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BACKGROUND

Pharmacovigilance is an important tool to improve patient care and safety in relation to the use of
medicines, and all medical and paramedical interventions. The Indian Pharmacopoeia Commission
(IPC) under the aegis of Ministry of Health and Family Welfare, Govt. of India is functioning as a
National Coordination Centre for Pharmacovigilance Programme of India (PvPI). The IPC as a WHO-
Collaborative Centre, providing the technical supports to WHO- South East Asia Regulatory network
in Pharmacovigilance for Public Health Programmes and regulatory services. Beyond this IPC PvPI
also regularly organizes training programme for the WHO member states and also provide technical
support in Pharmacovigilance capacity building at various country.

TRAINING CONTENT

These 5 days (5 days x 4 hours) training programme (Minimum 20 hour's duration) focuses on
Pharmacovigilance system capacity building, basic tools applied for Adverse Drug
Reporting/Monitoring, method used in Pharmacovigilance and impact of Pharmacovigilance
practices on post COVID19 pandemic.

OBJECTIVES

e o provide the basic need and scope of Pharmacovigilance system.
e Tounderstand and strengthen the Pharmacovigilance post COVID19 pandemic.

NUMBER OF ATTENDEES

Total 200 participants from the countries across the world.

TARGETED PARTICIPANTS

e Pharmacovigilance Professionals

e (Contract Research Organization

e Pharmaceutical Industries/Marketing Authorization Holders
e Academia

e Medical Professionals

LINK OF TRAINING PROGRAMME

Link will be provided after confirmation of the participant.




December 05,2022 (Day-1)

INAUGURAL SESSION|

13:30 - 14:00 Inaugural session including documentary film on IPC

Topic

An overview of Pharmacovigilance System in Global

14:00 - 14:30  gheakers/Facilitators

Yet to be finalized

Topic

An overview of AEFI system in Global
14:30 - 15:00

Speakers/Facilitators
Yet to be finalized

Topic
Importance of Pharmacovigilance in World

15:00 - 15:30 Speakers/Facilitators

Yet to be finalized

15:30 - 15:45 COFFEE BREAK

Topic
WHO Programme for International Drug Monitoring: WHO update

15:45 - 16:30 Speakers/Facilitators

Yet to be finalized

Topic
Pharmacovigilance in SEARO Countries — Current status and Trends

16:30 - 17:15 Speakers/Facilitators

Yet to be finalized
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17:15-17:30 CONCLUDING SESSIONS




December 06, 2022 (Day-2)

Topic

Brief overview on current status of Pharmacovigilance System in respective

B Partidpant s Country
Speakers/Facilitators

Yet to be finalized

Topic
Pharmacovigilance of emergency used of repurpose drugs in COVID19 pandemic in

15:00 - 15:30 India
Speakers/Facilitators

Yet to be finalized

I 15:30 - 15:45 COFFEE BREAK

Topic
Vigilance of Medical Devices used in COVID-19 pandemic and its beyond

15145 - 16:15  Speakers/Facilitators
Yet to be finalized

Topic

Impact of Pharmacovigilance in clinical practices - Cardiology Experience in post
16:15 - 16:45 COVID-19 World

Speakers/Facilitators

Yet to be finalized

Topic
Impact of Pharmacovigilance in clinical practices - Pulmonary Experience in post
16:45 - 17:15 COVID-19 World

Speakers/Facilitators
Yet to be finalized

‘ 17:15-17:30 CONCLUDING SESSIONS




December 07, 2022 (Day-3)

TECHNICAL SESSIONS)

Topic

Impact of Pharmacovigilance in clinical practices —Ophthalmology Experience in
13:30 - 14:00 post COVID-19 World

Speakers/Facilitators

Yet to be finalized

14:00 - 14:30  gpeakers/Facilitators
Yet to be finalized

Topic
Clinical diagnosis of Adverse Drug Reactions

14:30 - 15:00  gpeakers/Facilitators
Yet to be finalized

Topic
Pharmacovigilance approach for traditional medicines in India

15:00 - 15:30 Speakers/Facilitators

Topic
I Post COVID-19 World - Need of integration of Pharmacovigilance System
I Yet to be finalized

15:30 - 15:45 COFFEE BREAK

Topic
Public Health Programmes from a Pharmacovigilance Perspective

15:45 - 16:15  gpeakers/Facilitators
Yet to be finalized

Adverse Events/Adverse Drug Reactions Reporting — Medical Contents

16:15 - 16:45 Speakers/Facilitators

Yet to be finalized

Topic
Healthcare Professionals commitment to Pharmacovigilance — Current issues

16:45 - 17:15 and solutions.
Speakers/Facilitators

Yet to be finalized

17:15-17:30 CONCLUDING SESSIONS




December 08; 2022 (Day-4)

Topic

Individual Case Safety Reports Management Tool — An overview of ViGiflow

13:30 - 14:00 .
Speakers/Facilitators

Yet to be finalized

Topic
MedDRA — Coding of Adverse Event/Adverse Drug Reaction

14:00 - 15:00  gpeakers/Facilitators
Yet to be finalized

Topic
Pharmacovigilance of drugs used in Neglected Tropical Diseases

15:00 - 15:30 Speakers/Facilitators
Yet to be finalized

15:30 - 15:45 COFFEE BREAK

Topic
The Logic of Causality Assessment

15:45 - 16:45  gpeakers/Facilitators
Yet to be finalized

Topic
Safety Monitoring and Signal Detected for the Novel COVID-19 Vaccines - Global

16:45 - 17:15  experience
Speakers/Facilitators

Yet to be finalized

17:15-17:30 CONCLUDING SESSIONS
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December 09; 2022 (Day-5)

Topic

Hands on Causality Assessment — Group Exercise

13:30 - 14:30
Speakers/Facilitators

Yet to be finalized

Topic
Detection and Management of Signal

14:30 - 15:30  gpeakers/Facilitators
Yet to be finalized

15:30 - 15:45 COFFEE BREAK

Topic
Anti-snake venom — PV Perspective

15:45-16:15  gpeakers/Facilitators
Yet to be finalized

Topic
Improving the Safety Regulatory Framework in Global

16:15 - 16:45 Speakers/Facilitators
Yet to be finalized

I 16:45 - 17:00 Participants Feedback
‘ 17:00 - 17:30  VALEDICTORY SESSION | [y
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