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Key Speakers KEY THEMES DISCUSSED

Conference Info

Overcoming this pandemic issues - Drug safety strategy for pharmaceutical organisations
Lessons learnt from the pandemic

Unique challenges in signal detection for vaccines

Future of Signal Detection - Analyzing the risk and benefit

What are the recent trends in Good Pharmacovigilance Practice?

Adverse event reporting - how devices make better things?

Al and automation in PV? - Recent improvements

Ensure the patient safety and quality of products concurrently - What are the ways?
Role of technology in patient safety and monitoring - Significance

Digital Adverse event monitoring and Electronic Health Records - Risks and benefits?
Potential analyzing of safety and risk signals - How technology makes difference?
How will data analytics make a better way to avoid risks?

REMS - New challenges and chances

Addressing pharmacovigilance audit based on risk assessment.

PV inspections under post pandemic situation

Benefits and challenges of implementing RWD and RWE

RWE and RWD solutions for regulatory barriers

Current and future trends in PV regulations

Drug regulations changes - How do companies and CRO’s handle?

Be part of a major networking opportunity

WHO SHOULD ATTEND AND WHO YOU'LL MEET

CIOs, CEOs, CDOs, Vice Presidents, Presidents, Heads, Directors and Team Leaders from the following areas:

Day One

Floor Plan
Booking Details

Pharmacovigilance Strategy

Drug Safety/Risk Management
Information and Clinical Data Management
Clinical Research

Research & Development

Product Safety/ Assurance Assessment
Patient Safety & Outcomes Research & Data Analysis
Epidemiology project management
Regulatory Affairs and Compliance

Sales & Marketing

Biotech manufacturers

From the following:

Pharmaceutical organizations
Generic pharmaceutical companies
Contract research organizations
Patient recruitment companies
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DAY ONE - 10th November 2022

08:30 - Coffee and registration - An opportunity to meet
and to network with your conference colleagues.

09:20 - Chairperson opening remarks

CHALLENGES AND OPPORTUNITIES

09:30 - Important aspects of signal detection and
management in PV

* New and practical approach towards signal
detection and management

* Unique challenges in signal detection for vaccines

* Safety and risk signals - what the new trends
to detect early?

* Signal detection in RWD - Qualitative and
quantitative signal detection

* Future of Signal Detection

10:00 - DISCUSSION WITH EXPERTS: Analyzing
challenges and barriers for better future of
Pharmacovigilance

*  What are the recent trends in GPP?

e Detecting and managing safety signals - what are the
risks and new direction?

*  Adverse event reporting - how devices make better
things?

*  Quality management and assurance in
pharmacovigilance - what are the steps needed to take?

e How long can Al, process automation and
improvements give a hand in PV?

*  Global regulatory changes - how companies are
handling them?

Moderator:

VIPIN SETHI
Global Head - Pharmacovigilance Head - Medical
Affairs - ISBU, Cadila
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Panellist:

SACHIN MANGALVEDHEKAR
Vice President and Head- Clinical and PV QA
Glenmark

SAKSHI SHRIVASTAVA DESAI
Associate Director International Pharmacovigilance
Strategy Realization, Johnson & Johnson

ANUJA JAWALE
Associate Director RA and PV Strategic Sourcing and
Vendor Management, Organon

INDU NAMBIAR
Local Patient Safety Lead
Boehringer Ingelheim

WASIMUZZAMA KHAN
India QPPV (PvOI) & Sr. SDEA Specialist
Haleon

TARUN BISWAS
Manager - Quality and Compliance (Pharmacovigilance)
Ipca Laboratories

10:50 - Morning Coffee/Tea & Discussion

PATIENT SAFETY

11:10 - DISCUSSION WITH EXPERTS: Securing patient
safety and monitoring in PV

* How to ensure the patient safety and quality of products
concurrently?

e Electronic Health Records - Is patient’s privacy at risk?

* Key factor in the patient-centric approach in
pharmacovigilance

*  Role of technology in patient safety and monitoring

* Preventing patients from risk - what has to be done?

*  Recent regulations that protects and ensures patient’s
safety
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DAY ONE - 10th November 2022

Moderator:

DILIP PAWAR
Global Head - Medical Affairs and Pharmacovigilance
Unichem Laboratories

Panellist:

RISHI JAIN
Director Medical Affairs, Medical Information and
Pharmacovigilance, AbbVie

FATIMA YOUSEF GHETHAN

Quality Culture & Implementation Manager, Executive
Administration of Quality & Patient Safety

Makkah Healthcare Cluster (UAE)

MUKESH GORI
Associate Director - ESP Management PV Operations
Novartis

UJWALA NAIK
Country Safety Head
Johnson & Johnson

PRASHANT BODHE
Director
CliniSearch

12:00 - Technology: Unlocking the better ways in PV

* Digital Adverse event monitoring and Electronic Health
Records - What are the risks and benefits?

* ML in patient monitoring: How do industrial experts see
this?

e Regulatory decision - making: In what way Al makes
the path easier?

* Data management and control in PV

e  Solving the challenges in PV by using Cloud

12:30 -Networking luncheon
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RISK MANAGEMENT

13:40 - DISCUSSION WITH EXPERTS: Planning for
Future - Risk management and strategies in PV

e Potential analyzing of safety and risk signals in PV

*  Strategies to minimize the risk measures - what are the
new developments?

*  How the data analytics will make a better way to avoid
risks?

* Risk Evaluation and Mitigation Strategies(REMS) - new
challenges and chances

*  Stakeholders in REMS - Communications must be
improved

* Improving quality management in PV and identifying
risks

* Discussing about the strategies that support the PV from
beginning to end

Moderator:

VISHWAS SOV ANI
Founder Director
Pharmawisdom

Panellist:

JAMAL BAIG
Multi Country Safety Head
Sanofi

SIVA KUMAR BUDDHA
Global Phv Surveillance Physician Sr Manager
Teva

VALLABH DESHPANDE
Head of Global PV Operations
Glenmark

RAJENDRA KUMAR KASI
Head - Global Pharmacovigilance
Zydus Group

VRUNDA PANDYA
Deputy General Manager - Quality Assurance
SPARC

KAVYA KADAM
Consultant Global Clinical Trials
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DAY ONE - 10th November 2022

14:30 - Audit and Inspection in PV

e Improving the data safety monitoring in PV

*  Addressing pharmacovigilance audit based on risk
assessment.

*  How to do a better quality management system?

* PV inspections under post pandemic situation

*  How to improve safety signal and communication?

ANJU AGARWAL
Director Global Patient Safety
Advanz Pharma

15:00 - Afternoon Tea/Coffee

15:20 - Challenges in Outsourcing Pharmacovigilance

RAJESH RAJENDRAN
Director - Projects and Vendor Management Lead, World-
wide Safety, Pfizer

REGULATORY

15:50 - DISCUSSION WITH EXPERTS: Opportunities and
obligations in regulations

New guidelines changes in GPP

Current and future trends in PV regulations
Regulations on adverse events

Recent changes in drug regulations - How should
companies handle the changes?

*  Guidelines for critical medicines

Moderator:

MILIND ANTANI
Leader, Pharma and Healthcare
Nishith Desai Associates
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Panellist:

K BANGARURAJAN
Adviser
CDSCO (New Delhi)

VAIBHAV KULKARNI
Director - Regulatory Affairs
Abbott Nutrition

GEETA SHANBHAG
Vice President - Pharmacovigilance and Medico-regulatory
Affairs, Ipca Laboratories

SADANAND KULKARNI
Head-Medical, Regulatory, Vigilance, Quality
Fresenius Kabi

VARSHA KHATRY
Head Medical and Scientific Affairs, Quality and
Regulatory, Roche

16:40 - Chairperson’s closing remarks and end of
conference
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Note :- The floorplan is subject to change at the discretion of the organisers.
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REGISTER ONLINE:

REGISTRATION FORM

RESERVATION PRICING:
Early Bird Price (Valid Till 26th September 2022)
Cost per delegate - Fee: INR 10,000 + GST(18%)

Standard Price

Cost per delegate - Fee: INR 15,000 + GST(18%)

Please email us at bookings@virtueinsight.com

Registration Form Details:

Forename ..........ccccveueucuvicuniunincnns Surname...........cceeeeeeureeencinecuneneens
JOD THELE oottt b e
COMPANY ..ottt rs
GST No (If Applicable)

Official Contact NUMDET .........cccvvieveiricreiiieeeeeeeeee et

AQATESS ..ottt ettt n e nens
COUNLTY .o Postcode ...
PRONE ..o FaX oo
EIMAIL oottt ene

I confirm that I have read & agree to the
terms and conditions of booking..... (Please Tick)

SIENATUTE ..o
Methods of Payments:

By Cheque - Complete and return the above registration form via
post or email, together with your cheque payable to Virtue Insight.

By Bank Transfer:

Account Name - Virtue Insight
Account Type - Current
Account Number - 915020031763553
Bank Name - Axis Bank

Bank Address - 2/8 LAMBERT NAGAR, 1st cross street,
Virugambakkam, Chennai - 600 092

Branch Name - Virugambakkam, Chennai

Swift Code - AXISINBB211
NEFT / IFSC Code - UTIB0000211
Micro Code - 600211010

o Plot No - 07 - 2nd Floor Ekambaram
Industrial Estate, Alapakkam, Porur
Chennai - 600 116, India

+91 44 42108101

@ info@virtueinsight.com

Kohinoor Continental, Mumbai,

Link : https://www.townscript.com/e/29th-pharmacovigilance-2022-214313

For Multiple Bookings - Photocopy this form and send it to : info@virtueinsight.com

Queries:

Should you have any questions on bookings,
Please feel free to contact us.

Email: info@virtueinsight.com
Web: http;//www.virtueinsight.com
India Office: Tel: +91 44 42108101
UK Office: Tel: +44-20 3509 3779

General Information Venue:
Kohinoor Continental Hotel
Andheri Kurla Road

Andheri (E)

Mumbai 400059 - India

Tel: 91 22 66919000 / 91 22 28209999

TERMS AND CONDITIONS:

Payment terms: Virtue Insight requires the full amount to be paid before
the conference. We may refuse entry to delegates who have not paid their
invoice in full.

Cancellations: Delegates and vendors are subject to the following charges
and refunds upon withdrawal or cancellation between 2-3 month’s prior 75%
cancellation fee/ 25% refund. Less than 2 months prior to the event Full
cancellation fee / No refund.

Administration Fee: If you cancel your participation (once confirmed) and
haven’t paid the attendance fee you will be liable to pay an
administration fee of INR 5,000

Substitutions/Name Change: If you are unable to attend you may nominate,
in writing, another delegate to take your place at any time prior to the start of
the event. This can be done at no extra cost.

Presentation: If you cannot attend the conference, you can still purchase the
presentations (Subject to availability) - Please email to
bookings@virtueinsight.com

Indemnity: Virtue Insight reserves the right to make alterations to the
conference/executive briefing content, timing, speakers or venue without
notice. The event may be postponed or cancelled due to unforeseen events
beyond the control of Virtue Insight. If such a situation arises, we will
reschedule the event.

Fee: The conference fee includes lunch, refreshments and conference papers
provided on the day. This fee does not include travel or hotel
accommodation.

Covid Situation - In the case where the government of Maharashtra decide
to go into a lockdown or restrictions on social and business gatherings during
the dates of the conference, the event will be postponed to a new date. Reg-
istered clients can choose to join the conference on the new date or decide to
take a credit note for their payment so that they can decide to participate for
any of our future events within the timeframe of next one year from the time
we start hosting live events as soon as the lockdown restrictions are lifted by
the government.

VENUE

Kohinoor Continental Hotel

CLICK
Address: Andheri Kurla Road, ; HEIEE )
Andheri (E), or more details
Mumbai - 400059,
India.

MAP & Di‘“ /
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