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Europe 2020

* Blo iatpikn €peuvva & katvotopia otnv Eupwrn
Kol otnv EAAaSa

* «The right clinical trials environment paves the way for
Medical Innovation»

* H kAwiKn €peuva eival mpotepatotnta otnv EE
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Blolatpikn €épevva & Kkawvotopia otnv Evpwrn kot
otnv EAAGSQ

* [loAttikol etaipot

Evpwrnaikni Kowotnta
Eupwraiko ZupupouAlo

‘Epeuvag

EupwBouln
EMA & Apxéc KM EE

* Emiotnpovikoli etaipot

European Science Foundation

European Medical Research
Council

Noavernotiuia & laTpLKES
Y XOAEC

ETMLOTNUOVIKEG ETOLPELEC
laTPLKAL EPELVNTLKA KEVTPA

* EFPIA& R&D OB

Aiktua & Apaoelc*
ICREL

ECRIN

IMI- 1&2

ENCePP

European Network of
Research Ethics
Committees

*EU funded




Health systems as an economic sector

« Economic size of the health care sector
— Accounts for about 10% of GDP in the EU

— More than financial services or retail sector
« Labour-market effect

— About 6% of all workers in the EU employed in the health
sector

« Impact on competitiveness of overall economy

— Labour costs, market mobility, trade, research and
development, innovation

World Health European Public Health Alliance

annual conference
Brussels, Belgium, 6 June 2012
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AnaoxoAnon otnv E&A 113.000 O<ceLg epyaciac otnv Evpwnn pe
EMpeon mMoAAanAaotaoTtikn enidpaon kotd 3-4 PopEC

FOODIa
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H onupaoia tov Qappokevtikov R&D otnv E.E.

H otpatnywn yia to 2020 otnv Eupwrn,

e “The EU [...] has a target of investing 3% of GDP in R&D”. “R&D spending in Europe is
below 2% [...] mainly as a result of lower levels of private investment.”

« “Europe needs [...] to improve the conditions for private sector R&D in the EU.”

COM(2010) 2020, page 10

AteBveic kKAWIKEC SokLUEG (Kuplwe paonc 2/3) sival Baowko pépocg tng dtadkaoiag tou R&D
€20Bn kabe ypovo otnv EE (Emttpornn Yyeiag)

More than half of

private R&D Is — Non- is spenton

spent by the ceuticals clinical phase2 & 3

pharmaceutical 19.2% gg‘(z trials (2009)

industry

Phase 2

& 3 trials B Phase 1+4

50.4% ® Phase 2+3

O Other R&D

f g
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Baowoli AteBveic Kavoviopoi & NopoOeoieg nepi
KALVIKWV PLEAETWV
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AleOveg AsovtoAoyiko Aaiolo

H Ataknpuén tou EAcivki (Declaration of Helsinki), n omoia ouvtaxbnke amnod
Vv MNaykoouta latpkn Etapeia kat uloBetriBnke yla mpwtn ¢opd 1o 1964
H Owoupevikn AtakApuén yla t BlonBikn kot ta AvBpwriva Atkalwpoto
(Universal Declaration on Bioethics and Human Rights) tngc UNESCO

Ot AleBveic Obnyiec HBIKA G yLa tn Bloiatpikn Epguva mou mepthapBavet
avBpwrouc¢ (International Ethical Guidelines for Biomedical Research
Involving Human Subjects tou CIOMS) - 1993, 2002.

OL Odnyiec OpBnc Npaktikic (Good Clinical Practice Guidelines 2002)

H Owoupevikn Ataknpuén yia to AvBpwrivo MNovidiwpa kot to AvBpwriva
Awatwpata - UNESCO, 1997

H ZVotaon 4 (2006) tou ZupBouliov tng EupwmNG yLa TIC EPEUVNTLKEG
dpaoTNPLOTNTEC OTOV TOUEN TNG UYELDG, o€ avBpwTrilvo BLOAOYLKO UALKO TtoU
EXEL OUAAEXBEL pe okomo TNV amoBnkeuon yla Epeuva N yla AAAO okoTto

10 SfEE



2Uyxpovo Nouko rmAaioto

T—

1
* EE Oényieg 2001/20 (CT), 2003/94 (GMP) —  KAwiwkég dokipég Avatagel Y.A.
2005/28 (GCP) yia Tig KAWIKEG MEAETEC A6/10983/1/06.12.1984
* O Kavoviopog 1901/2006 Evpwrnaikou — AYr3/89292,MEK B1973/31-12-2003
KOWOBOUAIOU yLa TIG MOLSLATPLKEG KALVLKEG —  EEA 121/34 1.5.2001
HeAeTeq *  JuvOnkn tou Oviedo (Lloxv ano
* O Eudralex Volume 10: Eyxeipiéio yia 1/12/1999)
KAWKeq pehete * N 2619/98 NMNpwtokOAAOU HVWHEVWV
* O Kavoviopog 1394/2007 yia tig EOvv

TPONYUEVEC Oeparmeleg

«  0&nyia 2005/28/EK GCP

*  ZUpBaon tou ZupBouliov tTng Evpwnng

*  JZuvOnkn tov Oviedo ywa thv Npootaocia Twv
AvOpwrnivwv ALKOLWHATWY Kat TNG
AlonpEneLag Tovu AvOpwIou oe oxXéon UE
tnv Edappoyn tng BloAoyiag kat tng
latpkng
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Anotunwaon tTn¢ dpactneLotTNTAC KAWVIKNAG
gpevvag otn EAAada
2010 - 2014
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Historical Global R&D Growth

- = Country Comparisons: 2012

Sclentists & Engineers/Million People

World of R&D 2012
Size of circle reflects the relative amount of annual R&D spending by the country noted,
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Legend
Number of publications
Annual average 1995-2007
No pubications
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Benchmark report on the conduction of
clinical trials in Netherlands



Legend ¥

Average number of citations per pub.

Publication and citation window 2004-2007
oo

~ 401-600

B 6ot1-800

- >800

Less than 50 publications in period 2004-2007

-
-

Figure 4: Average number of citations per publication. The publication and citation window 2004-2007 was

used as dataset for this figure.

Benchmark report on the conduction of

clinical trials in Netherlands
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Figure 8. The number of pivotal dinical trials in MAA submitted to the Agency performed in
country of the North America and EU/EEA/EFTA regions in the 2005-2011 period

Figure 12, The average number of patients recruited per pivotal clinical trial per country in MAks
submitted to the Agency in each country of the North America and EU/EEA/EFTA region (excluding
those countries with less than 20 clinical trials) in the 2005-2011 period
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EMA clinical trials report 2012

Number of clinical trials



Biotechnology Research: Greece received the score of 62.75
Greece falls under the category of “limited ability to compete”.

24%

;|| 1.9%

Benchmark survey of 20 countries as
well as a link to the WorldView report:

http://www.pugatch- m Europe
consilium.com/?p=1263 m USA
Canada
® Asia/Pacific

Z(DEE Noe 2011

Sigure 2.d.4.

share of global bictechnology B&D expenses, public companies
2008). Data source: EFPIA report, 2010 Edition.

source: Ernst & Young, ‘Beyvond Borders, Global Biotechnology
leport 2009 (data relate only to publicly traded companies). 7
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KAWIKEG AOKLUEC

SHORT COMMUNICATION
BPAXEIA AHMOLIEYZH

Clinical trial activity in Greece
A case of missed opportunities?

K. Athanasakis,! M. Detsis,' B. Baroutsou,?
J. Kyriopoulos'

'Department of Health Economics, National 5chool of
Public Health, Athens

?Hellenic Association of Pharmaceutical Companies
(SFEE), Athens, Greece

H dpactnpiotnTa oto medio Twv KAMVIKWY
dokipwv otnv EAAGda: Mia 1otopia yapévww
EUVKQIpIWV

MepiAnn oto TEA0 Tou dp8pou

Copyright S Athens Medical Soclety
wharw miednet_grfarchives
ARCHIVES OF HELLEMIC PMEDICIME: ISSM 11-05-3992

through commercial development.® In a pragmatic context,
CTs represent substantial capital inflow and investment,
and utilization of a highly specialized workforce.

Bearing in mind the abowve, a survey was performed
to document the volume and basic characteristics of CT
activity in Greece in the year 2010. A further goal was
to discuss the findings of the survey with respect to the
country’s position in a globalized setting of clinical research.

METHOD

Primary research in the pharmaceutical setting is mainly
undertaken by companies aiming to introduce prototype
drugs to the healthcare market. These companies are
represented in Greece by the Hellenic Association of Phar-
maceutical Companies (SFEE). Thus, to obtain the necessary
data for the analysis, a questionnaire-based survey was

=l o | I L el e sl | L
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3. Resuits: Analysis Ph Il and lll consolidated

\==4

Top 10 countries with the highest number of Ph Il and lll studies
include EU 5 and 3 Eastern European countries

.

( Ranking of countries according to the number of Ph Il and lll studies per country
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2. Results: Overview of results for Phaseslto IV d h

EUS5, Poland and Belgium stand out as countries with the
highest numbers of clinical studies, with Germany ahead of all

Ph [ to IV consolidated

Ranking of countries which conducted = 1 00 studies

European
country 230

Il More than 600 studies
B Between 400 and 600 studies

[ Between 200 and 400 studies

“"

Between 100 and 200 studies *Underestimation of Phase | and IV for all countries except France (scope of LEEM Data)
: Average number of countries for a Phase | trial - 1,1
Less than 100 studies Average number of countries for a Phase IV trial - 3.3 . 5

Y% Publicis
Healthcare Consulting




3. Resuits: Analysis Ph il and lll consolidated

Top 10 countries with the highest number of patients recruited %
for Ph Il and Ph lll trials include EU 5 and 3 Eastern European
countries

ﬂ 230 670 patients

Ranking of countries which recruited more than 5000 patients

Germany
Poland

Spain

France

Czech Republic
Italy

United Kingdom
Hungary
Finland
Romania
Sweden

Netherands

European

Belgium 6741 country 7440

Bulgaria
Denmark
Austria
@ More than 30 000 patients
B Between 10 000 and 20 000 patients
[ Between 5 000 and 10 000 patients
Between 1000 and 5000 patients
[ Less than 1000 patients

. publicis
Healthcare Consulting




Number of Studies in Europe — 2014
www.clinicaltrials.gov

I o Countries No. of
% Ny Clinical studies

trials.gov | registered

Europe 46,235 10,146 9,041
Belgium 5,156 565 553
Czech 2,518 287 260
Republic
Greece 1,584 176 131

EOF Data on In 2012

New Studies
Submitted

Greece 138 122

Colors indicate number of studies with locations in that region

Loast O o

Labels give exact study count

*Data derived from www.clinicaltrials.qgov on 13t May 2014, and sorted based on date started per database
**EOF data is based on new studies submitted for approval per annum-verbal communication
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OPAMA

H EAAada va kataotel xwpa pe dtakpit dtebvn
0€on otnv KAk £€peuva HETOEL TV
Evpwnaikwv xwpwv napanAnciov tAnbucuov

(r.x. BEAylo, OAAawvdia, Aavia, KATT)
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2TPATHIIKH

Evioxvon tnc¢ Aladaveiac &
Agovtoloyiog otnv KAwvikn
Epeuva

Eudaon otnv Zuvexllopevn
Eknaidevon otnv KAwikn Epsuva
Evioxvon tn¢ aflomoinong tou
KAwvikoU Epguvntikol

ErttotnpovikoU Auvapikou tng
EAAGSOC

AleVpuvon tng xpnong tou EXY
otnv KAwikn Epguva kal otnv
neplpEpeLa

AUEnon Twv emevéUoewV TWV
ETALPELWV LEAWV TOU oTNV KAWVLKNA

‘Epeuva otnv EAAGSa

Auénon tn¢ Evpwnaikng
QVOYVWPLOLOTNTAC TNG XWPOC OE
emninedo dnuootevoewv & SIKTVWV
EPELVNTWV

JuppoAn ZOEE otov Anuooto
AwdAoyo yla tnv EBvikA otpatnykn
oTNV €pEUVa LE OAOUG TOUC
gTOLPOUG
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Yrioupyikn anodaon / KAwvikec MeAE€teg
(DEK 390, 21.02.2013) — va uAomownO«si

MNpoBAenopevn Stapkela TnG Stadikaoiog untoypadng o 45 NUEPES

KataBeon ,
dakélouv oto E.3. ® Aﬁlo}\ovflcﬂ

VOGOKOMEIOU a Fkuo&étnon

MNapdAAnAn Stadikaoia Stdpkelag 30 nuepwv ETUMAEOV 5 NUEPES EVTOC 5 NUEPWV
KataBeon v o
OLKOVOMIKAG 0 noypaon Kotd®eon %5 .
el © Emiokoninon g 4uepoug oLUBaong ano UTTOYEYPOAUHEVNG EVIDS 2 NHEPSY

Al ! , o
. ovuupao ALOLKNT cUpBaong otov
ROOORUEELON U-B ns LA q EAKEA/ENKE
Noocokoueilou

Emiokomnnon Kot
umoypadrn auTng

E€¢opBOoAoyLlopog tng

, e KataBoAn moocol oto -
Slaxeipiong twv KA Noookopeio yia Ty
aglohdynon tou pakélou
( .

- e KataBoArn mooou
otov EAKEA/EAKE
yla tnv afloAdynon
Tou pakEAou

* Mocooto .
TIAPAKPATNONG UTEP
Tou Noookopeiou  Nocootd
e gTUMA£0V TOCOOTO 5%, TOPAKPATNGNG
eddoov Intn el uTép Tou EAKEA /
\. EAKE
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Mati v emITAXUVOUUE;

p . * NMwc to yVWoTa surodia
* Evaun kAwkn epevva pn()ngl'Xl va snti\ﬁeobw
4

npotepatdtnta otnv EAAGSQ; _  Meiwon tne ypadetokpartio
— Amonoinon dtadikacLwv
— TRApnon XpovosdLaypappatwy
e Eivaln nepiodog Awtotnrac —  Efeibikevon oteAexwv & xprion

EUTOSL0 1) EVKaLpia yLa TV TexvoloyLwy
OLVATITUEN TWV KALVIKWV , , ,
e Eival to eviaio mAaiolo

HEAETWY; Aetroupyiag YME &
Noookopeiwv £PLKTO;

* Amnatteitol KEVTPLKOC
OUVTOVLOMOG Kol epappoyn
vopoOeoiog
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Europe 2020

EFPIA: The right clinical trials environment paves the way
for Medical Innovation

Highest science & ethics

Clinical trials are an essential
part of research

— 58,6% of R&D costs

— Patients early access to
latest medical innovation

— Europe as center of
excellence

— Significant contribution to
European knowledge
economy

* Achieving EU20 target

3%GDP is invested to
R&D

(Brussels — 20 May 2014): EFPIA has today |aunched a new gateway to clinical trials
data. The new facility indudes a published list of member companies’ online portals
aimed at advancingresponsible clinicaltrial data sharing.

The publication coincides with Intemational Clinical Trials Day, which celebrates the day
of the first-ever clinicaltrial, by James Lind on the 20th of May 1747.

A promise to develop these porals was established as part of joint EFFIA-PhRMA
commitments on dinical trials data transparency, which came into full force on 1st
January 2014,

EFFIA and PhRMA member companies have made great strides towards meeting these
commitments, establishing diverse parnerships and various portals designed to
enhance clinical trials data sharing in a responsible manner. A full list of these initiatives
is available on the EFP1A website.

Richard Bergstrim, Director General EFPIA, stated: *| am pleased to see the progress
our member companies are making implementing the EFFIA-PhRMA Principles. These
commitments to data sharing serve as a common baseline across the industry that our
companies can agree to, and will provide new avenues for the sdentific community and
patients to benefit from clinical research, while maintaining patient privacy, the integrity
of national regulators, and investments in biomedicalresearch.”

The EFPIA-FhRMA Principles include:
» Patient-level clinical trial data, study-level dinical trial data, full dinical study
reports, and protocols from clinical trials in patients for medicines approved in the
United States and EU beginning this year will be shared with qualified scientific
and medical researchers upon request and subject to terms necessary to proted
patient privacy and confidential commercial information. Researchers who obtain
such clinical trial data will be expected to publish theirfindings.
* Companies will work with regulators toward a mechanism to provide factual
summaries of clinical trial resutts to patients who participate in clinical trials.
* The synopses of dinical study reparts for clinical trials in patients submitted to
the Food and Drug Administration, European Medicines Agency, or national
authorities of B member states will be made publicly available upon the
approval of a new medicine ornew indication.
= Biophammaceutical companies also reaffim their commitment to publish clinical
trial results regardless of the outcome of the trials. At a minimum, results from all
phase 3 dinical trials and dinical trial results of significant medical importance
should be submitted for publication.

EFPIA launches clinical trial data portal gateD
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20lC EUXOLPLOTW TTOAU yLOL TNV
TLPOGOXN OOLC
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