based on the communication
from NCC-PwPI, IPC India

(ipc.qgov.in)

Pentoxifylline
Risk of palpitations

India. The NCC-PvPI has made
a recommendation to the
CDSC0 to request the revision
of the PIL for pentoxyphylline
to incorporate palpitations as a
clinically significant adverse
drug reaction.

Pentoxifylline is a vasodilator
indicated for the treatment of
atrial and atricvenous
circulatory disorder.

Between July 2011 and
Movember 2019, the NCC-PvPI
received a total of four ICSRs
reporting palpitations
associated with pentoxifylline
use, The cases were evaluated
by the SRP, PvPlL, and IPC who
found a strong causal
relationship between
pentoxifylline use and
palpitations.

Reference:
Based on the communication
frem NCC-PwPI, IPC India

(ipc.gov.in)
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World Health
Organization

WHO Pharmaceuticals

NEWSLETTER

Piperacillin,
Tazobactam

Risk of acute generalised
exanthematous pustulosis
(AGEP)

India. The NCC-PvPI has made
a recommendation to the
CDSCO to request that the PIL
for piperacillin/tazobactam is
revised to incorporate acute
generalised exanthematous
pustulosis (AGEP) as a clinically
significant adverse drug
reaction.

Piperacillin/tazobactam is used
for the treatment of moderate
to severe lower respiratory
tract infections.

Between July 2011 and
MNovember 2013, NCC-PwPI
received a total of six ICSRs
repaorting
piperacillin/tazobactam
associated AGEP. The cases
were evaluated by the SRP,
PvFI, and IPC who found a
strong causal relationship
between
piperacillin/tazobactam use
and AGEP.

Referance:
Based on the communication
from NCC-PwPI, IPC India

{ipc.gov.in)

Tinidazole

Risk of skin
hy perpigmentation

India. The NCC-PvPI has made
a recommendation to the
CDSCO to reguest that the PIL
for tinidazole is revised to
incorporate skin
hyperpigmentation as a
clinically significant adverse
drug reacticn.

Tinidazole is used for the
treatment of amoebiasis and
giardiasis in adult patients only
and in the treatment of
anaerabic infections.

Between July 2011 and
MNovember 2019, the NCC-PvPI
received a total of 13 ICSRs of
tinidazole associated skin
hyperpigmentation. The cases
were evaluated by the SRP,
PvPI, and IPC who found a
strong causal relationship
between tinidazole use and
skin hyperpigmentation.

Reference:
Based on the communication
from NCC-PwPI, IPC India

{ipc.gov.in)
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MATERIOVIGILANCE PROGRAMME OF INDIA

The Materiovigilance Programme of IndiM¢P1) was launched 06" July, 2015 at thendian
Pharmacopoei@ommission Ghaziabad by the DrggController General India (DC¥Wwith an
objective to improve Indian patient safety by monitoring, recording, analyzing the root cause of
AEs or risks associated with the use of medical devices and suggesting Indian regulatory bodies
for appropriate action.

IPC functions as the National Coordination Cerftrethe Materiovigilance Programme of India.
Sree Chitra Tirunal Institute of Medical Sciences & Technology (SCTIMST),

Thiruvananthapuram functions as a Matl Collaborating Cerd for MvPIl. Technical support

| )

to the programme is provided by the Division of Healthcare Technology (a proposed WH(
collaborating centre for priority medical devices and health technology pdlayipnal Health
Systems Resources Centre (NHSRC), New DdéWedical Device Adverse Even{8DAE),
Field Safety Corrective ActiofFSCA) and Personal Protective Equipments (PREpprting
forms have beendesigned by NC@AvPI to collect the safety information related to medical
devicesAmid COVID-19 pandemic, NC@AvPI has specially designed a new reporting tool for
collecting AEs associated with PPEBICC-MvPI recognizedb0 medical colleges and hospitals

across the country as Medical Devisdverse EvenMonitoring Centres (MDMCSs).

To ensure effective adverse etvaeporting culture among MDMCs, clinicians, biomedical
engineers, hospital technology managers, and other healthcare professionals, MvPI has been
imparting handson training programmes/awareness sessidng®-CMEs/ workshops etc.
periodically.

Reviewmeethgswith regulatoy authorities are regularlyold to assess the progress of MvPI.
To keep the stakeholders updatdCC-MvPI publishes enewsletters, guidance documents,
advisory notices etc. oaregular basis on the website of IP@x( ) and alsamace
available printed versiaof Reference Manual for Medical Devices. This document provides
guidance to assist manufacturers, tradefistributors, importers, clinical establishments,
healthcare professionalsicithe general public on regulatory requirements concgymedical

devices, nationallyecognized medical devices standdrdindia and postmarket requirements.
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Reporting Status of Medical Device Adverse Event to NCOIVPI

NCC-MvPI, IPC collects, collas and analysAEs associated with medical devices exclusively
in Indian population,analyse the benefiisk ratio, generate evidentased information on
medical devicesafety supportregulatory bodiesn the decisiormaking process omedical

devices& communicate the safesygnalon use of medicalevices to various stakeholders.

Total number of MDAE reports received (monthwise): 1,683 MDAE reports have been

reviewed and processed for subject expert opinion.

55 61 lIllllIlI

Apr-20 May-20 Jun-20 Jul-20 Aug-20 Sep-20 Oct-20 Nov-20 Dec-20 Jan-21 Feb-21 Mar-21

B No of reports

Serious and nonserious: Out of total1683 reports, 47% reports were marked as serious and
53% reports were reported as remTious.The criteria of seriousness are taken from medical

device rules 2017.

M Serious W Non-Serious

173 175
18 113
97 o1 97
75 76
o o 7 6767
54 54
46 46
a1 ¥ 32
" HE HE u N

Apr-20 May-20 Jun-20 Jul-20 Aug-20 Sep-20 Oct-20 Nov-20 Dec-20 Jan-21 Feb-21 Mar-21
Serious/Non-Serious : 1986/1201
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Reporter wise MDAE Reports Out of total 1683 MDAHEeports, 52% reprts were reported

by MAHSs, 43% reports were reported by MDMCs and 5% reports were received from AMCs.

Reporter Wise Trend of Reporting

B MAHs EMDMCs B AMCs
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Training/Workshop/Awareness Programmes

In total 22 training /workshops /Awareness programmes were condécfeatticipatedby IPC,
NCC-MvPI in the induction period starting from April, 2020 to March, 2021.

CMEcumewor kshop on fAMaterio
1 25" March, 2021 of medi cal deviINCGWHRI,IPCdanr g 60
' association with AIIMS, Patna

2% ndi an Regulatory & Qua
organized byAssociation of Regulatory Affairs iefessionals

d
2. 23" March,2021 (ARAP) in collaboration with Indian Pharmaceutical oy
AssociatiorDelhi State Branch
Lecture delivered during6™ Skill Development Programmy
3 16" March,2021 | on Pharmacovigilance for Medical Products organized 105

NCC-PvVPI

Training programme on fdCa:¢
4 16" March,2021 | adverse events effectiveey and best pr | 20
' by NCC-MvPI, IPC

Webinar on fiBasics of Ma
training on MDAE r &@®MvRIIinN 150
association with Lovely Professional University, Punjak

19" February,
5. 2021

Webinar on fiUpdate on Ph

h
19" February, devices and its i Ranmiat ar 100

6. : : . :
2021 University of Applied Sciences, Karnataka
h Webinar on fAMateriovigil
19" Felruary, Over vi e wedbySRM fnstitute of Science & 150
7. 2021 i
Technology, Chennai
Webinar on fiCoordinator M
22" Jaruary, Progranmefor Patient Safety Pharmacovigilance Associa 200
8. 2021 workingat AMCsof North zone Reg

PGIMER, Chadigarh

Webi nar on ABrain storm
Assessment of Me d i c aNCC-\Dwly 150
IPC in association with PGIMER, Chandigarh

17" December,
9. 2020

4" 5™ 18" 19" | Webinar on "Rte of Biomedical Engineers in Assessment
239 & 24" Medical Devices Adverse Events" organized ¥gC- 100

10. . L - .
0 December2020 MvPI, IPC in association with AMTZ, Vishakhapatnam
Webinar on AParticipation
4™ December, | in Materiovigilance Pgr amme of | ndi a 150
11 2020 by NCC-MvPI, IPC in association with Association of

Indian Medical Device Industry
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13" November Lecture deIivered .duriniys”‘ Skill Development Progremm(
12 2020 ' on Pharmacovigilance for Medical Products orgedilay 183
NCC-PVPI
ih th WHO meeting on Al nf o-markaetland
13. g 920(38t0ber, market surveillance of medical devices including in vitrc 100
di agnosticso
h Webinar on fAAddress e&he
14. 25‘82e0|c12eomber, Programme of India to pr 100
Lovely Professional UniversityPunjab
Webinar on fiMedi cal Dev
15 25" September,| Chal | enges 0NGCiMyP4, tPC in asdocidtign 120
' 2020 with Parul Institute of Pharaty, Parul University, Vadodar
Guijarat
Webi nar on fAMedical devi
16 24" September, Awareness among the phai 100
' 2020 Delhi Institute of Pharmaceutical Sciences @esearch
(DIPSAR), New Delhi
Webinar on fAMateriovigila
17 22" September, event on PPE kDepgagmentofr g g 50
' 2020 Pharmacology, Kalpana Chawla Govt. Medical College
Karnal Haryana
- 17" & 18" MvPI 4™ Induction-cumtraining programme organized by, 42
' September2020 NCC-MvPI, IPC
19 7™ September, e-CME training on Medical Device Rut2017 & 30
' 2020 Materiovigilance organized by PGIMER, Chandigarh
e-CME training on MvPlorganized byDepartment of
20. 70 August, 2020 Pharmacology, Government Medical College, Jammu, i 100
collaboration with NCEMvPI IPC
Webi nar on AMedi cal Devi c
21 4™ Jure, 2020 events management during COVID Pandemic: Your 30
Experiences dNCOGMvBIani ze
Webi nar on fAMedical Devic
> 13" 18" & 26" events management during COVID Pandemic: Your 30
' May, 2020 Experiences NC@GMvBlani ze
Details of recommendations forwarded to CDSCO
S. , Action Taken by
No. Date Recommendations CDSCO
11" September NCC-MvPI found6 seriousAEs involving 05
1. "I heart valves and 1 knee implant which were foyUnder Consideratig
2020 . , . )
to be associated with medical device.
NCC-MvPI, IPC has foun@3 AEsincluding
h enitd haemorrhage and device expulsion . .
2 20" May, 2020 gassociated with '?he use of Intra U?erine ShleSAeTiE Cl
Contraceptive Devicesf the same batch.
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Newslettersof MvPI

During the indexperiod, 4 enewsletteravere published by MvPtib updatethe stakeholdersn
the recent activities.

£ @-Newsletter 2 @-Newsletter

VOL 2 | ISSUE 2 | 2020 VOL 2 | ISSUE 3 | 2020

Materiovigilance Programme
of India

Matenovugllance_ , et ot e
Programme of India : Tntin PharmacpnasComission

Minitry of Hewlth wed Farsiy Welfare (Who'W)
Govermevet of Insie

€-Newsletter

VOL 2 | ISSUE 4 | 2020

‘g Maternovngllance 2021
Materiovigilance Programme

Programme of India

Pusished by
National Centre - rog of India
Indian Pharmacoposia Commission
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GLIMPSE S OF TRAINING/WORKSHOPS/AWARENESS PROGRAMMES

0o 56
>

QY &

Your audio connection has been lost.

l nag
3
# DMK DSJ 'S Attempting to reconnect now

ax Indian Pharmaco. Indian Pharmaco. Girish ¥ Dr M Kannan Chayanika Baishya Dr. Smruti Jagtap Nazia Sulthana
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DrShrikant Bharath Rajashek Dushyant Joshi @ | ~ Vijay Yerojju Shreya Khatri " P Navale, SanjayKu
> ) an)

P ! 5
‘ A ‘ DAP ss ) 2

Musthafa Acharya, Raksha Manish Bali % @x Dr. Aniket Patil Siddheshwar Shin. Payal Doshi x Dr Kedar C. Gandhi
A
R :
AP ) -~ s r -
&

Alka Pandya Swapnil Deshmukh Naveen Chandu G. NC Pandey Sharma, Vikas Manish Thoutuwar Izharahemad Ans.

W DAV MS KB > DM

JatinV Dr Aarthi Velmuru, Maneesh Soni ax krishna bhagavan x Shray Srinath ] Dr Mir

: P §
KL NT ’ " il 5 VLR F .
-

|
EY

CHITRA

NS

Neha Shaikh

‘
{
Raghunath Dhule

SD

Suneetha D

CDSCO-Dr Rubin,

S

=
Kajal Lalit Namrata Tiwari Asif Khan, UCB Ph. Manish Durgapal JJii] < Vobbineni Lokesh..  ®x faizan Kirodian, Babita [ « Shray

Participants of 14' Regional Webinamon éPharmacovigilance & stablishment of PV
System in Pharmaceutical IndustriesA Way Forwardorganized by NCEPvPI on "

October, 2020

¥ GoToMeeting ¥ o)

Talking: Indian Pharmacopoeia Commission View Everyone £

X People 157/251

¥ Mute All

Tendulkar Sanjivani
Thube Madhuri
UniquelT

user

Vasavi Patra
Versha Verma
Vishal Mandhan
Vivek Dhiyani
Yamini Perumal
zinataman sarkar

Meeting ID: 942-091-149

Invite

=z

Screen

@ Meeting is unlocked

= Q@

N

2 Unmute All

R R R K KN
<

R A&

R R 1§

PR

Copy Meeting Link

Participantsduring 15" Skill Development Programme ofPharmacovigilance of Medical
Product®conducted onlindrom 9" to 13" November, 2020 at IPC
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Inauguration of 16" Skill Development Programme on Pharmacovigilance of
Medical Producs conducted onlineat IPC from 15" to 19" March, 2021

o = ,

nMedSofoq;‘Veek

Promotional Activitieson Pharmacovigilanceonducted aNEIGRIHMS, Shillong,
Meghalaya durings™ #MedSaetyWeek
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= Ipc Ghaziabad . ‘;" Ipc Ghaziabad
’J 20h-Q@ e 19h-Q@
Materiovigilance Programme of India (MvPl), IPC monitors safety of

Make sure to ask patients about any side effects they may be
medical devices.

experiencing as a result of taking a medicine.
You may report any Medical Device Adverse Events (MDAE) using
MDAE reporting form.
(https://ipc.gov.in/.../MEDICAL_DEVICE_ADVERSE_EVENT..)

For more information on MvPI, IPC visit:
https://ipc.gov.in/../materiovigilance-programme-of...... See More

Report side effects via icsr.nccpvpi@gmail.com (for HCPs) &
pvpi.compact@gmail.com (consumers)

By doing so, you are helping to make medicines safer for everyone. ...
See More

Medical Devices
Adverse Events Reporting

Patient with
a side effect?

Meaithcare Professionats and Patients can Report
Adverse Events due to Medical Devices
Known or Unknown. Serious or Non Serious. Frequent or Rare) to

1800-180-3024

Metpiing (Toll Froe) 900 am - .30 pro. Monday to Fridey
/

\\\\E'ij — ;/ /

1l o03/015

O 47 2 Comments 26 Shares O 60 2 Comments 48 Shares

e Like ) Comment &> Share b Like ) Comment /> Share

NCC-PvPI posted various Social Media posts tas@awareness and to furthetrengthenthe
Pharmacovigilancesystem in India during % #MedSafetyVeek

Celebrationof 5th #MedSafetyeek at NCGPVPI, IPC, Ghaziabad organised by WHO
UMC from 2" to 8" September, 2020
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ANebinar on Causality Assessmémas organisedn 2" July 2020 by PvPI, IPC
Ghaziabad

dvirtual Training of ADR reporting in NVBDCP6organisedjointly by PvPI& NVBDCP on
6™ August, 2020
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(?) Speedtestby Ockla - The Globa! X | M Inbox (335) - itnccppi@gmailc X | @ @ Meet-dthinductioncum ¢ X | E=] Newtab x

< > O O https//meetgoogle.com/vei-gmvb-osu?authuser=0&hma=18&hmv=1 0 %« * @ @

D DR BIKASH Medhi is presenting 4th induction cum training progr... X

&), People (38) [ chat (10)

m T

'ﬁ | = 2 Abisha Thangaswamy
LIST OF NOTIFIED MEDICAL DEVICES oI+ DRBIKASH Medhi ?e
[ —

6@ Ankita Beniwal

charu ra

‘ Chetna Desai

x samidh shah

(ilcometer (cf

Dhgral Termomc

L Mohan Amberkar

Al implastsble il devies Eg e o |, Apal 1)

DR BIKASH Medhi (Presentation)

Bene srrow cell spartor

DR BIKASH Medhi

L Sneha Ar}wﬁm
03 Dr Bikash Meher
Q@ Dr. Manisha Bisht AlIMS

ied m Metical Devics Rules 017
Uhraseusd equipment (eficcte from |, Novesber, 204)

Dainfectants snd msextide:

NCC-MVPI organized®" Induction-cum-training programmedon 17-18 SeptembeR020 via virtual
mode for the newly recognized MDMCs

¥ GoToMeeting v

Talking: IPC View Who's Talking  $ Q° @&

Dr Sanu Sain has arrived.

"= CB)) - QM B 22M

3/25/201

NCC-MvPI, IPC in association with AIIMS, Patna organized a Virtu&ME-cum-e-workshop on
MMateriovigilance:Ensir i ng saf ety @i Mame2§,i2e24 | devi
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INDIAN

. — |
= 'v .
L _u | L_| B
— K o L 2018
4

MvPI officials setup a stall and created awareness on resource materials for information, eiducat

and communication about MvPin @™ Indian Regulatory & QualitySu mmi t ( | RRZY
March 2021
LA Meet - daw-zkex-juy - Profile 1 - Microsoft Edge = | 6 ‘ X4
& https: //meetgoogle.com/LI.|m'r/l€A’x—j||y Yauthuser=0 0

"

™+« Sripada Nitu Behera W Hari

W sabitri pandit ees faizank

Meeting details A ) - (m]

NCC-MvPI, IPC organized a vitual training programme for MvPI A s o0 ¢ i aGase Narrative 0

writing for reporting adverse events effectivewaydan best pr acti ceso

on 16" March 2021
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List of NCC-PvPI and MvPI Staff

Designation

e-mail ID

Secretancum-Sdentific Director(l/c),
1. | Dr.Jai Prakash Senior Principal Scientific Officer & | jaiprakash.ipc@gov.in
Officer-in-Charge, PvPI
Dr. Rajeev Singh T : . :
2. e — Secretarycum-Scientific Director rajeevr.ipc@gov.in
. Senior Principal Scientific Officer & . : :

3. Dr. V. Kalaiselvan Officer-in-Charge, MvPI kalaiselvan.ipc@gov.in

4. Dr. Shashi Bhushan | Senior Scientific Officer bshashi.ipc@gov.in

5. Dr. R. S. Ray Scientific Assistant rayrs.ipc@gov.in

6. Dr. Shatrunjay Shuklal Scientific Assistant shatrunjay.ipc@gov.in

7. Mr. Rishi Kumar Scientfic Assistant rishikumar.ipc@gov.in

Contractual Staff
8. Mr. Vipin Kumar Senior Pharmacovigilance Associate \(/)|r|cr)1|n_pharma84@yahoo.c
. - . dr.vijitagrawal@gmail.co

9. Dr. Vijit Agrawal Senior Pharmacovigilance Associate m
10. Ms. Shrishti Saroha | Senior Pharmacovigilance Associate | shrishtisaroha@gmail.con
11. Mr. Bharat Kumar Senior Pharmacovigilance Associate l;rr:]aratvuaykumar@gmall.
12. Ms. Swati Thapliyal | Senior Pharmacovigilance Associate | swaticologyl8@gmail.corn
13. Mr. Anoop Kumar Senior Pharmacovigilance Associate sqnoop_smgh?Z@yahoo.c
14. Ms. Anusha Erravalli | Senior Pharmacovigilance Associate 2nn:JshaerravaII|93@gma|I.
15. Ms. Bhanu Priya Junior Pharmacovigilance Associate | bhanupriyarai@gmail.com
16. Ms. Shilpa Junior Pharmacovigilance Associate iglrlT?a.bhardwaJZS@gmall

- . k il.

17. Dr. Ankur Dagar Pharmacovigilance Associate ?nn urdagar39e@gmail.cq
18. 1'\-/|(;lmzerjw Singh Junior Pharmacovigilance Associate | tejvrst444@gmail.com
19. Mr. Shubham Junior Pharmacovigilance Associate Zg’::akurshubham@gmall
20. Ms. Roshini Shivvedi | Junior Pharmacovigilance Associate (r)ons]hnlshlwed|22@gmall.c
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21. Mr.. Gedela Kall Pharmacovigilance Associate krishnabhagawan.ipc@gn
Krishna Bhagavan ail.com
22. Mr. Sumit Bhidwaria | Junior Pharmacovigilance Associate :mitbhidwaria@gmail.co
23. Ms. Deepti Sachdeva | Junior Pharmacovitance Associate deeptischdv@gmail.com
24, Mr. Asif Zawed Junior Pharmacovigilance Associate | asifzawed@gmail.com
25. I;{/I;.W,;l:ash Deep Junior Pharmacovigilance Associate | akdrawat1233@gmail.con
26. Mr. Arjun Singh Pharmacovigilance Associate S:.arjunsingh@omiok.co
27. \'\;Iigh(\fvigs:rhma Junior Pharmacovigilance Associate | gvl448@gmail.com
28. Mr. Maneesh Soni Junior Pharmacovigilance Associate :]Zirll-i(szgrsnoni.pharmacist@
29. Mr. Pawan Kumar Materiovigilance Associate Eg\r/nvandinodiabme@gmai
30. Ms. Nikita Mishra Materiovigilance Associate Ir?iCI;it:i]lmishra284.nm@gme
31. Ms. Kamna Sharma | Materiovigilance Associate ;a:]mnasharmaw@gmail.
32. Mr. Mayank Shukla | Materiovigilance Associate Q)azank_rajshukla@yaho
33. Mr. Rohit Sharma Junior Materiovigilance Associate Rohit.Rs2528@gmail.coni
34. Mr. Deepak Malik IT Associate gﬂleepakmalikd74@gmail.c
35. Mr. Omkar Mishia IT Associate (r;mkarmishra13@gmail.cc
36. Mr. Abhishek Bhargay IT Associate abhupandit@gmail.com
37. Ms. Anusha R. HR Associate anusha693@gmail.com
38. Ms. Madhu Smita HR Associate Lnridhusmita1287@gmail.
39. Ms. Priyanka Sharma| Admin Assistant 22;rma79priyanl@gmail.
40. Mr. Girish Pal Singh | Multi-Tasking Staff Eﬁ;hansundarZ?BQ@gm
41. Mr. Murari Multi-Tasking Staff -
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List of Newly Enrolled AMCs under PvPI (10" Phase)

States/UTs

AMC s

Coordinator

Email-ID

Andhra
Pradesh

All India Institute of
Medical Sciences,
Mangalagiri 522503.

Dr. Arup Kumar Misra

arup.pharma@aiimsmangal
giri.edu.in

Assam

Tezpur Medical College &
Hospital, Tezpur,
Sonitpui 784010.

Dr. P. Chakravarty

pinakichakravarty@gmail.cc
m

National Institute off
Pharmaceutical Educatio
& Research, Guwahati
781125.

Dr. Krishna Undela

krishna.undela@niperguwal
ati.ac.in

Chhattisgarh

Shri Shankarachary|
Institute of Medical
Sciences, Bhilai 490020.

Dr. Nitin Pise

ndpise2222@gmail.com

Guijarat

Zydus Medical College anc
Hospital, Dahod 389151.

Dr. Rakesh Ranjan
Pathak

rr_pathak@yahoo.com

GMERS Medical College
& Hospital, Dharpur
384265

Dr. Sohil Makwana

drsohilmakwana@hotmail.c
m

Jammu &

Kashmir

Government Medica
College, Verinag Anantna
Road, Dialgam, Anantnég
192210.

Dr. Sami Manzoor

samimagray070@gmail.con

Government Medica
College &  Associate
Hospital, Dodd 182202.

Prof. (Dr.) Mushtaq
Ahmed

marumush@gmail.com

Government Medical
College, Kathua 184140.

Dr.Vineeta Sawhney

vineetasawhney@gmail.cor|

mitlavinny@yahoo.com

10.

11

Karnataka

12.

13

Shri B. V. V.
Nigalingappa Medical
College and HSK Hospita
and Research Centr
Navnagar Bagalkot
587102.

Dr. Yasmeen Maniyar

yasmeenmaniyar@gmail.cq
m

Bangalae Baptist Hospital
(A unit of Christian
Medical College, Vellore)
Bellary Road,
Vinayakanagar, @ Hebba
Bangalurii 560024.

Dr. Balakeshwa
Ramaiah

balupharmacy@gmail.com

Father Muller Medical
College, Kankanady,
Mangaluri 575002.

Dr. Chandra Lekhan

smilekha 25@gmail.com

Smilekh25@fathermuller.in

Institute o]
Science Distric]

Gulbarga
Medical

Hospital Campus

Dr. Priyadarshini M.
Deodury

dr.priyadarshinideodurg@gn
ail.com
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14.

15

Kalaburgi 585105.

East Point College o
Medical Sciences &
Research Centre,
Bangalurii 560049.

Dr. Bhaskar H. N

Pv.epcmsrc@eastpoint.ac.i

Srinivas Institute of
Medical Sciences &
Research Centre, Mukki
Surathkal, Mangaluiiu
574146.

Dr. Jayaraj M

drjayaraj1984@gmail.com

16.

17.

Kerala

18.

Aster Malabar Institute o
Medical Sciences Ltd.,
Mini Bypass road, Goving
puram (P.O),Caliciit
673016.

Dr. Cijo Oommen

cijo.oommen@asterhospital
om

Govt. Medical
Thrissuri 680596.

College.

Dr.Ambike Abhishek

ambingu@gmail.com

P.K. Das Institute of
Medical Science
Vaniamkulam, Ottapalam
Palakkad 679522.

Dr. C.S. Bharathan

bharathcheru@gmail.com

19

20.

Madhya
Pradesh

Government Medical
College, Shahdvl484001.

Dr.Satkar Rajbhoj

rajbhojsakarl@gmail.com

Government Autonomou
Medical College, Vill. i
Banjali, Sailana Road
Ratlami 457001.

Dr. Neeraj Kumar
Agarwal

drneer80@yahoo.com

21,

22,

Maharashtra

23.

24,

All India Institute of
Medical Sciences, M#m,
Nagpuri 441108.

Dr. Ganesh Dakhake

gndakhle@aiimsnagpur.edu
n

Govt. Medical
Jalgaoin 425001.

College,

Dr. Shaikh Emaran
Shaikh Ismail

drimranteli@yhoo.co.in

MIMER Medical College,
Talegaon Dabhade, Pung
410507.

Dr. R.J. Waga

waghinthenet@rediffmail.cq
m

Symbiosis Medical Collegs
for Women & Symbiosis
University Hospitals anc
Research Qdre, Lavale,
Puné 412115.

Dr. Prasan Bhandari

hod.pharmacology@smcw.¢
u.edu.in

25,

Puducherry

Sri Venkateshwara Medicg
College Hospital &
Research Centre, Ariyul
Puducherry -605102,
605107

Dr. A. Mangaiakaras

mangaiarkkarasi@svmchrc,
c.in,
drmangaimurali@gmail.com

26.

Punjab

27.

Chitkara College of
Pharmacy, Chitkarz
University Chandigarh
Patiala, NH 7, 64, Tehsil

Rajpurai 140401.

Dr. Ravinder Singh

ravi.jara@gmail.com

All India Institute of
Medical Sciences

Dr. Abhinav Kanwal

abhinavkanwal@gmail.com
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Bathindd 151001.

28. Government Thiruvarul
Medical  College  anc Dr. C. Preeth preeth2k4@gmail.com
Hospital Vilamal,
Thiruvarur-610004.

29. Govt. Tiruvannamala

Tamil Nadu Medical College & Dr Sudha hodpharmgté/:rr(]:2019@gma

Hospital, Tiruvannamalai :
606604.

30. Panimalar Medical Colleg ) ]
Hospital & Researct Dr Thulasi Gokul drthula5|gok.ulmdpmchr|@g
Institute, Poonamalleg mail.com
Chennaii 600123.

3L Government Medica jagathinagari@gmailam
College, Nalgonda,
Telangan@a 508001. Dr. N. Jagathi Devi kn_prasad2003@yahoo.coi

Telangana

32 Mamata Academy 0]
Medical Sciences| Dr. C. Deepa Latha cdeepalatha@gmail.com
Bachupally, Hyderabad
500090.

33 Central Drug Researc i
Institute, Sectono, | Dr- RabiSanarBhata |\ 0o ta@cdrires.in
Jankipuram Extension
Lucknowi 226021.

34. All India Institute of
Medical Sciences ) ) ]

Uttar Pradesh | Department of Dr.Hira Lal Bhalla hirabhalla@gmail.com

Pharmacology, Gorakhpur,
273008.

35. Rajarshi Dashratl )
Autonomous State Medicd Prof.SalllKumar dr-salil@hotmail.com
College, Ayodhya 1 Srivastav
224133.

Current List of all AMCs under PvPI

Source http://ipc.gov.in/images/AMC List.pdf
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List of Newly Enrolled MDMCs under MvPI

S. No State MDMC Coordinator Email Id
BJ Medical College, Civil Hospital
1 Guijarat Canpus, Haripura, Asarwa, Dr. Chetna Desai | chetna99@gmail.con
Ahmedabad380016
Kalpana Chawla Government
2. Haryana Medical College and Hospital, Dr. Tirthankar Deb | tirthdeb@gmail.com
Karnal 132001
Bangalore Medical College and . . .
3. Research Ingtite, Fort Kishna DRré.Ei\l/t';?; kawtha;?ljigar:]hna@gn
Rajendra Road Bangalerg60002 ! '
4 Karnataka JIM Medical College, Devanagere Dr. Sushma HK drhksushma1989@gn
577004 ail.com
Kasturba Medical Qtege, gowtham.ramdasbhat
o Manipal, Udupi 576104 Mr. Gowtham @altheagroup.com
Pushpagiri Institute of Medical Dr. Liva Roslin
6. Kerala Sciencs and Research Centre, ' Jgse h liyaroslin@gmail.com
Tiruvalla- 689101 P
Symbiosis Medical College for
7 Women & Symbiosis University Mr. Sunil Anant | managerbiomed@suh
’ Hospital& Research Centre, Kulkarni c.sic.edu.in
Maharashtra Lavale Pune 412115
Dr. VasantraoPawar Medical crl@drvasantraoparw;
8. College Hospiil and Research Dr. Pradip Barde rmedicalcolle ee:om(
Centre, Nashik422003 ge.
. Zoram MedichCollege, Falkawn drvanlalhruah@gmail,
9. Mizoram Mizoram 796005 Dr. Vanlalhruah com
. Lovely Professional Univeity, . .
1 Punjab JalandhaDelhi, Phagwarai44411| D Bimlesh Kumar b'm'eSh-;Zi:”@'p“-C
11 All India Instituteof Medical Dr. Sneha R ambwanis@aiimsjodh
’ Sciences, Jogur- 342005 Ambwani pur.edu.in
Rajasthan Jaipur National Universityinstitute ;
12. of Medical Sciences and Researq Dr. Mukul Mathur mathurrﬁ;ﬂlil;%@red'ff
Centre, Jaipur302017 '
Madurai Medical College aeebmegrhmdu@gma
13. Tamil Nadu GovernmenRajaji Hospital, B Sridhar Igcom gma
Panagal RogdMadurai 625020 '
Mulayam Singh Yadav Medical
College and Hospital21 Km,NH . ksdcharitabletrust@g
14. Uttar Pradesh 235, Lalpur, KharkhodaHapur Dr. Jaswant Rai mail.com
road, Meerut 245206

Current List of all MDMCs under M vPI

Sourcehttps://docs.google.com/spreadsheets/d/17VyeCkSz1GKuuD

whyGqylJdxlYcl 2UFvRceJuTgbNk/edit?ts=5f181c51#qid=0

77| PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)




riipleyiovsd PERFORMANCE REPORT

Acknowledgements

| sincerely acknowledge the efforts and contribution of the following membery ¢éam for

compiling and meticulously preparinggtiPerformance Report 2021

Dr Jai Prakash, Senior Principal Scientific Offi8eOfficer-in-Charge, PvPI
(FormerSecretarycum-Scientific Director IPC)

Dr V Kalaiselvan, SenioPrincipal Scientific Office& Officer-in-Charge MvPI
Dr ShashBhushan, Senior Scientific Officer

Dr R S Ray, Scientific Assistant

Dr ShatrunjayShukla, Scientific Assistant

Mr Rishi Kumar, Scientific Assistant

Mr Vipin Kumar, SenioPharmacovigilancAssociate

Mr Anoop Kumar SeniorPharmacovigilance Associate

Mr Tejvir Singh TomayJuniorPharmacovigilance Associate
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Annexures

Annexure -|

Version1.3

SUSPECTED ADVERSE DRUG REACTION REPORTING FORM

For VOLUNTARY reporting of Adverse Drug Reaction by Healthcare Professionals
INDUAN OPODA O Natongd Cosrdnaton Cantre-Phinmacoviglinoe Progoamme of haa)
Mitsiry of Heath & Family Widlare. Govesnment of leda Sector-25 Rig Nagr, Chazates 201002

208

Reg. No. /PD No. (0PO No. \CR No. :

2. Age at the tme of 3.Mo Fo Othero AMC Report No.

1. Patient inftials Evert or Date of Birth - -
4. Weight Kgs Worldwide Unigue No.

12. Refevant tests/ hboratory data with dates

5. Event/Reaction start date {dd/mm/yyyy)

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

& {A). Onset Lag Time
7. Describe Event/Reaction with treatment details, if any

13. Refevant medical/medication history {e.g. allergies, race,
pregnancy, smoking, alcohol use, hepatic/renal dysfunction,
Past surpery etc.)

14. Sericusness of the reaction: No T If Yes Diplease tick

anyone)
O Death( ) 0O Congenital-anomaly
O Ufe threatening O Disabisty

CHospitai zation/Prolonged O Other Medically important

15. Outcomes
O Recovered [ Recovering [0 Not recovered
O Fatal O Recovered with sequelae [0 Unknown
SUSPECTED MEDICATION(S)
Exp. Dat F enc Therapy dates
SN0 8. Name pManufacturerBatch No. mlf i Dase | Route Ig:: aDv Py aD - Indication Causality
Brand/Gen o in eNo.| ¥ ¢ d e Assessment
(Brand/ erc) | (f inown) |/ iot No known) used use: etc.} Pate started stopped 137,33
i
L]
n*
S No P. Action Taken (please tick) 10. Reaction reappeared after reintroduction (please tick)
as Drug Daose Dose not| Not
I Y f J f rel
per €| yithdrawn Dose Increased rechced | changad |agpiicable Unknown e No Effect unknown |Dase (If reintroduced)
L}
‘
C
™
11. Concomitant medical product including self-medication and herbal remedies with therapy dates |Exclude those used to treat reaction)
S.No | Name {Brand/Generic) Dose Route used Frequency (OD, Therapy dates indication
used 80, etc.) Date Date
started stopped
i
]
e

Additional Information:

16. Name and Professional Address:

Pin: E-mad
Tel. No. {with STD code)
Occupation: Signature:

17. Date of this report {da/mm/yyyyk
and Name of Receiver-

viidentiality: The
constitute an
n ADR re

*use separate page for more information
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National Coordination Centre for Pharmacovigilance Programme of India
Ministry of Health & Family Welfare, Government of india

Sector-23, Raj Nagar, Ghaziabad-201002
Tel.: 0120-2783400, 2783401, 2783392, Fax: 0120-2783311
www.ipc.nic.in

ADVICE ABOUT REPORTING

A. What to report?

» Report serious adverse drug reactions. A reaction is sertous when the patient outcome Is:

Death

Life-threatening

Hospitalization {Initial or prolonged)

Disability (significant, persistent or permanent)

Congenital anomaly

Required Intervention to prevent permanent impairment or damage

» Report non-serious, known or unknown, frequent or rare adverse drug reactions due to Medidines,
Vaccines and Herbal products etc.
Note- Adverse Event Following Immunization can also be reported in Serious AEF| case Notification Form
available on http://www.ipc.gov.in)

B. Who can report?
» Al healthcare professionals (Clinicians, Dentists, Pharmacists and Nurses etc) can report adverse drug
reactions

C. Where to report?

» Duly filled inSuspected Adverse Drug Reaction Reporting Form can be sent to the nearest Adverse Drug
Reaction Monitoring Centre (AMC) or directly to the National Coordination Centre {NCC) for PvPI.

» Call on Helpline (Toll Free) 1800 180 3024 to report ADRs or directly maill this filled form to
pvpi.ipc@gon.in

» Alist of nationwide AMCs is available at:
http://www.ipc.gov.in, http://www.ipc.gov.in/PvPl/pv_home_html

D. What happens to the submitted information?

» Information provided in this form is handled In strict confidence. The causality assessment is carried out at
AMCs by using WHO-UMC scale. The analyzed forms are forwarded to the NCC through ADR database.
Finally the data is analyzed and forwarded to the Global Pharmacovigilance Database managed by WHO
Uppsala Monitoring Centre in Sweden.

» The reports are perlodically reviewed by the NCC-PwPi. The information generated on the basis of these
reports helps in continuous assessment of the benefit-risk ratio of medicines.

» The Signal Review Panel of PPl to review the data and suggest any interventions that may be required.

E. Mandatory fields for suspected ADR reporting form

» Patient initials, age at onset of reaction, reaction term(s), date of onset of reaction, suspected
medication|s) and reporter information.

For ADRs Reporting

E-mail:pvplipc@gov.in
PvPI Helpline (Toll Free):1800 180 3024(3:00 AM to 5:30 PM, Monday-Friday)
ADR Mobile App: "ADR PvPI"

Sourcehttp://ipc.gov.in/images/ADRReportingForm1.3.ulf
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Annexure-||

Version 1.0
eI 1.0

e gerTa gaer B (SRl @ forg)

oo ws, IMdiian Pharmacopoeia Commission, National Coordination Centre- Pharmacovigilance Programme of india, Ministry of Health & Family
‘Welfare, Government of India.

et e i s, Tt e iy — e T i,
e g gfteR ST AT, T WO |

ﬁ MEDICINES SIDE EFFECT REPORTING FORM (FOR CONSUMERS)

&

1.Patient Details/ Fft 7 firmo

Patient Initials/ Gender/ T (V)
Inft F aEmER: Other/ 371 [ ]

Mala/ TFa [ Femalef =1 [ .u.ge:\'ea.r or Manth)y

AR

a. Reason|s) for taking medicine(s)| DiseaseSymptoms) TSI} S5 & WO (T, FEW):

b. Medicines Advised by/ = AL # a1et v): Doctor/ Zfawe [ Pharmacist/ wiiferes [] Friends/Relatives/ firs /v [
: 18 ol a3 s ) [

Address 9T
Telephone Nof =SB = Emailf e
4. Details of Medicine Taking/Taken/ Y o7 0ff & / = or it Temf =7 firmon
Mame of Medicines/ Quantity of Medicines taken (eg. 250 mg, Expiry Date of Date of Start of Date of Stop of
¥ =™ Two times a day )/ & T8 TwE B AT | Medicines/ T ® Medicineas/ Medicines, T
(FamEem @ fay 250 frm, e A= A @ fafirn gt o Tl W e o e
) fifiy T o firf

Dosage form [T 1 Fem(y] @ Tabley/ 7t (Foem) [ Caps.ul&,l' ﬁ"rqa ] wnjection/ FEmer [ oral Uiquids/ s
A [ If Others (Pease Sty W3S 3T (g Bt ]

5. About the Side Effect/ JmR & Wit 3

When did the side effect start?/ o6 B OEaT @@ BR WIF T | Side Effect is still Continuing | Yes/No)/

When did the side effect stop?/ T9MTT B9 W ga A | | v e ord & o)

J:Pid not aﬁmdauln,ra:tmhes," Hom = [ mffiect daily activities) 3 T -
[ Jpdmitted to hospital/ 3RS = W0 T [_]oeathf 77

C_Jothers/ =

?.m;;?}e the Side Effect [What did you do te manage the side effect?)/ THTT B =me T (G0 Swmml & S0 T ey ¥ g
Lo 7

-

This reparting is waluntary, has nolegal implication and aims to improve patient safety. Your active participation is valuable. The informaticn provided in this
form will be forwarded to ADR Monitoring Centre for follow-up. You are requested to cooperate with the programme afficials when they contact you for
more details. Please do repart even if you da not have all the infarmaticn.

T fisifén siftes & = oeph Pt o # @ o mee it ot s § g e &) e e Aeiel gEme #) o o S ond wrvh
ﬁmﬁﬁmﬁqﬁmﬁnﬁrmﬂmlmmiﬁmmﬁm*mﬁmﬂmmﬁmmummgﬁwwmm
FOTE T A | g T o T we ww gt o)

Flass turn the page iz resd the imeructons

=il #1 T # S PO 0 O

81| PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)




riipleyiovsd PERFORMANCE REPORT

send your repart by mail or Fax tof W8 97 P9E ¥ T et R P o o 0

Pharmacovigilance Programme of India

National Coordination Centre,

Indian Pharmacopoeia Commission,

Ministry of Health & Family Welfare, Govt. of India
Sector-23 Rajnagar,Ghaziabad-201002. Uttar Pradesh
Tel.:0120-2TE3400, 2783401, 2783352

FAX: 0120-2TE3311

Emall: pvpi.compati®gmail.com

Faf more information visit us at WIVWLIPE. (o, i

Call us on Helpline! BP5MFT 7 91 B 30

1800-180-3024 (roiiFreer
(e W)

{9:00 AM to 5:30 FM, weekdays/ HRE: 800 T3
B30 o T, Wl i o)

TesPonEE 1o 4 riguest from tw public.

T Fm

T ithictal's | distity i Beild in SLCE oA Tidiaeli and Brotiblied o the Tullisn e, Programine S0l & oo dapected 0o & nd will fol SScloss the fepoiteds denlity @

9 # pEs F qin A oiR i vE A ) e & R A a @ A s R e 4 o s s w i 3 e @ e W geem

Instructions to Complete the Reporting Form
o o v o v & i P

Saction | - Patient Details
+ I patient initial, vrite firs better of tha name and first letter of the surama
|og. Pradeap Sharma-PE)
«  Provide persoral information [Gender, &g
Saction -2 Haalth Infarmation
< Providi reacon(s) for taking medicnes and madcines advised by (Doctor,
Prarmaciss,
Friend s/ Bslatives and Ser].
Saction 3 - Detalls of Person Reporting the Side Effect
+  Providi thi name (optional], address; tekphons e, and email ane necessany
10 s The et
Saction 4 - Detalls of tho Medicines TakingTaken
o Giva all details abown i Medidnes (Mame of Medcines, O uastiny of
Mudicinis taken, Expiry Date, stan afd fto@ date of Medicings) that have
cased side affeo.
P provide Dosage foren (Tabdats, Capsule, inghotions, Oval Eauid) and i
others phiase specily.
Soction § - About the Side Effoct
o Provide side affect stat and stop daties and also specity wiather th side
ettt 5 a2l continuing.
Soctian & - How bad was the Side Effect
+ Plaaa tick marks thi appropriate boses that apply.
Soction 7- Describa the Side Effoct

¢ Plaase describe the dmails of sda eflen s whan Troatmest e Calen 1o
mianage tha dide aflet.

Priler 1 — Wt v e
it o | are i G F TeE e e
ik (A o -

« ity el (i, ) we e

e — vare whih amrarl
T A T S A A % (e, e,
R aite =) |

foribar 3 — oy ot R v et iy oy ey &
et 2 wrier fy o el T S o oty i e
T |

frder a4 — ditwwwlt &/ o o et gt e
T g (e e, o s, Pt e o fif s
o e o ) o e # R e am g
A &)
e o wee (v (), dem, o, s me (e e
) T = W i

ok 5 — gow & T @ WA

s U R EN EEer e A B e o g § e o i

e gEwr wE A E

Frler 5 — v iy miverey A7
Ty A == T e A

by 7= oy ot W Wi

*  grpy T e @ TR g | geamm o fimoom
e T, fdem i

™ o o 70 T @ g e e 47 3 s aREE |

Sourcehttp://ipc.gov.in/mandates/pvpi/pvppdates/&ateqoryen/430adrreportirg-form-for-

consumersn-hindi-othervernaculadlanguages.html
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Annexure-Ill

SUSPECTED ADVERSE DRUG REACTION REPORTING FORM
(FOR DRUGE UBED IN PROPHYLAXIE/TREATMENT OF COVID-19)
For VOLUNTARY regorting of ADRs by Healthcare Professioasls
INDIAN PHARMACOPOEIA COMMISSION (Netond Coondinetioe Centre-Mrammoccvigibace Programme of India)
Miakry of meakn & Family Wefare, Gevemnnern of nels, Secoar-23, Ra| hagar, dharlabed-r01002
PrPl Hedpline {Toll Frec) @ 1B00-180-3024 (9:00 AM © 5:30 #M, MonéayFrdoy)

- PATIENT/SUEBJECT INFORMATION
Patient /Subject Catagory @ Rag. NoJIPD No. JOPD No JCR Ne. :

a Lab cenfirmed COVID-19 coae 0O |[ANC Report No. @
b Asymptomatic Healthcara Workier involvad in he O | Woeldwida Uniqua No. @ Te be ganasatad by BVPI
2 zv‘emd s's'ﬁcﬁ::‘m;ncw co:ﬁg :::ys = 9. Relevant tests /lsbarntory data with dotes
mam‘u R Test for COYID-19:
d _Otharc (Plaase spaciy) RTPCR Test O Rapid Anlibody Test O
1. Patiant/Subjact | 2. Aga/Data | 3. Walght (in Kg) | Pasitive O Nepatie O Notdoae O
Inltxdls of sirth
4. Gander ¢ 5. If famala 6. Lactating L0. Any other tasts parformad &
Mala O Femak O pregaant L. Chast X-Ray Ye O No O
Trarspender O |YesO NoO YesD Ne O 1. BQG Rndings. if any rs DO Ne O
5. BomemcH BGNIIONSUN S | e D R
Sarum Electrotytas (Na, K, Mg, Ca etc.)
S8, fmcbs St | End Onmm— 4. Ophthalmology Exam fiadings, ¥ any  Yes O No O
B 5. RA0OKGICa! eamINaTon Yes O No O

&. Other Relevant informalion, if any

L1. RECENt Travel Infarmacion :

Reo=nt History of [mtemationad Traved : =5 O No O
* Ostcome may de Indicated as (v7) ose of the following Country Visted ©

(a) Recovered  [b) Mot Recoweied (C) Remuered with saquelas Date of Retum to India :
(d) Recowering [e) Fatd (F) Unknown Intar-ctats traval/domastic traval

7. DesSCriDe Evealls)/Reaction(s) with wreatment oecalls, | L1. Relevant meaical /mealcation nistory :

if any in chroneslogical erdor Alargy/Hypersansitisty Reaction
CNromic AConousm

Semoking

Obacity

Renal Dysfunction

HegaNC DySuncean

Dinbetes

Epllapay)Sabumac

Bronchial Asthma
Cardiovascular Disens
Chronie Lung Disaasa
Inmunogeficiency Disorder
Inmuncsuppressant Drup
Ansemia

Nawralagical dicardar

6-6-PD Delicieacy
Dermatological findinps, if any
omers

oooodpoQoooopoooOoopoOan

8. SEriousness ar the reacrios : L3. Drug INteracton : Manmon name or any Interacmng
Mo O il Yes O (please tick appropriate box] {vith Suspected Dreg) dng takien 1

Dasth (cdjmm)yyy)

Li%e theeatening

Hespdtalization)Pralangation of hosgitalization
Other Medicaly important events

Ooooao
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L. SUDPFELTED MEDICINELS)

T [ Diug ame |Mandactmer] | Faich | Dp.  Pesage bosd r‘lnh Trequency | VTherapy Dates | [ndication | Lassalty |
N [{Rrand JGanaria MAMs N J Lok bata Form | acad o Bnca 3 day] Date Dete Qucacs nant
GFf known | No Hhnawn) —re e o day| arted | mapped (Poader WHE-
eoc.) urec scaie]
|8
[
&R
.
LR T Prug Name TEACLIDN aDAREd on [pexe ten) REACHON IT reap) G160 ATLEr Oruy reimroducuon
Drua Dese Witheut |Asvother | Yes %o Effect ualnavn Dose (if
Sabed o oy recdTicakios ranirvduced|
of dose
L
[
[T

14, Concomitant madication Including drug usad fer co-morbidtias, and compleamantary madicings with
therapy dates |Extlede these used to treal reaction]

[3.0C | Rame (Brand | Geseric) | = used | Freqeency(Oscea | Thoraov Dates | Tidiatan
I} | Date started | Dete stosoed
T
.
(T8
™.

. NEVIIKIEN DIFTAIL S

15. Name of the Hesltheare Professonal with Address @

Occupation :

] E-mail =

Tal. No. (with STD coda) :

Signature :

16, Date of thic report (dé/mnVyw} !

Conndenoality 1

Sign. and Name of Reo=|ver -
Fe panest s iderciry s hed 1n SIrct confoerce and Drotectes o te fuliest excent.

Submession of 2

repcr dest ot renctitate 30 sdmitenn tast eredienl peronnasd or exanfactarer ar *he prodin-t easced ar rontrihatad =¢

Uz reaclive, Sebesissive vf an ADR rspuil dues ind have ooy leya impicelon v Lbe rzpurie,

¥ Use separate page for mare inlomation. #MAH-Maketing Astharzation Holder

A

What ta report?
u A

o

1d ba

ADVICE ABOUT REPORTING

ad

aps

Report every serioes adverse diug reactions. A reaction i serious when the patient outcome is :

« Death

« USadhretening

* Hompickmton (intisl or prolerged)
Laport 3l ron-carices, tnows ar unknown, fraquest or rare adveros doug resctiose.

Wha can report?

Al haslthcars profeec

se (Oinici

Whaere to repart?

Duty flld in Sucpmctad Acdvaros Drug Resctian deportiag Form can be tend o tha Le Drng Reacton Moniter ng Canirs
(AMC) or directly  the fagonal Ceardimation CenTe (NCL) for Pefl.

Call o Hdgline (Tol frec) 1600 180 3024 o rpart ADla or firctly medl tha Siked form o pwplipoiigew.in

€, Darticts, Pharnacicis aad Nures aic) can report afuees drug resctions

A I 0f raonWEie ANCS IS avaliadle 3t © NP [/WWWLIPC.OOv.IN, NER: S WEI. DL gov Iy Ve Y pv_some haml
What happens to the submited mformatdan?

niomxion
UNC scale.

;;‘:&l In this farm IS handieo In STRT confioence.  The cousaiy
anshred farms are farwarded to the NCC-2PI thmagh ADR datsbate  Finally the data is anelyzed and forwarded to

JTJESIMENT & carned cut at AMCs

e Llobdd Phussacovigience Dalabass managed by WD Uppenls Meaitodng Ceatre in bweden

Tre regorts are perivdicaly edewed by the ROC-FPL. The information penemted on the basis of thess reports hebs in costimacus

eecment of the boxfitrok wtie of modiciess.
Tre Sigesd Review Pand of DvM reviews the data and cuggects vy nbervertione that may ba reguirad

Mandstory flalde for cucpactad ADR Raporting Farm

Patiert initinke, age st orcet of reaction, ruactian tarm(e), dale ol oreet ol maction, cepected medication|e) L reperter ifformation.

1shg -

For Adreric Bruy Reactios Reporting Yook
» R-ouil : id
» rurimeplise (Yol Free) @ 1800 180 3029 (4:00 AN 0 530 #1, Mongay-Friday)
» ADR Mobile App : “ADRPWPL"

in

Sourcenhttp://ipc.gov.in/fimages/Suspected ADR Reporting Foomverted 2020.pdf
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Annexure-1V

Whare b ot : Dul Sk farn e e senl ® Crdian

ol i el s e LD L BOUA e rayaed. b e L

1. femneral Informnadion:

Pharmsteds Lommslon. o
Secton . Radssoar, Ghaelibed D01 Taled k=1 FEMI0. T390 asd IMEOINE FUCOLED2 185511 #r endl o sharnlar balleor in

UTEan no. 1.L

PERSONAL PROTECTIVE BJQUIPMENT ACVERSE EVENT REFORTING FORM
Matedavigilasce Programme of India [MaPT]

Hinkitiv of Hailth ard Family Welare Sonasmen :l.n.

k. Type of report:

3. keporber detils:

Marriss
Address

Cartact Mo
E-iTiall Acdress:

4. FFE Type

] Triple Leyer Medical Mash | | Sanitieer
5_ PPE Detaile:
Brand name:

[ Gloves [ coveral [ Goggles [] 93 Masks [ | Shoecovers [ Pace shiekd [ Body Bags

[] Other (Specify):

Manufechurer nare and eddeess:
I portor ez and sddnec:
Dictribudor rame ard sddnece
Markeed by:

Lo Mo, | Registration Mo, ©
Model Mo, :

Baleh Mo.:

Unigue Certification Code :

Manufacturing Date :
FPE CUMmert Locarion:

3 Point of Entry (Immigration counters, ousioms
ard minpart security}

C Hospml Setling

[ Irepationt Servicos

[ Emesgenty Departrnant

[ Pre-hosplal (Ambulance) Services

C Other Suppertiva) Ancilary Servioos
(Labaralory, Martuary, Saritatian)

) Health Workers in Community Sebfing

O quaranune taciiny

£ mome quararone

£ Otrwr (Spociy):

O Dewice destoved 352000 i use

9, Detailed Descripton of Event:

10. Hosgdtal f Quarantine facilily delails:

Tizet Standard =

Expiry Dode :
) Retunm 1o manufacumers

Sedaus:

O Dwath

[ Life Threatening

[0 Cismbifty or permesert datiage

ﬂ Hespitalieatioa [ Pralanged Hospraliatian

01 ‘cokgenial anomary | Dir oeseT

[0 ey athar s

| 3 User details. |

Inikials:

R

Gfder (MFO0:

Dubmome: [ Recovessd [0 Mok yet recousnsd
I Doakh [N Othur:

[ Mar-Sarious

Cartact Person:

Sourcehttp://ipc.gov.in/images/Updated PPE_Form.pdf
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Annexure-V

World Health

e IH: Lt [
ADVERSE DRUG REACTION REPORTING FORM FOR KALA-AZAR
TREATMENT

Mimisiry od Fasrnh snd Famidly Waeitars
e el F Gl

L. PATIENT DETAILS

Patient Initials: | Patient Code Mo: Patient Contact Mo: AMC report number:
Patient Age: (¥r) Weight: (Kg)
Gender: MO FO Others O Breastfeeding an infant: YesO NoOl R . .
- - - Worldwide umque
Pregnant: Yes D No[ Uncertain O If Pregnant, estimated current gestation
[weeks): number:

II. TREATMENT
Ay COMNDITION TREATED
Kala Azar (VL) O Post Kala Azar Dermal HIV-VL Co-infection O Others O (Specify)
Leshmaniasis (FKDL) O
B) TREATMENT RECEIVED
Mono Therapy O Combination Therapy O

Drug Received Batch Mo/ Dvug Freguency Route | Start Date Start Stop Date Stogy
Expiry Dose & (i mmyyy Time (dd/mm'yyyyh Timse
Dhate it v (Hr:Min} {Hr:min}

Liposomal
Amphotericin B
Miltetosine
Paromomycin
Amphotericin B
deoxycholate
550G SAG

L. CONCOMITANT DRUGS

Batch Dirag Dhse
. —_— N b/ Uit (i LV | Doosee &| . ) Start y
5. Mol Name Indication Expiry Infusion ratel Uit Freguency| Howte Date Stop date
[hate i il Taour
Iv. ADVERSE EVENTS INFORMATION
Reporter’s Narrative { Descnbe the course of events, timing and suspected causes):
Adverse Event/
Reaction Term
Date of (aset
Date Resolved
L] maild O mid L] mild
Severiiy [0 Moderaie [ Moderaie [0 Moderate
[ Severe [ Severe [ Severe
LI Non-Serious ADR LI Non-Serions ADR T Mon-Serious ADR
D Serions AEADR D Serious AE ADR I:l Serions AEADR
lease specify catepory | lease specify category ; lease specify category ;
% Dheath = Dheath a Dheath
L. Hospitalizaton Proloaged Huospitalizaton Prolonged Hospitalization' Prolonged
Seriowsncs Life IJ|.n:uI.u.'r.|i.1|.1.' D Life 1|.'||:\|.:sh:r.|im:' D Life IJL'n.'ul:L'ni.1|.5
[ Permanent disability/disabling [ Permsament disabaliry [ Permanent disabality
[ Congenital anomaly’ birth defect [ Congenital ancmaly [ Congenital anoemaly
[ Orker medically importast [ Onhser medically important [ rker medically importast
condition condition condition
1
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Sourcehttps://www.ipc.gov.in/PvPl/adr/ADR%20reporting%20Form Kala%20Aza028
2017.pdf
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