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To safeguard the health of the Indian population
by ensuring that the benefits of use of medicine
outweigh the risks associated with its use

MISSION
~

To improve patient safety and welfare in Indian
population by monitoring drug safety
& thereby reducing the risk associated
with use of medicines

TRAINING OBJECTIVE

@‘"

e To train the various type of participants in
Pharmacovigilance (PV) to develop skill in PV.
e Capacity building in the area of PV.

e To create awareness & sensitize the participants

for reporting of AE/ADR.
e To foster research in the area of PV




About NCC-PvPI, IPC

Indian Pharmacopoeia Commission (IPC), Ghaziabad is an
autonomous institution under the Ministry of Health & Family Welfare
(MoHFW), Government of India. The IPC is functioning as National
Coordination Centre for Pharmacovigilance Programme of India (NCC-
PvPl) since the year 2011.

This programme is an important initiative of MoHFW for improving
safety and welfare of Indian population by monitoring drug safety and
minimizing the risk associated with the use of medicines. Italso aims to
bolster the regulatory mechanisms in India by utilising the drug safety
database for signals and providing support for appropriate regulatory
Interventions. The programme seeks support from all stakeholders
including the physicians, pharmacists, patients, hospitals,

pharmaceutical industries and the consumers.

IPC, has been recognised as WHO Collaborating Centre for
Pharmacovigilance in Public Health Programmes and Regulatory

Services.
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World Health Organization (WHO) on July 18, 2017
recognised PvPI-IPC as a WHO Collaborating Centre for
Pharmacovigilance in Public Health Programmes &
Regulatory Services
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Skill Development Programme on Pharmacovigilance of Medical
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Regional Workshop on Pharmacovigilance and Establishment of
Pharmacovigilance System in Pharmaceutical Industries
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Workshop-cum-Training Programme on Pharmacovigilance for
NABH-Accredited Hospitals
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Induction-cum-Training Programme on Pharmacovigilance for
Coordinators of newly recognized AMCs and newly recruited
Pharmacovigilance Associates
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Skill Development Programme
Calendar - 2023
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Skill Devel

opment Programme
on

Pharmacovigilance of Medical Products

Objective

Q The objective of this skill development programme is to enhance Pharmacovigilance (PV) Knowledge and skills
of the healthcare professionals, which in turn promote patient safety.

Target Group

QO Young Pharmacy / Medical / Paramedical professionals seeking careerin Pharmacovigilance.
Q Existing professionals in Pharmacovigilance.

Career . o |
QO Employment opportunities in Pharmacovigilance in Government & Private sector.
PrOSPECtS Q (Career opportunities in regulatory system / CROs and public health programmes.
Q Abilities to deliver Good Pharmacovigilance Practice at par with international requirements.
Q Providing a platform for being an entrepreneur in Pharmacovigilance.

Expected
p Q Acquiring basic knowledge in Pharmacovigilance.
OUtcomes Q Creating a workforce at National / International level to meet challenges in PV.

Q Enable and mobilize a large number of health care professionals to take up training and acquire requisite skills
for employment.

QO Capacity building and strengthening of QPPv (Qualified Person for Pharmacovigilance) as per the requirement of
the schedule Y of Drugs and Cosmetics Act.

Course
Content
Q Pharmacovigilance: Basics, Objectives & Methods. O Signal Detection & Assessment.
O ADRs: Understanding, Prevention & Reporting. O PV based Regulatory Action-Application of IT
Q Understanding of Individual Case Safety Reports. tools.
O Materiovigilance Programme of India. QO Adverse Events Following Immunization (AEFI).

O Causality Assessment & Quality review. Q Periodic Safety Reports: PSURs/PBRERS.
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Registration Fee
Rs. 1000/-

Payment shall be made by NEFT to

Indian Pharmacopoeia Commission,

Bank of Baroda, Sanjay Nagar,
Ghaziabad,
Bank Account Number:
W 21860100013540,
ranch IFSC Code: BARBOSANGHA
(fifth character is zero),

Type of Bank Account: Super Saving,

MICR Code of Bank: 110012204,

“Interested candidates may get
registered via online application form
in the prescribed format available on
www.ipc.gov.in. The duly filled
application form along with payment
receipt shall be submitted’’

Application shall be processed on

“First-come-first-serve’’ basis

Registration Procedure

2\

Online registration is
mandatory through
following link :
Application Form 2023 -
Google Forms

After successful

- registration, individual
participant will receive
the webinar link on their
- registered Email ID

For any queries, please contact on training.nccpvpi-ipc@gov.in

SDP Training




Regional Workshop on Pharmacovigilance and
Establishment of Pharmacovigilance System in
Pharmaceutical Industries

BACKGROUND

Pharmaceutical Industries play an important role for patient safety by collecting Adverse Drugs
Reactions (ADRs) due to the use of pharmaceutical products and sending them to the Indian
Pharmacopoeia Commission, NCC-PvPIl. As per the recent amendment to Schedule Y, Drugs &
Cosmetics Rules, 1945, notified vide Gazette Notification No. G.S.R. 287 (E) dated March 8, 2016,
Pharmacovigilance has been made mandatory for Marketing Authorization Holders (MAHS) In India. In
order to ensure the effective implementation there iIs a need to understand the iIssues and challenges for
the MAHs as well as PvPI in terms of managing ADRs and to set up a Pharmacovigilance system at
MAHSs’ organization.

OBJECTIVE

To sensitize new drugs/generic manufacturers, importers, distributors and other stakeholders about
Pharmacovigilance system strengthen as per “Pharmacovigilance Guidelines for MAHs of
Pharmaceutical Products” at their site.

TARGET PARTICIPANTS

Professionals in Pharmacovigilance, Quality Assurance (QA) and Regulatory Affairs (RA) In
Pharmaceutical Industries and Healthcare Systems.

EXPECTED OUTCOME

» Obtain information about requirements to setup/strengthen the Pharmacovigilance system.

» (Obtain iInformation to improve the Pharmacovigilance system in compliance with the regulatory
requirements.

 Obtain information about quality management system at MAHS' site.
» Anyotherissues/challenges for Pharma-ceutical Industries for reporting of ADRs to IPC, NCC-PvPI.

TRAINING CALENDAR

The tentative training schedule for Year 2023 are as follows:

S. ACHIAENE Date Venue

1. July 14, 2023 (Friday) Indian
Regional Training for MAHs Pharmacopoeia
: Commission
2. December 15, 2023 (Friday) Ghaziabad

* Mode, Venue & Time will be made available at our website one month prior to the event

Regional Training for IMAH s |




Terms & Conditions for Registration :-

1. Theregistration shall be done on 'first-come-first' serve basis.

2. - Online Registration Fee: Rs. 1000/-including GST
- Offline Registration Fee: Rs. 2500/-including GST

3. Paymentshallbe made by NEFT to Indian Pharmacopoeia Commission, Bank of Baroda, Sanjay
Nagar, Ghaziabad.

4. BankAccount Number: 21860100013540, Branch IFSC Code: BARBOSANGHA (fifth characteris
zero), Type of Bank Account: Super Saving, MICR Code of Bank: 110012204

5. Amount will not be refunded in any circumstances.

Note:- Applications without fee will not be entertained.

Contact : 0120-2783400 Extn. 156 (Time - 10:00 AM to 5:00 PM, Monday to Friday)

Mail ID : mah.nccpvpi-ipc@gov.in, training.nccpvpi-ipc@gov.in

Regional Training for MAHs



Workshop-cum-Training programme on
Pharmacovigilance for NABH-accredited Hospitals

BACKGROUND

A Memorandum of Understanding (MoU) has been signed between Indian Pharmacopoeia Commission,
National Coordination Centre for Pharmacovigilance Programme of India with National Accreditation
Board for Hospitals and Healthcare Providers (NABH), Quality Council of India to promote ADR
reporting.

OBJECTIVE

To train NABH-accredited hospitals staff on Pharmacovigilance and ADRs reporting. Maximum
Participants : Upto 200

Registration Fee : Rs.1,000 including GST
OUTCOME

« Enhancing corporate hospitals involvement in monitoring and reporting of ADRs to PvPI.
» Reputation of hospitals is enhanced as a part of the safety monitoring system.

« Bolsterthe hospitals in NABH accreditation

 Atlarge promoting patient-safety.

TARGET PARTICIPANTS

Healthcare Professionals including Physicians, Pharmacist, Staff Nurses, Young Medical, Paramedical
Professionals.

TRAINING SCHEDULE

Tentative training Schedule for NABH Accredited Hospitals for the year 2023 are as follows:

S. No. Venu Date
s [N March 15, 2023
NCC-PvPI, IPC
2. October 13, 2023

* Mode, Venue & Time will be made available at our website one month prior to the event




Terms & Conditions for Registration :-

1.
2.

The registration will be done on 'first-come-first' serve basis.

Maximum five participants from one hospital can attend the programme, which include
Clinician/Clinical Pharmacist/Nurses/Hospital management.

Payment shall be made by NEFT to Indian Pharmacopoeia Commission, Bank of Baroda, Sanjay
Nagar, Ghaziabad.

Bank Account Number: 21860100013540, Branch IFSC Code: BARBOSANGHA (fifth character is
zero), Type of Bank Account: Super Saving, MICR Code of Bank: 110012204.

Maximum 200 registrations will be accepted on first come first serve basis.

Amount will not be refunded in any circumstances.

Note:- Applications without fee will not be entertained.
Contact : 0120-2783400 Extn. 156 (Time - 10:00 AM to 5:00 PM, Monday to Friday)
Mail ID : training.nccpvpi-ipc@gov.in




Induction-cum-Training Programme on
Pharmacovigilance

OBJECTIVE

To train the participants on Good Pharmacovigilance Practices (GVPs) and quality management system
of PvPl and implement the same at Adverse drug reaction Monitoring Centres (AMCs) with a view to

monitoring and ensuring patient safety.

PARTICIPANTS

Coordinators/Deputy Coordinators of newly-recognized AMCs & newly-recruited Pharmacovigilance
Associates atAMC and NCC-PvPI.

VENUE

Indian Pharmacopoeia Commission/Hybird Mode.

TRAINING SCHEDULE
Tentative training Schedule for Induction-cum-Training Programme forthe year 2023 are as follows:

S. No. Venu Date
1. 11" - 13" January, 2023
2. 12" = 14" April, 2023
NCC-PvPI, IPC
4 19" - 21° July, 2023
4. 17" - 19" October, 2023

Induction-cum Training Programim e [




3 National Pharmacovigilance Week-2023
Celebration

BACKGROUND

The National Pharmacovigilance Week was started by the PvPIl in 2021. This will be celebrated every
year throughout the country from 17" to 23 September in the interest of patient safety.

The National Coordination Centre- Pharmacovigilance Programme of India (NCC-PvPI), Indian
Pharmacopoeia Commission (IPC) will celebrate the 3™ National Pharmacovigilance Week (NPW) from
17"- 23" September 2023.

OBJECTIVE

National Pharmacovigilance week celebration was aimed at creating awareness amongst the public,
Healthcare professionals, Pharmaceutical Industries and healthcare authorities about the reporting of
adverse drug reaction to PvPI.

TARGET PARTICIPANTS

All Healthcare Professionals/Professional Bodies/ Academic Institutions and Adverse Drug Monitoring
Centres (AMCs) working under NCC-PvPI, will celebrate the National Pharmacovigilance Week across
the country.

PROPOSEDACTIVITIES TO BE CELEBRATED ATAMC UNDER PVPI

Various modes like Workshops, Conferences, Pharmacovigilance walkathon, quiz competition, poster
competition, audio-visual animation and skit will be used during the entire week for creating the
awareness at hospitals, medical colleges and academia across the country.

OUTCOME

NPW is expected to increase ADR reporting and encourage carrying out the activities related to
Pharmacovigilance to the general publicand all HCPs.

National Pharmacovigilance Week-2023 |




MedSafety Week-2023
Celebration

BACKGROUND

The Medsafety Week campaign will be celebrated in association with WHO- Uppsala Monitoring Center,
Sweden from 7" November to 13" November 2023. NCC-PvPl communicate with all Healthcare
Professionals, Academic Institutions and Adverse Drug Monitoring Centres (AMCs) functioning under
PVvPI to celebrate about the Medsafety Week and disseminate the campaign's material to them. E-mall
pbanner will be added In the signature of the e-mail, animations, social-media cards, posters and share
the same in the various social media platforms like Twitter, Facebook and LinkedIn etc.

OBJECTIVE

The main objective of this campaign will be raised awareness of Adverse Drug Reactions and ADR
Reporting Systems among the public.

TARGET PARTICIPANTS

All Healthcare Professionals/Professional Bodies/ Academic Institutions and Adverse Drug Monitoring
Centres (AMCs) working under PvPl will celebrate the Medsafety Week campaign across he country.

OUTCOME

Medsafety Week will increase ADR reporting and encourage healthcare professionals and general
public to carry out activities related to Pharmacovigilance.

MedSafety Week-2023




PvPI Training Calendar - 2023
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Internal training for PV Associates

3" National Pharmacovigilance Week-2023
Medsafety Week Celebration-2023
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Skill Development Programme on Pharmacovigilance of Medical Products (PvM)

Workshop-cum-Training Programme on Pharmacovigilance for NABH-acccredited Hospitals

Induction-cum-Training Programme on Pharmacovigilance
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Regional Training on “Pharmacovigilance System Establishment & Capacity Building at Pharmaceutical Industries”
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