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ABOUT

Future perspective in Clinical Research: Official language: German
are you ready for the next decade?

The world of clinical research is in a phase of profound transformation.

The acceleration of scientific knowledge in recent years is leading to an exponential increase in the number of clinical
trials with new drugs. This increase in studies is associated with a profound methodological transformation, which leads to
overcoming the classical model of development based on the sequentially managed phases for individual New Chemicals
Entities and New Biological Entities. To ensure rapid access to patients for new drugs and to contain high development
costs, regulatory authorities, FDA and EMA, show a readiness to accept new approaches ranging from new experimental
designs, to early access models, to management of some aspects of the development with a “risk based” approach, up to
the opening of the use of Real Word Evidence data. In this context, the operators involved in the management of clinical

research are facing new important challenges.

* What is the evolution of skills, processes and tools in pharmaceutical & biotech companies, CROs and
research centers, also in view of the regulatory changes taking place?

° What organizational changes will the stakeholders in clinical research have to face and which are the priority areas?
* How much does the technological evolution in digital health care, will influence the way of doing clinical research?

* What is the point of view of investigators/physicians, study nurses, research coordinators and data managers
working in this sector who are experiencing this transformation?

¢ Changing role of patient involvement in clinical trials

* The right balance between complexity, speed and quality: Is Germany ready to cope with the transformation
in clinical research?

The Scientific Board
LS

Dr. Martine Dehlinger-Kremer Dr. Herbert Eskotter Heike Schon
Vice President, Global Scientific and Medical Medical Consultant Managing Director at LUMIS
Affairs at Synteract & EUCROF President International GmbH

Will lead a panel of experts to share best practices, knowledge and experience in this field.

Who should attend?

Representatives of Pharmaceutical and Biotechnology companies, Clinical Research Organizations, Academic centers,
Hospital Centers, and Clinical Technology companies. Especially Clinical Research Professionals, belonging to the

following departments:

e Clinical Research and Development e Clinical Operations
¢ Quality Assurance e Statistics and Data Management Event managed by
e Regulatory e Information Technology
e Pharmacovigilance e Market Access
RSN
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AGENDA

09:00 - 09:30

09:30 - 09:40

09:40 - 10:20

10:20 - 11:00

11:00 - 11:30

11:30 - 12:10

12:10 - 12:50

12:50 - 13:50

13:50 - 14:30

14:30 - 15:10

15:10 - 15:40

15:40 - 16:20

16:20 - 17:00

17:00 - 17:15

www.epharmaday.org

German ePharma Day

Future perspective in Clinical Research:
are you ready for the next decade?

Official language: German

Registration

Welcome from the Scientific Board
Dr. Martine Dehlinger-Kremer - Vice President, Global Scientific and Medical Affairs at Synteract & EUCROF President
Dr. Herbert Eskotter - Medical Consultant

Heike Schon - Managing Director at LUMIS International GmbH

Marcus Schwabedissen - Chief Operation Officer (C00) at Q-FINITY
Oliver Herrmann - Chief Executive Officer [CEO] at Q-FINITY

Digital transformation in the clinical world. From analog to digital... and beyond!

Valdo Arnera - Scientific Advisor and General Manager at ERT Geneva
What have we learnt about future eClinical Technology Adoption in Clinical Trials from the implementation of

eDiaries and how does it help to predict the future?
Coffee break

Nancy Meyerson-Hess - Associate Partner at admedicum Business for Patients

The Changing Role of Patient Involvement in Clinical Trials

Alexander Puschilov - Managing Director at Viomedo

The future in patient recruitment - it’s already here (kind of)

Networking lunch

Prof. Dr. Heike Wachenhausen - Rechtsanwiltin/Attorney at Law at Wachenhausen Rechtsanwélte Partnerschaft mbB

Title available soon

Artem Andrianov - CEO at Cyntegrity
Evolution of RBM- Risk-based Quality Management

Coffee break

Dr. Thorsten Ruppert - Senior Manager Research/Development/Innovation
at vfa - Association of Research-Based Pharmaceutical Companies

New EU-regulation on clinical trials - Status and implications for the pharmaceutical industry in Germany

New session will follow soon

Conclusions
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HOW TO REACH THE CONFERENCE VENUE

e/l InterCity Hotel Frankfurt Airport

- L Am Luftbrickendenkmal 1 - Cargo City Stid - Frankfurt am Main, Germany
.-
/ Arriving by airplane
= Airport: Frankfurt Rhein-Main Airport/FRA The hotel offer guests a shuttle bus ser-
| vice from and to the passenger terminals 1 + 2 (fee required). Daily from the hotel to
the terminals 1 + 2 every 30 minutes from 4:45 h onwards. Last trip from terminal 1 to
izl 5

MMMMMMMM

the hotel is at 0:30 h. The bus ride takes approximately 8 minutes per route.
Terminal 1 Exit B5 on the arrival level Terminal 2 Exit D/E é

Arriving by train
Train station: Frankfurt/Main Airport At the airport please take the shuttle bus from

terminal 1 stop B5 or from terminal 2 stop D/E.

Arriving by car

Navigation device | Am Luftbriickendenkmal 1/Cargo City Stid 60549 Frankfurt
Via the GPS coordinates | Longitude: 8.584 Latitute: 50.027

Please be aware that in many navigation systems this street name still does not exist.

Via A5 (Basle, Frankfurt/Main) | Take the exit 23 “Zeppelinheim, CargoCity Stid”

Car park | Public car park is available next to the hotel.

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.

Download the Events Summary 2018

For further information

Event managed by
Please visit the conference website or contact the organisational offices:

Ilaria Butta Phone +39 (0)35.41235%94 | ilaria.buttaldLSacademy.com
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https://lsacademy.com/wp-content/uploads/2017/12/Events-Summary-2018.pdf
https://germanepharmaday2018.lsacademyevents.it

Two ways to register

¢ Online

please register here
https://germanepharmaday2018.lsacademyevents.it/orders/new
In this case, you can choose to pay by credit card or by bank transfer

* By email o fax
please fill the registration form below for each attendee and send it
by email : ilaria.buttaldLSacademy.com or by fax : +39(0)35.4501262

In this case, you can pay by bank transfer.

[0 € 655,00 Early Bird fee until May 18", 2018

O €765,00 Ordinary fee (after May 18", 2018)

O €570,00 Patronage members fee (Association ]

O €430,00 Academy, Public Administration, Freelance

(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.buttaldLSacademy.com Phone: +39 (0)35.4123594

Payment by bank transfer

The full amount must be paid on registration to
EasyB S.r.l by bank transfer. If you pay by bank
transfer, please attach proof of payment to the
registration form.

Bank transfer payable to:

EasyB S.r.L.

Via Roma, 20 - 24022 Alzano Lombardo (Bergamo)
VAT: 1T03633040161

BANCO BMP - Filiale di Carobbio degli Angeli
IBAN: IT81 F 05034 53960 000000003450

SWIFT Code: BAPPIT21AY5

Surname Name
Company Job title
Address

City Post code
Phone Fax.
E-mail

Special Dietary Requests

O | wish that my data (hame, surname, job position and company) are inserted in the list of attendees distributed the day of the event

Invoicing details

Company name

Address

Mail address (If different] Post code

City
VAT number

Terms & Conditions

Terms of payment The registration fee must be paid at the time of registration. Confirmation of event admission will be given on receipt of payment. EasyB reserves the right to refuse late registra-

tions 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 (by email). Transfer 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 Participants information is collected and utilised by EasyB S.r.l. and sponsor companies in accordance with ltalian Legislative Decree

Event managed by

196/2003. Data collected will be used and communicated to third parties for the purposes of event organisation and may be used to communicate future similar initiatives.

Participants may at any time verify the accuracy of the information and request changes or deletion. During the event, the LS Academy Staff may take pictures, that could be

shared on our Social Media pages.

Date Signature

easy?
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