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Disclaimer

No part of this presentation shall be reproduced or distributed in any form or by any means, or
stored in a database or retrieval system, without the prior written permission of the Novartis
Hellas S.A.

Information contained in this presentation is subject to change without notice. Access to this
presentation is licensed subject to the condition that it shall not, by way of trade or otherwise,
be lent, resold, hired out, or otherwise circulated without prior consent of Novartis Hellas S.A
in any form, whilst every effort has been made to ensure the accuracy of presentation.
Novartis Hellas S.A cannot accept any responsibility for any inaccuracy or omission contained
herein.

Other company names, products, marks and logos mentioned in this document may be the
trade mark of their respective owners. By making use of this service you accept Novartis
Hellas S.A terms and conditions, available on request.

© Novartis Hellas S.A
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H e€e1bikevon kat n moAutAokotnTa TNG
EPEUVAC Kol avamtuénc VEWV GopUaKwWVY
Kol OEparmelwv analtel TOAUTAEUPEC
OUVEPYOLOLEC
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Rethinking drug discovery -
Turning the Titanic?

Elias A. Zerhouni, President Global R&D, Sanofi
Editorial in Science Translational Medicine, January 2014

We must acknowledge that no
single institution, company,
university, country, or government
has a monopoly on innovation,’

Copyright © 2016 by the
Pharmaceutical Research
and Manufacturers of
America.
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é’v’ t The Signature Clinical Trial Program is a US-based pilot developed by Novartis, which aims to change the traditional
- Ign a U r e clinical paradigm by bringing the protocol to the patient through the identification of certain genetic mutations.

Traditional Clinical Trials
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EETE UL
Sites can take -8months  Participation Is limited to  Each site must enroll Many patients need to be Site Is Identified, Criteria Is limited to one  Many patients must be
to open a trial ' a fixed number of sites multiple patients screened to Identify activates trial and then tumor type enrolled; data Is analyzed

eligible patient 2 recruits eligible patients upon avallability of
final results

SIGNATURE Trial Program

Site can be open in No fixed number of sites * Site can enroll one or Patient pre-identified, Patient is identified Patients with any Fewer patients can be
approximately 3 weeks ** multiple patients * no screening necessary*  at site; then study Is tumor type and enrolled, and data Is
activated. Program relevant genetic analyzed on a
Is actively seeking mutation can enroll ** frequent basis *4
new sites **
1. Survey Results of Start-Up Cycle Times, Tufts CSDD 2012. Available at http./www.appliedclinicaltri- 3. Signature Website. http:/www.signaturetrial.com/ Last accessed April 11, 2014
alsonline.com/appliedclinicaltrials/article/articleDetail jsp?id=796689. Last accessed April 2, 2014 4. “Bring the Protocol to the Patient.” American Society of Clinical Oncology Annual
2. Screening Tests Prior to Study Enroliment - Information Sheet. Available at http:/www.fda.gov/Reg- Meeting 2014 Panel
ulatoryinformation/Guidances/ucmi126430.htm. Last accessed April 7, 2014 5. “Signature Clinical Trial Program.” Patient Recruitment Informational Deck
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[ToIEC €ival Ol ATTOWEIC TWV ApXWV
[1a va givar n mpooBacn ora apuaka TeoaoiT

Drug Regulation and Pricing — Can Regulators Influence
Affordability?

Hans-Geong Eichler, M.D., Hugo Huris, M.Sc., Kard Broich, BLD., and Guido Rasi, M.D.
M Engl J Med 2018; 374:1807-1802 | May 12, 2018 | DOI: 10, 10568/ME Mp 1801204

Eram:niﬁmﬂ

Article References Metrics

Public debate in the 1990s over drugs’ clinical toxicity has given way to concems about their

financial toxicity. Although drug regulators aren’t supposed to be concerned with pricing, they've
been drawn into an acrimonicus debate over the cost of medicines.

12/05/2016

Can regulators influence the affordability of medicines? Top EMA and national authority representatives discuss options in a NEJM
article

‘Enable the rapid approval of generics and biosimilars, as this facilitates competition and drives down prices;

Work to ensure ‘me-too’ products (medicines comparable to already approved options) continue to come on the market at
reasonable speed, again to drive down prices through increased competition;

Encourage companies to conduct clinical trials that both satisfy the needs of regulators (i.e. demonstrate quality, safety and
efficacy of the medicine) as well as the health-technology-assessment bodies

Facilitate the collection of other data that are important for payers by taking their needs into account when asking companies to conduct
post-approval studies. This could for example help payers when considering outcome-focused deals that tie the price of a
medicine to the result for patients;

Support higher efficiency of research and development in the area of medicines: by fostering a better model for the development of
medicines, it is expected that companies would potentially be able to reduce the price of their medicines. This could also mean reflecting on

new approaches to medicines’ development, such as the adaptive pathways approach that is being explored by EM 1
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000476.jsp&mid=WC0b01ac0580236a57
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000476.jsp&mid=WC0b01ac0580236a57
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000476.jsp&mid=WC0b01ac0580236a57
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000476.jsp&mid=WC0b01ac0580236a57
http://www.ema.europa.eu/ema/index.jsp?curl=pages/partners_and_networks/general/general_content_000476.jsp&mid=WC0b01ac0580236a57
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000601.jsp&mid=WC0b01ac05807d58ce
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KAIVIKEC MEAETEC : eCEANIOOOUEVO DEOVTOAOYIKO &

VOMIKO TTAQiCIO

AgovToAoyia , Nopooeoia Kal OpOrn KAIVIKN TTPAKTIKN

Népog 2071/1992 EBvikou 2upouliou

S laTpikAg HBIKNG Kal AcovToAoyiag

WAAA

WMA Declaration of Helsinki - Ethical
Principles for Medical Research Invalving
Human Subjects

Népog EuaiocBntwy MNpoowTiKwyv
Aedopévwy 2472/1997

Fv atad by tha 155 WHNA Garaval 2ccwridy, Hsusk, Felmul, [vre 1061

Népog 2667/1998 : EOBvikA ETTiTpoTTh
BionBikn¢

Népog 2619/1998: Oviedo Convention

Prusmbie

YTtroupyikil ATrégaon /89292/31.12.2003
evowparwon Directive 2001/20/EE

Nouog 3418/2005 latpikrng AsovroAoyiag

S——— Nouog 3653/2008 yia Tnv £pguva Kal
E R R o




O1 aoBeveic oTnV dIANOPPWAON TNG IATPIKNC TTPOOOOU
European Patients Academy www.eupati.eu.

"Patients no longer view
themselves as 'recipients'
of healthcare innovation.
They are embracing their
new power to shape the

p - innovative
- AM)[mederes  efpia

f _
. " medical advances that are
T s vt shaping their lives. We
oot o e e ot hope this toolbox will be a
e R helpful resource to

empower patients with
more knowledge about
how biomedical R&D

EUPATI Toolbox on Medicines R&D’  WOrKS,”
by watching the video. Copyright EUPATI ©.
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http://www.eupati.eu/preview
https://vimeo.com/152251690
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Eupcia avagpopa aT1o dIadIKTUO
Emmiotnuovikoi, epguvntikoi, d1ebveic, 101wTIKOI popeic ,MKO & aAAol

Wiorid Health
Organization

EXPRESS SCRPITS™~

NI
Collaboratory

Global Alliance i A
for Genomics & Health

DIAGN@MIC S Clinicaq

illurmmas Trials.zo

ClinicalStudy:lg THE=SSSSTIMES

DataRocqquest. com
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[Tpdoaon oTIC KAIVIKEC HEAETEC OTIC HITA

loToTOT1TOI

ClincalTrals go
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Asice o e US. vl sl e il stls oot s, g ekt it ol o s
Find Studies  Apout Clnial Studies ~ SubmitStudes  Resourcas  Apout Tis Sie
Clcara v curey s 210 680 st i locaions o 50 Skt nd 192 counties, TetSee
Locations of Recritng Studes
Search for Stucies Sarth el
e Heat et D L gl — s b
US on
Q s + o i s s Jisoy
Both 5. and nond 5 (8%
Advanced Searh - See tudes by Topc » How o read a sty ecord
See Stds on Map Tofa N=37 A8 sfudes
Dz ofaeh 15,01
+ e ot ends,chats, and mps
For Patents and For Researchers For Study Record Menagers
e Sovbsirisids - Wy e
b ontaleat e | <l st * Tutoralsforusng CicalTrls gov
v pswesl + Dovrloadconent oranelysls + Howoreg er@urmdy s o et
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Home » Health Information » NIH Clinical Research Trials and You

NIH CLINICAL RESEARCH TRIALS AND YOU

NIH Clinical Research

Fndinga i i

Trials and You

The Basics . .
Around the Nation and Worlcwide

Finding 2 Clnical Tria

o NIH conducts clinical research trils for many

Listof Registries . o .
diseases and concitions,inclucing cancer, Alzheimers

PersonalStories

disease, llergy and infectious diseases, and
For Parents and Children neurological disorders. To search for other diseases

o et o Provdes and condiions, you can vit CliicalTrals.gov.

Resources for TrialSits ClinicalTrial.govE Tpsfor fincing tils on

Fducational Resources Clnicalrals ov]

This s a searchable registry and results database of

Glossary of Common Terms , o
fodaralhs and nriuntaly ru,nm,ttnd_zhmrﬂ triale
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Alapaveia & evnueEpwon Twyv d0edopéEvwy otTnv EE
2UVOWEIC AQTTOTEAEOUATWYV KAIVIKWV UEAETWYV YIQ TOUS AOBEVEIC

ANUOOCIOTTOINCN TWV CUVOTITIKWY OTTOTEAECUATWY TWV
KAIVIKWV JEAETWYV

* AT 10 2014 oto EU clinical trials registry ota ayyAIKa

ANUOOCIOTTOINON TWV AVOAUTIKWY ATTOTEAECUATWY OAWV
TWV KAIVIKWV JEAETWV

* ATTo 1o Ze1rT 2016 oT1o EU clinical trials registry ota ayyAika

EIOIKEG CUVOWYEIC TWV ATTOTEAECHATWY TWV KAIVIKWY
MEAETWYV VIO TOUG CUUMETEXOVTEC Q0BEVEIC KAl AOITTOUG
ao0eveic

« ATtaitnon Je Baon TNV véa vouoBeaia- eUpWTTAIKO KAVOVIOUO YIA TIG
KAIVIKEC HEAETEC 536/2014

 2€ KaTavonTr YAwooa Kal aTnV ToTTK YAwooa 2018-2020
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Alagpavela oTIC KAIVIKEC JEAETEC oTNV EupwTn
EU Clinical Trials Register

EU Clinical Trials Register

Home & Search Joining a trial Contacts About

Clinical trials

The European Union Clinical Trials Register allows you to search for protocol and results information on:
o interventional clinical trials that are conducted in the European Union (EU) and the European Economic Area (EEA);
* clinical trials conducted outside the EU / EEA that are linked to European paediatric-medicine development.

Learn moreabouttheEUC||n|ca|Tr|a|sReg|ster including the source of the information and the legal basis.

The EU Clinical Trials Register currently displays 27503 clinical trials with a EudraCT protocol, of which 4080 are clinical trials conducted with subjects less than
18 years old.
The register also displays information on 18612 older paediatric trials (in scope of Article 45 of the Paediatric Regulation (EC) No 1901/2006).

x

Examples: Cancer AND drug name. Pneumonia AND sponsor name.
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ETaIpIKOG I0TOTOTIOC ,EQAPHOYEC KAl HECA KOIVWVIKAG OIKTUWONG c
Y
lNapadeiyuara i

Clinical Trials Uy NOVARTIS A

Clinical study results Ongoing trials Patient-level data

Clinical trials are scientific studies conducted to find better ways
to prevent, screen for, diagnose, or treat disease. These clinical
trials may also show which medical approaches work best for
certain illnesses or groups of people. Clinical trials produce data
available for healthcare decision making.

The purpose of clinical trials is to answer scientific questions.
Therefore clinical trials follow strict, scientific standards which
protect patients and help to produce reliable study results.

Search for Novartis-sponsored clinical trials Opportunities near you

<= Search — ue Ssrrsree
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H anoyn twv acBsvwv otnv €peuva,
OLVATITUEN KOl OTLC KALVLKEC MEAETEC
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[MpwToBouAia Tou FDA yia 20 vooruarta o€ pia SeTia
Avarruén eapuakwy yid 1iIC avaykes Twv aocBevwy :2013-2017

m US. Food and Drnuag Administration
m Protecting and Promoting Pubic Health

wonnew. fda.gow

FDA’'s Patient-Focused
Drug Development Initiative

What is it: As part of its commitment under the recently approved Prescription
Drug User Fee Act (PDUFA V), the Food and Drug Administration (FDA) will
be conducting an initiative, called the patient-focused drug development
initiative, to provide for a more systematic approach to obtain the patient's
perspective on the disease severity and the currently available treatments.
The intent is to ensure a thorough understanding of the severity of the treated
condition and the adequacy of the existing treatment options.
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Meetings might stimulate longer-range

T LLS. Food and Drug Ad e
m I-"rL11r-'|.rrr_1=u|-|_1|-‘rrvn_.hr-_:||-"|_.th -'

development of new patient-focused outcome measures
For a specified disease area

wrnar ol

>, FDA
L
E 1 1 1
S Drug Developers
o =
5 | =
— = =
= PRO tool development and z -=
E qualification o g
<8 [ 1
2 £ NDA/ | &
e ) . ha] o
[ *— Translational IND Clinical | BLA = | =
w
g
= Z
I Fh 4
Patients identify important Patient input on
= — —_—
dimensions of benefit not effectiveness &
ur] adequately captured in tolerability of currently | ongoing

current studies; need for
PRO tool(s)

available therapy
(unmet medical need)




Partnering with Patients in the Development of Medicines
A call for action :Therapeutic Innovation ,March 2015 Anton Hoos et al

Owerall number of patient & consumer involvemeant in EMA activities
2007—2013

&0 551

S00 +
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200 -
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Figure |. Growth of EMA interactions with patients and consumer
organizations between 2007 and 201 3. Reproduced with permission
from European Medicines Agency.>®
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Ou véeg texvoloyiec dteukoAUvouV TNV
EUMELPLA TWV ALCOEVWV OTLC KALVLIKEC
MEAETEC
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XpNnon e HEOWV OTIC KAIVIKEC MEAETEC

Cloud computing & wneiako raéidi

/, \ »

J ~ : A‘
Novel clinical . elCF, ePRO,
trial settings N eSource

Drug delivery
e-devices

Telehealth

Wnoeiak ouykatabeon
aoBevoug

WYnolakn cuptmtAnpwaon
EPWTNUATOAOYIWV

Metadoon dedopEvwy 1 Kal
METPNOEWV PHECW KIVNTWV
TNAEQWVWV

Kataypa@n (WTIKwWV onuEiwyv
ME QVIXVEUTEC

HAeKTPOVIKN KaTaypA®N
XProng Tou @apudkou

TnAg 1aTpIKA-TTApaKoAouBnon
€€ ATTOOTACEWG
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Epappoyn avapopdc AVETTIOUUNTWY EVEPYEIWV

https://web-radr.eu/

/' N | innovative

JIM) | medicnes

# Home

» About IMI

» Get involved

» Projects

» Calls for proposals

» News, Events & Media

» Reference documents

LATEST NEWS

10/06/2016 : Thanks
@BIOConvention for a great
#BI02016 - we're already
buzzing with ideas for #B102017!
https://t.co/YWOEfmN8oT

09/06/2016 : RT @EUPATI_AT:
Uber 50 Teilnehmer nehmen
gerade an dem ersten EUPATI/
AGES Patientengesprach in
Osterreich teil.

Informationsvermittiung fi..
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WEB-RADR

Recognising Adverse Drug Reactions

Summary

WEB-RADR researchers are working together to detect new drug side
effacts by mining publicly available web and social media content.
Thanks to the development a mobile application where patients will be
able to directly report potential medicine side effects and also receive
reliable information on their drugs, medicine manufacturers and
regulators will be able to intervene earlier in case of adverse drug
reactions (ADRs), and thus reduce potential harm to patients.

more ®

Achievements & News

WEB-RADR launches Croatian version of side effect reporting app
Croatia has become the third country in Europe to benefit from the
WEB-RADR mobile app for reporting suspected adverse drug reactions
(side effects). ...more @)

WEB-RADR side effect reporting app goes Dutch
IMI's WEB-RADR project has launched a Dutch version of its

rramrbnhana ann bhab nabinnbs sarnes and haslbhearn nrauidaes man osa

® WEB-RADR

Facts & Figures

Start Date  01/09/2014
End Date 31/08/2017

Contributions €
IMI funding 2270 000
EFPIAin kind 2705 155

Other 1004 466
Total cost 5979 621
Links and
Documents

Website: http://web-

INTRODUCING THE YELLOWCARD APP

') NOVARTIS
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KaBwg goTialovps otovg acbeveig,
£IVAl CNHOVTIKO va yvwpilouv TI va
avapevouv otro Tn Novartis

Tv Mmopovv va
Avapévouv o1

Npoofacn ota Kaivoropa ®appakd pag:

TuvepyalOUaOTE PE GAOUC TOUG ETAIPOUG WOTE v AGBSVS]',Q [17[6 g1l
Ppickoupe AICEIG Kol Vol TTAPEXOUHE T CwaTr .
BeparTeia oTo OWATS AgBevr] TN OWATH OTIYYr TO Novartis

TayOTEPO DUVATAV.

Acgpdheia twv AoBeviv: AeOUEUOPQTTE OTNV TTapOywy T Kol S108g0n
TTOIOTIKWY QUPUAKWY TTOU £ival ao@ahl] Kol oTTOTEAECUOTIKG, WOTE
va KaAUTTTOUV TIG avayKEG Kal TIG OTTAITAOEIC TV aoBevv.

Zefaopog m¢ Amowng twv AcBevav: MioTeUoupe aTnv evepyr
CQUUHETOXT TWV aoBeviv Kal Twy TTOMTWY i Tr BeAtiwan Twv
UTINRECIWY UYEIOG Kol TNG eEMENG TWv aoBevEIWY aUTWV.

Aiapaveia & Akepaidmra Acbopivwv yia 1a Kavotopa ®appaka:
Avayvwpi€oupye Ty avaykn Twy agBevov yia ERTToToguvn
OoT0 PApHaKG pog, Kabuwe Kol 11 ptropei va emBupoly va
£xouv 01 Dol TTpOofaan Og GRETIKR TTANPOPOPNON.
Ymroornpifoupe TNV avaykn yia Tripnan uyniwy
OeovTohoyIKWY apywy eAEyyoU Kal Dlapavelas KaTd TNV
KAIVIKD EpEuvaL

Zuveiopopa oro Zxebiaopd twv Khivikwv Mekerwv: Avayvwpidoupe

GOTI 01 YVWOEIG KOl 01 EPTTEIPIEC TV aoBeviov OXETIKA UE T vOOo TOUG

eival TTOAUTIPEG KOmd TO GYeBIQOUO TwV TTPWTOKOMWY TWvV KAVIKWY PHERETWV KOl TWY
aTOXWV TOUG.

) NOVARTIS

Epnveopoote amo Tovg — n———
acOsveic

AuTH 1 EUTIVEUO] Pag TTAPEXE! KiviTpa
GWOTE Vit PEPOVPE TNV ETMAVATTACH TTNV
Epeuva, TNV avamun Kal TNV Tapaywyn
KUIVOTO PV QUpUAKwY uynAnc moiotniag
mou Bon@oly Toug avBpLTToUs va £XoUY
peyahiTepn digpkeia {wnc pe kahUTepn
TIoIOTNTa, BIVOVTAC TOUC TTEPICOOTEPD
FPOVO VOl KGVOUV Ta TTPaYUOTA TTOU £X0UV
onUOoIa Yo EKEIVOUC

Mo va kavoupe 10 KaAUTEPO YIa TOUG
aoBeveic pag, dev anodexopaocte 1o
status quo. Epyaopaore yia va
Siopakicoupe Ty TTpoofacr o
KOIVOTOUEC BEpOTTEiEC OE TIEPICOOTEPOUG
aoBEVEIC TTAYKOOUIWE WOTE N KoIVWViIa
Kol 0l aoBEVEIC Vol UTTOPETOUV VOl
emmwpshnBolv To TayiTepo Buvard

To evpoc Kai 1 10}0¢ TNC EPEUVAC Kl
avanmune pappakwy pac, pag
Bieukohiver va ahhafoupe v 1arpikn
MPAKTIKI KOl VO PEPOULE TTEQICOOTEPT
pnEikéheuBa ammoTeAéopaTa W
TTPOYUOTIKG OpEAN OTOUC OoBEVEIC K
OTNV KOINWVIa

ZuvepyalopaoTe pe EMOTNPOVEG Kal
opyaviopouc o oAo Tov Koopo Kufuc
WECW TRC OUVEPYOOIaC PTopoUpE va
EMITUXOULE TTEQICOOTEPO

Bsroupe ouveyeic mpokAnosIg oTov
£QUTO POg OF 0,11 KAVOUE, PE Ta
uynAdTEpA MPOTUTIA CUPPOPPWIOTE,
AKEPIOTITAC KA ammoTeAEOpATWY WoTE
va Blaopalicoups Kal oTo PENAOV TRV
KavoTopid yia Toug agBeveic, Ty

konvwvia ko T Novartis
. RS AN YVIVNIN I L VU



ApaoTtnplotnTec otnv EAAGOQ

Aéoueuon, evnuépwan Kai EVEQYN akpoaon Twv acBsvwv
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