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NEW APPROACHES TO DRUGS VALUE DEMONSTRATION ABOUT
IN THE AGE OF BIG DATA: ANATOMY OF A PARADIGM SHIFT

“IN GOD WE TRUST. ALL OTHERS MUST BRING DATA” | W. Deming

With the development of advanced medical therapies, for targeted or orphan diseases, the need for data generation has never been
more important. Payers, HTA bodies and Decision Makers increasingly need evidence beyond Randomized Clinical trials (RCT), an arti-
ficial even if rigorous way to demonstrate causality. Hence the efforts to collect data from registries, pragmatic trials, claims databases
- to provide real world evidence (RWE] once confined to anecdotal evidence or nice-to-have complementary data.

The real questions are: what is like to bring the evidence needed? Can RWE be label enabling? How to implement this approach in the
lifecycle of a product? Recently, regulatory bodies have indicated their interest for non-RCT data, not only for safety purposes but also
for establishing effectiveness and the risk-benefit of a medical intervention. One other key aspect, especially for rare diseases that may
not have a broad evidence basis at the point of registration is to understand and define the role of real-world evidence data in deve-
loping new reimbursement systems that allow or coverage with future evidence development.In the pharmaceutical industry we have
witnessed the remarkable advent of new methodologies and statistical approaches to extract data from apparently confusing datasets
and to run more sound and reliable comparative analysis. From network meta-analysis to propensity score matching, from disease area
models to discrete choice experiments, we have never been more equipped to capture signals from a background noise. Therefore, the
need for harmonization, new and better data capturing and analytical technologies as well as more dynamic reimbursement systems
that take the evolving evidence base from real life patient experience into consideration, is more and more important as the 21st century
medicine is now based on big data rather than only RCTs.

Recent advances and perspectives in this field will be shared during the meeting, with an emphasis on practical aspects and how-tos.
Payers, health economists, pharmaceutical physicians, trialists and regulators will share their knowledge with practical examples
triggering engaging discussions and guiding participants’ efforts in the jungle of methods, designs and analyses that are now available.
The objective is to help you finding solutions to the many challenges that a cross-functional development team must solve to maximize
the new opportunities ahead of us.

If you'd like to know how RWE can complement RCTs, how NICE is planning to integrate more RWE in their guidance, what'’s the role of

big data in Value-Based Pricing, this event is for you!

Data will be provided Mr. Deming!

Scientific Board

Christian Agboton Michele Intorcia ULf Staginnus
Sr Global Brand Medical Director Health Economics Outcomes Senior Vice President, Head Global
at Takeda Research (HEOR] CoE Head Market Access & Pricing

at Vifor Pharma at Ipsen

Who should attend?

The event is addressed to professionals with a deep interest in drug development, healthcare decision making,

academia and healthcare research, belonging to department such as:

* Regulatory Affairs e HTA/ Market access * Medical Informatics e Biostatistics and Data Management

e Medical Affairs e Pharmacovigilance e Clinical Operations e R&D

Event managed by

from Pharmaceutical, Biotechnology and Medical Device companies, CROs, Universities/Hospitals,

Academic Research, Patient Associations and Healthcare Organizations.
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Registration and welcome coffee
Welcome from the scientific board

What is the value of RWE and why is it needed?

Michele Intorcia - Health Economics Outcomes Research (HEOR) CoE Head at Vifor Pharma

Usability and acceptance of different sources in HTA

Oriol Sola-Morales - CEO at HITT - Health Innovation Technology Transfer

NICE and data analysis - what does the future hold?
Prof Gillian Leng CBE - Deputy Chief Executive at N.I.C.E

Coffee break

Data generation and lifecycle management: towards integrated data evaluation and optimization
Christian Agboton - Sr Global Brand Medical Director at Takeda

The need and challenges of complementing observed efficacy from RCTs with effectiveness
from RWD: The case example of bone therapies in Post-menopausal osteoporosis population
Maurille Feudjo Tepie - Director; EU CfOR Head at Amgen Ltd

Networking lunch

Value Based Pricing & Pay for Performance Agreements with New Medicines - How big data
is filling the value gap & value mismatch

Omar Ali - Visiting Lecturer Value Based Pricing at University of Portsmouth & Former Adviser to NICE
Summary of the First part of the meeting - What did we learn so far?

Beyond the price per pill concept. Where do we stand with alternative market access strategies?

Ulf Staginnus - SVP Global Market Access & Pricing at Ipsen Pharmaceuticals

RWE - Technology Enablers and Data Strategy

Jordi Gago Garcia - Senior Principal Business Analyst at Boehringer Ingelheim
Coffee break

The use of wearables in data generation and to improve patients’ life: the POWER study

Alessandra Ghirardini - Rare Diseases Medical Unit Head at Roche
Steering Committee debate and Q&A

Conclusions - Summary of the day and messages to take home

Event managed by
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HOW TO REACH THE CONFERENCE VENUE

Venue

Barcelona

H10 Cubik
Via Laietana, 69 E-08003 - Barcelona

The H10 Cubik is an exclusive, four-star superior hotel located in the heart of
Barcelona, just a few feet away from the cathedral and the city’s historic centre.
60 metres from Urquinaona metro station (Lines 1 and 4)

350 metres from Catalunya metro (Lines 1 and 3) and train (Renfe and FGC])

350 metres from the Aerobus stop (airport terminals 1 and 2)

13 km from Barcelona - El Prat Airport

SPONSORSHIP

OPPORTUNITIES

Sponsor the event and take

the chance to network with all attendees!

Exclusive benefits and high impact branding

before, during and after the conference.

bownload the Events Summary 2019|

PS For further information

1 Please visit khe conference websitel or contact the organisational offices:

Event managed by

Ilaria Butta Phone: +39 (0)35.41235%94 | ilaria.butta@lsacademy.com
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http://easy-b.it/documents/Events_summary_2019.pdf
https://2019-epiforum.lsacademyevents.it

e
The European Epidemiological Forum SPONSOR

wWWwWWw.crosnt.com

With a strong heritage in clinical data management and biostatistics, CROS NT enhances clinical trial
outcomes and optimizes vendor oversight with data-driven services, digital health and eClinical solutions.
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Two ways to register

¢ Online

please register here Payment by bank transfer

https://2019-epiforum.lsacademyevents.it/orders/new _ L
In thi h ¢ b dit d by bank t ¢ The full amount must be paid on registration to
n IS Case, you can choose 10 pay by credit cara or by bank transrer EasyB Sirl by bank transfer. If you pay by bank

. transfer, please attach proof of payment to the
* By email o fax e P P PeY
registration form.

please fill the registration form below for each attendee and send it

by email : ilaria.butta@lsacademy.com or by fax : +39(0)35.4501262

Bank transfer payable to:
In this case, you can pay by bank transfer. EasyB S.r.L.

00 € 670,00 Early Bird fee extended until September 30 2019 Via Roma, 20 - 24022 Alzano Lombardo (Bergamo)
VAT: IT03633040161

O €790,00Ordinary fee (after September 30, 2019)
BANCO BMP - Filiale di Carobbio degli Angeli
[0 €580,00 Patronage members fee (Association ) IBAN: IT81 F 05034 53960 000000003450
[0 €430,00 Academy, Public Administration, Freelance SWIFT Code: BAPPIT21AY5
(please, specify )

The fee includes: seat at the conference, copy of presentations of Speakers who allow
the distribution, informative literature for the day, welcome coffee, networking lunch,

coffee break, organisational office assistance, certificate of attendance.

For any additional information, please contact:

Ilaria Butta | ilaria.butta@@LSacademy.com Phone: +39 (0)35.4123594

Surname Name
Company Job title
Address

City Post code
Phone Fax.
E-mail

Special Dietary Requests

| wish that my data (name, surname, job position and company] are inserted in the list of attendees distributed the day of the event OYes [ONo

Invoicing details

Company name

Address

Mail address (If different] Post code

City

VAT number

Terms & Conditions

Terms of payment Payment should be made online (by credit card) or by bank transfer, at the time of registration. Confirmation of event admission will be given on receipt of payment. Invoice will be sent following
receipt of payment. EasyB reserves the right to refuse late registrations or additional registrations above the maximum accepted number of participants or registrations of roles that are not included in the target of the
event.

Cancellation Please note that refunds (70% refund of the registration fee) will only be given if cancellation is received at least one week before the event date. Cancellations will only be valid if made in writing. Tran-
sfer of registrations (or name changes) are allowed and should be made in writing within 7 days prior to the event. EasyB reserves the right to postpone or cancel an event, to change the location of an event or to alter
the advertised speakers for an event. EasyB is not responsible for any loss or damage as a result of substitution, alteration, postponement or cancellation of an event due to causes beyond its control including without
limitation, acts of God, natural disasters, sabotage, accident, trade of industrial disputes, terrorism, or hostilities.

Information collection and use Inaccordance with the Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016, we inform you that EasyB S.r.l. through the

lsacademy.com website (with headquarter in Via Roma 20, Alzano Lombardo, Bergamo, Italy, VAT number IT03633040161) will use your personal data voluntarily provided by you only with the consent
and in compliance with the principles dictated by the European Regulations on the protection of personal data for sending newsletters, for marketing purposes (sending advertising material, market Event managed by
research and commercial communication) and for communication of the same data to third parties (companies that sponsor the event, scientific board, speakers), also for marketing goals. You can

read the complete information, including your rights and the procedures for the exercise of the same, following this link

Date Signature
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