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PROGRAM CHAIR The latest ICHE6 R2 guidance has driven even the nay-sayers to focus on developing
RBM strategies. Without experience and expertise to support the same, one may
actually end up adding risk to a study. The industry has an urgent need to understand

the strategies involved in RBM, including the development of the IQRMP, the

development of a risk scoring model, the identification of the KRIs, the SDV strategy,
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site-tiering strategy, the road-blocks and the pre-emptive measures, the identification
of the proof points and the latest regulations and the tools and technologies involved.
In addition, this conference will touch on the role of the risk based monitor and the
PROGRAM COMMITTEE criticality of a well outlined change management strategy.

Program Highlights

* Key Regulations, Guidances and the industry impact
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Algorics * Implementation Strategy - When should one ideally implement an RBM model?

* Implementation Methodology - Deploying RBM

* Road Blocks, Pre-emptive measures
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« Risk Assessment methodology
* Partnering for RBM - selecting a vendor of choice

* Driving Change - an uphill task
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Day 1 | Friday, 22" September

8:30 - 10:00 REGISTRATION

10:00 - 10:30 OPENING CEREMONY

10:30 - 11:00 KEYNOTE PRESENTATION

How RBM is disrupting the clinical trial industry -
the path ahead

Mubarak Naqvi

Senior Director

Medical & Regulatory Affairs

Sanofi

11:00 - 11:30  Tea / Coffee Break

11:30 - 13:00 Data Driven Monitoring

Session Chair
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Sr Director - Software Engineering
PAREXEL International

Speakers

11:30 - 12:00

Critical Role of Analytics in Data Driven Monitoring
Soujanya Konda

Team lead for Statistical Programmer

Quartesian

12:00 - 12:30

Risk-Based quality management using the Data driven
approach

Sathyavathy Ramanathan

Director - DM

Chiltern

12:30 - 13:00

DDM in Action - Central statistical monitoring and KRI
methodologies

Neha Sharma

Manager - RBM

Covance

13:00 - 14:00 LUNCH

14:00 - 15:00 Panel Discussion: RBM Implementation
Challenges: Vendor Selection, Study Selection,
Deployment, Change Management

Moderator

Nimita Limaye

CEO

Nymro Clinical Consulting Services

Panelists
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Clinical Research and Healthcare Consultant
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VP
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Senior Portfolio Director
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PAREXEL International

Ranjeet Gutte
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15:00 - 15:30 Tea / Coffee Break

15:30 - 16:30 Evolving Regulations/Guidelines: What do you
need to do differently?

Session Chair
Chandrika Arora
Founder & CEO
QMATRA Services LLP

Speakers

15:30 - 16:00

GCP Goes Risk-Based: a critical review of evolving GCP
guidelines and EMA Regulations

Artem Andrianov

CEO

Cyntegrity

16:00 -16:30

RBM, Risk and US Regulations
Lorne Cheeseman

CEO

Kestrel Biologic

16:30 DAY END




Day 2 | Saturday, 23 Septemeber

9:30 - 10:00 Keynote presentation

RBM: Executive Strategy

Seema Pai

Director & Head - India Cluster

(India, Philippines & Thailand, Vietnam)
Global Clinical Site Management
Clinical Development & Operations
Pfizer

Workshop Part |

10:00 - 11:30 RBM Implementation Strategy

Moderator
Sarvesh Singh
VP & Head of APAC - DM

ICON

“Clinical trials have evolved substantially since adoption of ICH
E6 GCP in 1996. Increase in globalization, study complexity, and
technological capabilities had led to a pressing need for changes
in ICH E6 which were done recently. This workshop will cover
practical aspects of creating IQRMP, defining KRIs, designing the
RACT. You will also get overview of better usage of heat maps
and some other visual analytics to help you implement it in your
clinical trials. This workshop is designed to be an educational
environment where content focuses on actively engaging the
topics presented.”

11:30 - 12:00 Tea / Coffee Break

Workshop - Part Il

12:00 - 13:00 RBM Implementation Strategy (contd).
13:00 - 14:00 LUNCH

14:00 - 15:30 RBM: The Site, CRO and Pharma Perspective
Session Chair

Durga Gadagil

Clinical Research Consultant

Speakers

14:00 - 14:30

Establishing Operations in RBM: The CRO Perspective
Prasida Dinesh

Associate Director - CDM

Chiltern

14:30 - 15:00

Allergan RBM Implementation: Strategy: A Case Study
Abhijit Parab

Director - CDM and Programming

Allergan

15:00 - 15:30

The critical role of the CRC in transitioning to an RBM model
Sauren Das

Executive Director

Excel Life Sciences

15:30 - 16:00 Tea / Coffee Break

16:00 - 17:00 Panel Discussion: Leveraging Technology,
Enabling RBM

Moderator

Abby Abraham

VP - Clinical Solutions
Algorics

Panelists
Rajesh Jain
Co-founder
ConsilX Digital

Pankaj Manon
CTO
Thoughtsphere

Kishore Kumar
Consultant Biostatistician

SharathChandra Paladugu
IT Manager - R&D CADT
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17:00 - 17:30 Conference Wrap up
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Event I.D. 17652 | 22nd & 23rd September, 2017 | Mumbai, India

VENUE:

Courtyard by Marriott Mumbai International Airport
CT.S No 215 Andheri Kurla Road Andheri East
Mumbai 400059 India

RESERVATIONS CONTACT

PANKAJ CHAVAN

Sales Executive

0 +9122 6136 9987 m +91 86522 69279
e pankaj.chavan@marriott.com

CANCELLATION POLICY: ON OR BEFORE SEPTEMBER 11, 2017

Cancellations must be in writing and received by SEPTEMBER 11, 2017.
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

MEETING MANAGER

Manoj TRIVEDI, Senior Manager, Business Development
DIA (India) Private Limited

cell: +91 98.1977.7493 | manoj.trivedi@diaglobal.org

For more details, please visit www.DIAglobal.org

DELEGATE FEES
Early Bird on or before 21st August, 2017 (Subject to Payment Realization)

BASIC RATE (INR) GST TAX 18 %(INR) TOTAL INR
Industry Member 9000 1620 10620 Q
Industry Non- Member 10000 1800 11800 4
Academia / Government 8000 1440 9440 14
Student 5000 900 59000
REGULAR DELEGATE REGISTRATION (Subject to Payment Realization)
Payment After 22nd August, 2017
INDUSTRY MEMBER 11000 1980 12980 0O
INDUSTRY NON- MEMBER 12000 2160 14160 Q4
ACADEMIA / GOVERNMENT 8000 1440 9440 Q4
STUDENT 5000 900 5900 O

GROUP DISCOUNT : REGISTER 10 FROM YOUR COMPANY AND RECEIVE THE 11TH FREE!

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

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

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.

DRUG INFORMATION ASSOCIATION

Office No. 250, Unit 1, Level 2, B Wing,

Times Square, Andheri Kurla Road,

Andheri East, Mumbai 400059

tel: +9122.6608 9588 | email: india@diaglobal.org

(W) - 400602

IFSC Code: UTIBOOO0O061
MICR Code: 400211013
Swift Code: AXISINBBO61

PAYMENT INFORMATION

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

Bhavesh Vora

Senior Executive Accounts

bhavesh.vora@diaglobal.org | cell : +91 98 2097 2630

Please check the applicable category:
PLEASE PRINT ALL INFORMATION CLEARLY

Q Industry

O Government

0 Academia 0 Student

Last Name First Name

Please check one: O Mr. O Ms. O Prof. O Dr.

Job Position Affiliation (Company)

U Business Address [ 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.



DIA India RBM conference 2017- 22-23, September, Mumbai

Principal Supporter (One)
200000 INR /2941 USD+Taxes

* This is the “‘SOLO’ opportunity means only one company can participate as a principal supporter

¢ Free Booth (Octanorm) Size: 3X2 Meters

« Four (4) full free conference access and two (2) booth attendee passes

¢ Logo on Registration desk

« Standee at the Entrance Area with company name and logo as a principal supporter(6x3Feet)

« Standee with logo and promotional content at preconference area projecting the company as a Principal
Supporter (6x3 Feet)

¢ Logo panel on Coffee Kiosk

« Reserve seating arrangement for the delegates

Table Top (Two)
100000 INR/1470 USD +Taxes

Table Size:

* 6x2 ' Feet Skirted Table will be provided by DIA

* You can place your promotional material; Pop Up, Standees or Flyers

* One full complimentary conference access and one booth attendee passes

Contact:

Manoj Trivedi

Senior Manager Business Development
DIA India

Manoj.trivedi@diaglobal.org
+91-9819777493
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