DIA India DIA

8th Pharmacovigilance Conference
“PV 2020 - Safety Surge”

3-4 April, 2020 | Courtyard by Marriott | Mumbai, India

Through the last 7 years, the single point agenda of the DIA India Pharmacovigilance flagship conferences has been to keep all the
stakeholders abreast of the latest trends and updates from the rapidly evolving world of drug safety. DIA India is pleased to welcome
you to the 8th edition of our annual pharmacovigilance conference themed PV2020 - Safety Surge, to be held in Mumbai on April 3-4,
2020.

As we move into a new decade, healthcare in 2030 demands the onset of innovations that will revolutionize the entire gamut of drug
safety, pharmacovigilance, risk management and post marketing surveillance. This year we invite you to be part of exciting sessions
and round table discussions on the most happening topics pertinent to the industry today.
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F . , Participating
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¢ Recent Updates from Indian Regulations .
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. theratu.re Search . b « Regulatory Affairs

* Enhancing Talent Pool and Emerging Training Needs « Medical Affairs

* Outsourcing in Pharmacovigilance « Late Phase Professionals Conducting PMS, Observational And
* Practical tips for ARs Non-Interventional Studies

* Case Management « Real World Data And Real World Evidence

» Special Session: Labelling/CCDS/SmPC/PI .

Technology Professionals

Join us as we bring together key regulatory authorities, leading industry subject matter experts and thought leaders for collaborative
discussions on driving innovation in drug safety and pharmacovigilance.
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AGENDA | DAY 1 | 3% APRIL, 2020

8.00 - 9.00

Registration

9.00 - 9.15

Opening Ceremony

09.15-10.00

Keynote Presentation 1
INNOVATIVE COLLABORATIVE APPROACHES TO SAFETY AND RISK MANAGEMENT- REGULATORY
PERSPECTIVES

Gerald Dal Pan
Director, Office of Surveillance & Epidemiology, Center for Drug Evaluation and Research (CDER)
USFDA

10.00 -10.45

Keynote Presentation 2
FUTURE OF PATIENT CENTRIC PHARMACOVIGILANCE AND PERSONALIZED DRUG SAFETY- A WAY FORWARD

Felix Arellano
Global Head of Pharmacovigilance and Drug Safety
F.Hoffmann-la Roche

10.45 - 11.00

Tea / Coffee Break

Session # 1

PRACTICAL APPROACHES TO IMPLEMENTING ARTIFICIAL INTELLIGENCE AND ROBOTICS IN PHARMACOVIGILANCE

Session Chair

Emmanuel Belabe
AVP Safety Business Unit

ArisGlobal

11.00 - 11.45

APPROACHES TO IMPLEMENTATION: IDENTIFY, DEFINE, DESIGN AND OPERATIONALIZE Al AND ROBOTICS IN PV

Ramprasad Polana
Head of Cloud Computing
ArisGlobal

1.45-12.30

PANEL DISCUSSION- ARTIFICIAL INTELLIGENCE AND AUTOMATION IN SAFETY- GLASS HALF FULL OR HALF
EMPTY?

Moderator:

Krishna Bahadur Singh

APAC Regional Vice President - Medical
Syneos Health

12.30 -14.00

Networking Lunch

Session # 2
SAFETY LABELING MANAGEMENT- COMPLIANCE AND TRENDS

Session Chair - TBC

14.00 - 14.30

END-TO-END LABELING PROCESS AND E-LABELING

Rei Matsui
Senior Director, Regional Labeling Head for APAC
Pfizer R&D, Japan

14.30 - 15.00

CHALLENGES FOR IMPLEMENTATION OF SAFETY VARIATIONS IN APAC & ROW COUNTRIES - PRAGMATIC
APPROACHES

Sarath Mundra
Global Labeling Product Lead (Janssen)
Tata Consultancy Services

15.00 - 15.30

Tea / Coffee Break




AGENDA | DAY 1 | 3R° APRIL, 2020

Session# 3
UPCOMING QUALITY PRACTICES IN PHARMACOVIGILANCE AND EVOLVING THE SAFETY ORGANIZATION

Session Chair - TBC

15.30 -16.00 = REGULATORY EXPECTATIONS AND AUDIT READINESS- CASES FROM PHARMACOVIGILANCE INSPECTIONS

Raj Bhogal
Head - Regulatory Inspections
Takeda

16.00 -16.30 PV OUTSOURCING- CURRENT TRENDS, CHALLENGES & FUTURISTIC PROJECTIONS

Humaira Qureshi
Sr. Vice President
Bioclinica (UK)

16.30 - 17.00 PV EDUCATION IN INDIA- ADDRESSING UNMET TALENT NEEDS

Seema Gurbani

Offering Lead- Medical Writing and Medical Affairs LifeSciences
North America Region

Tata Consultancy Services




AGENDA | DAY 2 | 4™ APRIL, 2020

09.15-10.00

Keynote Presentation 1
OVERVIEW OF MID-NET AND RECENT PMDA INITAITIVES ON REAL WORLD EVIDENCE

Stewart Geary
Senior Vice President and CMO
Eisai Co Ltd

10.00 -10.45

Keynote Presentation 2
ROADMAP FOR THE FUTURE- PHARMACOVIGILANCE IN INDIA

CDSCO Speaker - Invited

10.45 - 11.00

Tea / Coffee Break

Session # 4
EVOLVING GUIDANCES AND TRENDS - INDIA AND EMERGING MARKETS

Session Chair- TBC

11.00 - 12.00 PANEL DISCUSSION: NEW INDIAN PHARMACOVIGILANCE GUIDELINES- EXPECTATION AND CHALLENGES
Moderator
Moin Don
Founder & CEO
PVCON Consultin
PANELISTS
Manoj Swaminathan Mujtaba Ali Khan Anju Agarwal Rubina Bose
Chief Manager and Head  Vice President Head-Pharmacovigilance Deputy Drugs Controller (India)
Global Pharmacovigilance Intas Pharmaceuticals Advanz Pharma West Zone
Piramal Enterprises Ltd. CDSCO
Session # 5
LITERATURE MONITORING PRACTICES IN PHARMACOVIGILANCE AND DYNAMICS OF RWE
12.00 - 12.30 PRACTICAL APPROACHES TO HANDLING EU MEDICAL LITERATURE MONITORING
Pankaj Sachdeva
General Manager - Pharmacovigilance and Lifesciences
Springer Nature
12.30 - 13.00 USE OF REAL-WORLD EVIDENCE IN SAFETY SURVEILLANCE: THE WAY AHEAD
Madhur Garg
Director- Real World Evidence and Market Access
Covance
13.00 - 14.00 Networking Lunch

Session# 6
GLOBAL PERSPECTIVES ON RISK MANAGEMENT STRATEGIES

Session Chair - TBC

14.00 - 14.30

ENSURING PATIENTS SAFETY THROUGH SYNERGY AMONG WORLD REGULATORY AGENCIES

Madhur Gupta
Technical Officer-Pharmaceuticals
WHO

14.30 - 15.00

RISK MANAGEMENT STRATEGIES FOR SUCCESSFUL IMPLEMENTATION IN A COMPLEX GLOBAL SETTING

Speaker: TBC

15.00 - 15.30

Tea/Coffee Break




AGENDA | DAY 2 | 4™ APRIL, 2020

Session # 7
ROUNDTABLE SESSION: LEVERAGING EMERGING TRENDS IN PHARMACOVIGILANCE

Roundtable Leader: TBC

15.30 - 15.40 BRIEFING OF THE ROUNDTABLE FORMAT

Al - Hype vs Reality

Krishna Bahadur Singh

APAC Regional Vice President-Medical
Syneos Health

Label Management Challenges

Avinash Kakade

Senior GM and Global Head Pharmacovigilance
Lupin Itd

Interpreting Indian Regs & 2018 Guidelines
J Vijay Venkatraman

MD & CEO

OviyaMedsafe

PVQA

Moin Don
Founder & CEO
PVCON Consulting

Literature Search

Prashant Joshi

Director-Domain and Process Safety and Risk Management
Sciformix Technologies Pvt. Ltd.

Talent pool/training
Niranjan Kulkarni

DGM - Domain Training
Cognizant

E2BR3

Mangesh Kulkarni
Medical Safety Lead

Tata Consultancy Services

PV Outsourcing

Gurpreet Singh

Senior Director- PV Operations
PAREXEL

Practical tips on ARs

Naveen Chhabra

Manager- Drug Safety and Pharmacovigilance
Tata Consultancy Services

Case management
Mohammad Wasif Khan
Head - Pharmacovigilance
Evolet Healthcare

15.40 - 16.10 Guidelines:

« All participants will be divided into a total of 10 groups

* Each table will have a table moderator and an assigned topic

* 30 mins will be provided to discuss the topic in detail. All discussion points to be captured with the help of
whiteboards

16.10 - 17.00 SUMMARY OF EVERY TABLE’S FINDINGS
17.00 - 17.20 OPEN DISCUSSION AND Q&A ACROSS TABLES
17.20 - 17.30 ROUNDTABLE LEADER TO SUMMARIZE THE DISCUSSION

17.30 CONCLUSION AND WRAP UP




DIA India 8th Pharmacovigilance Conference: PV 2020 - Safety Surge

Event I.D. 20650 | 3-4 April, 2020 | Courtyard by Marriott | Mumbai India

VENUE: COURTYARD BY MARRIOTT MUMBAI INTERNATIONAL AIRPORT

SALES EXECUTIVE: THAIRE HUSSAIN PATNI

0 +91 22 61369987 M +918652269279
THAIREHUSSAIN.PATNI@COURTYARD.COM

C.T.S NO. 215 ANDHERI KURLA ROAD ANDHERI EAST
MUMBAI, 400059 INDIA

MEETING MANAGER(S):
Kanchan Patel
cell: +91 9029098844 | kanchan.patel@diaglobal.org

Niveda Ramkumar
cell: +91 9620972878 | niveda.ramkumar@diaglobal.org

CANCELLATION POLICY: ON OR BEFORE MARCH 11, 2020

+ Cancellations must be in writing and received by March 11, 2020

* Registrants who do not cancel in writing by that date and do not attend
the event will be responsible for the full registration fee paid. Registrants
are responsible for cancelling their own hotel and airline reservations.

+ DIA reserves the right to alter the venue, if necessary. If an event is
cancelled, DIA is not responsible for any airfare, hotel or other costs
incurred by registrants.

* UPON CANCELLATION, the administrative fee that will be withheld from
refund amount is 25 % of the delegate fee

FULL MEETING CANCELLATION

+ All refunds will be issued in the currency of the original payment

Online registrations: visit our website www.diaglobal.org

REGISTRATION FEES FOR TWO DAYS CONFERENCE (Registration fee includes refreshment breaks and luncheons.)

Basic Rate (INR) GST Tax 18 %(INR) Total INR
Early Bird Fee on or before 16th March 2020 (Subject to Payment Realization)
INDUSTRY MEMBER 9000 1620 10620 QA
INDUSTRY NON- MEMBER 11000 1980 12980 4
ACADEMIA / GOVERNMENT 8000 1440 9440 Q
STUDENT 5000 900 5900 4
Standard Rate after 17th March 2020
INDUSTRY MEMBER 10000 1800 11800 O
INDUSTRY NON- MEMBER 12000 2160 14160 O
ACADEMIA / GOVERNMENT 8000 1440 9440 Q
STUDENT 5000 900 5900 4

FOR SUPPORT OPPORTUNITIES AND GROUP DISCOUNTS CONTACT: NIVEDA.RAMKUMAR@DIAGLOBAL.ORG

DIA MEMBERSHIP

Join DIA now to qualify to save on future events and to receive all
the benefits of membership. Visit www.diahome.org and click on
Membership for more details

PRIVACY POLICY

DIA respects the privacy of all of its members and customers.

To view our policy click the link below
https://www.diaglobal.org/en/about-us/privacy-policy

You agree that your personal data will be transferred to DIA in the US.

STUDENT REGISTRATIONS

A student is an undergraduate/graduate who can document enrollment in
a signature accredited, degree granting, academic program. Please send
completed registration form, payment and copy of student identification.

CHEQUE / DRAFT
Completed form, along with draft/cheque made payable to DIA (India)
Private Limited should be sent to:

Vinita Shetty | Finance Manager

vinita.shetty@diaglobal.org

Office No. 250, Unit 1, Level 2, B Wing, Times Square, Andheri Kurla Road,
Andheri East, Mumbai 400059

tel: +91 22.6608 9588 | cell: +91 9769764645

PAYMENT DETAILS

Account Name: DIA (INDIA) PRIVATE LIMITED

Account No: 061010200024611

bank Name: AXIS BANK LIMITED

Branch Name: Dhiraj Baug, Near Hari Niwas Circle, LBS Marg, Thane (W)
- 400602

IFSC Code: UTIBOO0O0O6I

MICR Code: 400211013

Swift Code: AXISINBBOG61

PAYMENT INFORMATION
Completed form, along with draft/cheque made payable to
DIA (India) Private Limited should be sent to:

Vinita Shetty
Finance Manager
vinita.shetty@diaglobal.org | cell : +91 9769764645

Please check the applicable category: Q Industry Q Government O Academia Q Student
PLEASE PRINT ALL INFORMATION CLEARLY
Last Name First Name M.I. Please check one: O Mr. O Ms. O Prof. O Dr.

Job Position Affiliation (Company)

U Business Address 1 Home Address

Address (Please write your address in the format required for delivery to your country.) City

Postal Country/Region

Address

Telephone Number Fax Number

Mobile Number (Required) Email (Required for confirmation)

IF FAXING OR MAILING THIS FORM, PLEASE PROVIDE A COPY OF REGISTRANT’S BUSINESS CARD.





