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YNUEOQD KATAYQAPETAI PEYAAN HEION OTOLS TTOPOLGS, TTOL ATTOPPOPA N EANGSQ, yia TN
S1E€AY YN KAIVIKQV HEAETQV, TTOL APOPOLY VEEC LTTO AVATITLEN PAPUCAKELTIKEC BEePATTEIEC.
H xwpa yag amoppo@a TTAEOV JOVO TTEQITTOL 40 KAT. ELPW, EVW PEXPI TTOOTIVOC TO TTOCO
NTAV TTEQITTOL SITTAACIO

ETrionc mapatneeital CNUAVTIKN MEIWON OTOV APIBUO TWV EYKPICEWV VEWY PEAETQV. TO
2017 eykpiBnKav PHOvo 136 vEEC PeAETES, evavTl 164 peAeTdv 70 2016 kai 204 peAETY TO
2015. AnAaén, pyeéoca o€ 3 xpovia, LTTNEEE PEION KATA TO £vA TRITO

i@@gﬁ 1 https://www.in.gr/2018/06/12/health/health-news/meiosi-
- tou-arithmou-ton-klinikon-meleton-stin-ellada/
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H peicoon oTnv emevéuon TV KAIVIKGV HEAETOV ammodideral o« :

- YPAPEIOKOATIKN SLOKAPWIA TTOL CLVEXICEI VA ETTIKPATE O€ ETTITTEOO VOO OKOUEIWV KAl
YYEIOVOUIK®YV MMepIpePEIOV

- EPAPPOYN METPWV TTOL SLOXEPAIVOLY / KOBLOTEPLOLY TNV TTPOCRACN TWV VEWY,
KAIVOTOU®YV (PAPUAKDYV

- EANITTN EUPACT OTO BECUIKO TTAQICIO OIKOVOUIK®WY KAl POPOAOYIKWY KIVATRWY YIA TNV

ETTITAXLVON TV TTAPAYWYIKWV ETTEVOVTEWY (TT.X. COVEECT KAIVIKGV JEAETWV GE CLVAPTNON
ue 1o ClawBack)
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INUAvTIKA TeoRAnpara

KaBuoTepnoeic oTic atmopacelc EX/AY (6ev TnpovLvTal ol 30 NUEPES) KAl TNV LTTOYPAPN
oLUPACEWY ATTO SIOIKNTN O€ ETTITTESO VOO OKOUEIOL

ATTOLOIA EVIAIOL TPOTTOL SIAXEIPIONG KAIVIKWV PEAETV aATTO TIC YTE. H KOB¢e pia akoAovBe
SIKO TNG LTTOSEIYUA

[NapaTmTova amo TA VOO OKouEia OTI 6ev AAuPBAvoLy TO TTOORAETTOUEVO 15% AOYW CLVOAIKNG
TapakoAaTnoNng amo TIC YIE
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Karrolieg mpoTtaoceig...

Eqpappuoyn evOg YEVIKOO VOUIKOU KAl KAVOVIOTIKOU TTAQICIOL EVAPUOVIOUEVODL UE TIC 06nyieg
TNC EE

TotTikn vopoBeoia (PEK390, 21 @eP. 2013) yia TNV armAoTToinon KAl EVAPUOVION TV
SIa8IKACIWY TTOL OXETICOVTAI UE TIC KAIVIKEC MEAETEC, TN BECHUOBETNON XPOVIKWYV OPIWYV KAl
TNV EMPROAN KLPWOEWY O€ TTEQITITAOON PN THENONS TOL XPOVOSIAYPAUUATOC

EOVIKO TTOOTLTTO CLUPACEWY
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TI MTTOPOLHE VA KAVOLUE KAADTEPQ;
- TaxuTNTa OTIC EYKPITIKEC SIASIKATIEC T€ ETITTESO VOO OKOUEIOL
- BeATicoon TV LTTOSOUWY OTA VOCOKOWEIA KAl DTTOOTNEIEN ATTO WIA KEVTPIKN S10iIKNoN

- Evappuovion Kal eEKoLYXPOVIOUOG SIadiKaoiwy eykpioewy atto YIE/EAKE

- EbaiocBbnrotoinon TV acBevay KAl TNV KOIVAG YVWUNG YIA TA OPEAN TV KAIVIKGWV
UEAETQOV

- EvepyO THNUA KAIVIKGV PEAETV OTO YY

ﬁ%{@@iﬁ@;‘ﬁ - Xapaén eéBvIKoL OTEATNYIKOL OXESIOL YIA TNV TTEPOWHBNON TWV OTPATNYIKWV
e y TTAEOVEKTNHATWV TNG XWPAC MAG YIA TNV EKTTOVNON KAIVIKWV UEAETWV

Huepideg
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L Our Services

Corporate/Commercia

rlfsggéaz?églou Apyxr} Lawgroup Legal x-rays MME & Exdnlwozig Mukrjote o€ éva Zuvepyatn pag

Intellectual Property

Public procurement

Clinical Negligence

Healthcare Compliance

& Malpractice

Data Protection - GDPR

OL YTtnpEGieg pag aoooE -

H opada pac¢ cuotnuartika mapakoAovuBel 1i¢ aAdayéc tn¢ vouoBeaiac kat utoBeTel avaAoyeq MPAKTIKEC UE OTO)0 va &4
MPOCEKTIKIT KaL NBiIK unnpecia tnc pépoviac aslau@Lopntnta anoteEAEcuara oTtov meAAT.

MICHALOPOULOU
& ASSOCIATES

DISCLAIMER

The material on this website is provided for information purposes only.
Accessing this information does not create 3 lawyer-client relationship
neither does it constitute legal advice o an OPINION ON any issue.
Dowenoading and printing copies of the material presented on our webaie is
only perrnitied for non-commerdal, personal, educational purpoles provided
that the content & not modified. Digital reproduction and distribution of this
site o any part thereof is prohibited for all other purposes wathout prior
written consert of Michalopoulou & Assosiates LawGroup.

Privacy Policy

Recent Posts

Extraterritorial Scope of GDPR: The effect
Reguiation on non-EU businesses

Genomic data and the European Declara
Cross-Border Access to the Genomic Datz

Data Protection Officer (DPO) and Certific
under the General Data Protection Regul;

The concept of “Legitimate Interest” unde
General Data Protection Regulation 679/:
(GDPR)

Legal Compliance Framework for Private
Cord Blood Banks



Pharma Clinical Trials

O OAHTIA 2001/20/EK TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY YYMBOYAIOY ™G
4nc AtmrpiAiov 2001 yia TIG KAIVIKEG SOKIMES PAPHAKGDYV TTPOOPICOHEV®YV YIA TOV
avepwto

0 KANONIXMOZX (EE) apiB. 536/2014 TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY
LYMBOYAIOY 1tng 16n¢g AtmpiAiov 2014 yia TIG KAIVIKES SOKIMES PAPHAKGDYV TTOL
mmpoopifovral yia Tov avlpwITo Kail yia Tnv Karapynon tng odnyiag 2001/20/EK

R Huepideg
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Pharma Clinical Trials

0 KANONIXIMOL (EE) ap1©. 536/2014 TOY EYPQMAIKOY KOINOBOYAIOY KAI TOY
LIYMBOYAIOY 1ng 16ng AmpiAiov 2014 yia TiIG KAIVIKEG SOKIMES PAPHAKGDV TTOL
mpoopilovral yia Tov avOpwITo Kdl yia TNV Karapynon tng oényiag 2001/20/EK

YXTOXOI:

- Y108£TNON OUOIOUOPPV KAVOV®Y KAl SIASIKACIWV JE ALOTNEES TTOOBECUIES

- AlaoPOANIoN LYPNAOL ETITTESOL EVAPUOVIONG TV EE KpaTwv-peA@Y Kal TOXIOTNG
EYKOIONG

- YJOVTOVIOUOG TNG A&IoAOYNONG TWV AITNOEWV KAIVIKQV SOKIUWY Yecw Tou CT Data
Portal Gateway & Database

- KOBopIopOG CLVTOVIOUEVAV SIASIKATIWY YIA TNV ETIRAEWN KAIVIKGV UEAETWV

— AIADANEIA TV KAIVIKQV ATTOTEAECHATOV
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Pharma Clinical Trials

O NapeuPartikeg peAereg - Y. Amogp. AYT3 / 89292, ®EK B1973 / 31-12-2003 (apOpo 2)
TTEETTEI va TTANPOI TIC AKOAOLOEG TTPOVTTOOETEIG:

-'BEykpion ammo Emrpor AcovtoAoyiag kai ammo Tov EOD (risk-benefit assessment)

-'BEykpion atmo 1o EmMoTnNUOoVIKO XOUBOVAIO KAI TO AY TOL VOO OKOMEIOL

- EbBLVN TOoL XOopPNYyouL kal Tov CRO (acpaAlicoTNPIo cLPPOAaIO Min. 200.000 €)

- Evnuepwpévn 2oyKATABEON LOUMETEXOVTWV YIA TO OKOTTO KAI TOLC KIVOLVOULC

- YTToypa®pn 2oupaocnc cupPOAaIo HETAEL TOL XoPENYOoL, ToL KLPIoL EpevvNTH, TOL
AleLOLVTN TOL VO OKOWEIOL Kal TOL EAKE / EAKEA
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Pharma Clinical Trials

wha
3 Mn NapeppParikeg MeAeTeg — N 4523/2018, ®EK B41 / 7-3-2018 (apBpo 4)
yia Tnv a§loAoynon TG aoPpAAEIag KAl AmOTEAECTHATIKOTNTAG TNV KAIVIKN TTPAKTIKNA:

- O1 aoBeveic exovv N6N TTIOTOTTOINBEI VIO BEPATTEIQ PUE TO PAPUAKO HUEAETNG

- TO LTTO PEAETN PAPPIAKO XOPNYEITAI COUPWVA UE TO BEPATTELTIKO TTOWTOKOAAO TNG
VOOOUL, TOLC OPOLS TNG AK KaI TIC CLYKEKPIUEVES evEeitelc & atTolnuiVveTal atto KA

- H peAétn Sie€ayeral moAveBvika N otnv EAAGSa o€ min. 3 voo. & cupueToxn 181ty EY

- AV 0 KLPIOC EpeovnNTNG= EY EXY | pyeAoc AEM N EY = eykpion ammo EmMoTNUoVIKO XouP &
Aioikntn Noo. 1spvuaToc #

- AV 0 KLPIOG EpeuvnNTNg = 1810TNG = eyKpion atmo EmMoTnuoVviKO XouP & Aloikntn YIE

- Evnuepwvel To MNTowo (Registry)tng Nooou
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Pharma Clinical Trials
‘ : @

Q Mn NapeppParikeg MeAeTeg — N 4523/2018, ®EK B41 / 7-3-2018 (apBpo 4)
yia Tnv a§loAoynon TG aoPpAAEIas KAl AmOTEAECTHATIKOTNTAG TNV KAIVIKN TTPAKTIKNA:

- Ivotaon Emrpomng (E.M.Ma.M.) arro tov EO® e ammopaon Y. Yyeiag
- Noo. Ispvua: a) arrodoxn Tov EmMoTNuUOoVIKOL LOURBOLAIOL TOL VOTOKOUEIOL,

B) Eykpion TOL AIELOLVT TOL VOO OKOUEIOL
- E€covoookopelako mmepIBaAAAoV: a) amodoxn Tov EmoTnuovikoL XLpuPOLAIOL

B) Eykpion Tou AloikNtn TNS apuodiac YIE

— YTToypapn 4puepoLg IvpPaong peralL: -Xopnyoo, Kupiov Epevvntn, EKTpootou
Noo. I6puvp.n AYNE, YrevO. Alaxeipiong EAKE/EAKEA
- Tnenon MnTpoov EOD

TO BE CONTINUED...

R Huepideg
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Regulatory Authorities
\ IRB/IEC

Porog CRO (")~

. Safety / \  Manager )

( Chmcal \

Site

‘{Regulatory
Affairs

" Subjects

http://www.benchtoclinicalresearch.com/blog/2017/3/26/who-does-what-in-clinical-research




EU 679/2016 Regulation for GDPR-compliant Clinical Trials
Xopnyoi — CROs - Epevvnrika Kévrpa
- IVYKATAOLoN TVUHETEXOVTWV & AvaKAnon

- Epappuoyn 16V TEXVIKWV KAl OQYAVTIKWV METOWYV YIA TNV ACPAAEID TV COUUETEXOVTWY
- Evnuépwon 10V acOevayv & Sikaiopara

- 'Eyypa¢gn ocvykara®eon Xopnyoov — Freelancers
- AlaRIRAGCEIC TTPOC TPITEC XWPEECS

- ApXES EAaxioTOTTOINONG, AvaAoylkoTNTAg, Silagaveiag Kai vvvng

And Much More...

medical E.E.®a.M.




EU 679/2016 Regulation for GDPR-compliant Clinical Trials

[MaPEKKAICEIC VIO OKOTTOUG ETTIOTNUOVIKNG £pevbvac -WP 29 —Guidelines on Consent-rev.4/18

[pooiuio A 185: n emme€epyaaia TTPOCWTTIKWYV SESOUEVGYV YIA EQELVNTIKOVLS OKOTTOLCS B4
TTOETTEl VO EPUNVELETAI SIACTAATIKA

Mooiuio A 33: One time consent

= @@%ié
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Pharma Clinical Trials

Opinion 3/2019 by the EDPB on the interplay between CTR and the GDPR - Jan 2019
- Emapkeia Nopikn Baong (Primary Use) Tov YmevBovoou Eme€epyaoiag

|. AmapaitnTn yia 1n cvpuopPwon e Nopiun Ymoxpeéwon & AnUooio IVHPEPOV OTOV
Topéa TN Anuooiag Yyeiag

Il. a) MNa Tnv EKmMAnp®on KabnKovrog mPog 1o ANHOCIO TLVUPEQPOV
B) Na okomoLg Evvoung Ymoxpéwong tov YmevOvvou Eme§epyaoiag

Y) Zvvaiveon Ymokelgévou: Pntn, (eAebBOcpn, Eyypapn, EISIKN, EVNHEPWHEVN, £V TTANPEI
EMyvaoel & EAELOEPa avakAnTtn)
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Pharma Clinical Trials

- AvakAnon Xvykara®eong GDPR 7.3 & CTR 28.3
To Ymokeipevo £xel Sikaipua va avakaAioel T ouyKatadeon Tov ava Taca oTIYUn.

Agv BiyeTal n vopIgoTNTA TG PAong eme€epyaoiag mpo NG avakAnong tne.

— ?

1. STOP Processing
2. ANAN vopuiun Baon eme€epyaciac? » Nai: Anpooio IvpgpEpov, Apxelio0ernon
wOxI: Alaypadn apxEiov EKTOG Kal av KpIOei
amapaitnTn yia tn Snuooia vyeia, apxelo0ernon
GDPR 89.1: - kKataAAnAa TeXVIKA & opyav. UETPA
- apXN TNG eAaxioTomoinong

T ress ©

Hpepideg
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Pharma Clinical Trials

- Aevtepoyevng Xpnon (Secondary Use) §e50HEVV KAIVIKQOV HEAETMV YIA EMICTAHOVIKODG
OKOTIOUG EKTOG KAIVIKOL TTPWTOKOAAOL

CTR 28.2 : AANO CLYKEKPIUEVO VOMINO OKOTIO EMEEEQPYATIAC TTPOG TTEPAITEPW XPNon #

GDPR 89 & 5.1.p': mePIOPICHOG TOL OKOTIOL YIA TTEPAITEP® emeEepyaaia # yia OKOTTOLG
apxelo0eTnong dev Bewpseital acvupfarn

= @@i«« 5
VE@sL G
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Pharma Clinical Trials

Patient Involvement in CR “Nothing about me without me”

- TiarTi
- [1oTe
- Mg
— Patient Reported Outcomes (PROs)

— Alaknpveén Touv EAcivk (tportr. 2013)

i -:@:— {%i) lrn\. {;‘;ﬁ’ ."15.1
ci’* :.:. = x ’,
*:".‘ P 5
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How to engage patients in clinical research?

Before the study

During the study

After the study

W

Identifying
research priorities

Adequate information
about the study

Disseminating and
applying research findings

Improving access to
clinical trials

Informing participants
about study results

Leading and
designing research

Assessing patients
experiences

§———

Training and information about research objectives
The expert patient

—

https://www.ncbi.nlm.nih.qgov/pmc/articles/PMC4854260



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4854260

Pharma Clinical Trials

The expert patient

Ekmmaidevon AoBevav — Evepyn ruupetoxn otny Epevva armo EY, MoAiteia, media
PpapuakeLTIKN Biounxavia, CROs, YOUANOYOLS ACBevYV

AVTILETTTION: - Mapavonon TNG BepaTeiag

- XapnAn moiotnNTa mANPOPOPIAc

- EAOXIOTN CLUPETOXN TWV ACOEVY OTN SNUIOLEYIA ELELVNTIKWYV
TTPOTEQAIOTNTWYV

— No progress without research

N%@r!:e” knowledge to benefit future patients
B W4
Vimsl

» (1] \* ;@” 0O
(= 3
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Thank you

loanna Michalopoulou Corporate and Commercial Lawyer
Lawyer LL.M Medical, Pharma & Life Sciences Law Specialist

imicha@lawgroup.gr | www.lawgroup.gr | Linked[[])

in www.lawgroup.gr




Avvarotnreg avamroéng
TNG TPOKAIVIKNG E£PELVAG OTNV XWEA HaAg .
Kal SLOKOAIEGC oTnVv avanTuén TV R. & D. dpacTnpioTNTOV

Anootoloc E. MamaAonc
BLoAGyoc, PhD, KGSJ, AMACS

AevBuvtig, Epguvntkou, Exknawdeutikou kat Nepapoatikov Kévrtpou ELPEN

Avarnpwtng Mpoedpog
EBvikic Emutporrc Mewpapotikng'Epeuvag kat Ekmaibevong

-Ad. Avarm\npwtn¢ Kadnyntng, latpkng ZxoAng Eupwmnaikou Mavenotnuiov Kumpou
-Eruokéntne KaBnyntnig, Harvard Medical School

Vet B - ASaoKwv, laTpLKwv IXoAWV
Naveruotnuiwv ABnvwy, O@ecoalovikng kat AAe€avépoumoAng
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4 Ekmmaibeoutikn Huepida

O e€eAiypévog poAog Tou latpikod TUAHATOG
o¢ eva true data-driven koopo
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H rpo¢pobdooia
TV BIOIATPIKOV EPAPUOYDV

Baoikn ‘Epevva amo Baoikn ‘Epevva amo

Anpooiovg dopéeig 16160TIKOOG DOpPEIC
e i
L0 v e

0.‘

Aiebvng Baon Bioiatpikng N'vaong

V 4

Eqpappuoouévn Epevva amo Eraipeieg

Qo
Y Nésc Ocparrcics yia yveora KAivika MpofAnuara

Huepideg
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> 1 - 2 bil. € for one project!
(pre - clinical & clinical phases)

PR AL R S S A S 2 SIS % -

Animal proof of concept
in vitro research

in vivo Phase |

regulatory Phase H
development Phase 11

______

R Huepideg
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Plan (pre-clinicals 3 /4) |

- Seed stage
problem - idea - solutions
« Early stage

prototypes - in vitro work -

early animal validation
* Pre - clinical stage

animal models and phase | clinical trial

* Pre —launch_stage

$7875% phase Il and phase I11 clinical

trials

x (1]

P 5
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AvanrToén papuaK®V, BIOLAIK®V Kal BIOIATPIKNG TEXVOAOYIAG —
10 €wg 20 £Tn.

MPo-KAIVIKEG TTEIPAUATIKEG MEAETEG.

®aon |  KAIVIKOV SOKIU®V

®aon 11 « «

®aon 111 « «

f

®aon T1eAIKknG aloAoynong kai meavng Eykpiong. .

1 ora 10.000 pyopia yiveral mmEOIOV.

)))))))))))
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HERALD

Teoutsou MA and Papalols AE, J Anim Res Vet Sci 2018, 2: 010

HSOA Journal of

Animal Research and Veterinary Science

Literature Review

International Research
Collaborations: The Perspective
of Modern Experimental
Research

Maria Anna Tsoutsou' and Apestolos E Papalois
ELPEN Rasearch & Expanimental Cenler. Pkermi, Greece

Study background: The conirbution of animal stidies i biomed-
ical research and science avoluton mbmmwm Each

Introduction

Animal research is one of the key arcas in the development of sci-
ence, facilitates the improvement in the quality of life of humans and
uumads and ensures lhe protection of the environment. The medical
b and are undeniable benefits which prove
the necny of the use of live animals in pracedures. For this reasca,
in order to maiatain balance and protect animals’ rights, each country
has d ped frameworks and guidelines to easure the
proper care and use of live anmals for scientific purposes [1-4]. The
foundation stones of most regulations are the intertationally estab-
lished principles of replacement (avoid or replace the use of animals),
reduction (minimize the yumber of animals used per experiment by
resorting to other methods or stratezy) and refinement (implementa-
tion of methods whick ensure that animal suffering is minimized and
improve welfare). These three principles are very important and are
considered to be the common basis for scieatists worldwide [3-6].
‘The purpose of cur study is to compare the laws and regulations relat-
ed to the protection of laboratory animals used for scientific purposes,
among various countries and regions. We attempt to record similar-
ulex nd identify differences in the current legisletion, aiming at the

the conduct of animal ressarch, based on ts social sbucturas, cUl-

Aim: The primary objective of this articls is to detect the mostimport-
nt sivilarities and difierences In law, raguladons and
Eﬂ'cpn.UnHm Canada China, Komtrd’fuem

Method: Literature search (MEDLINE, PubMed, Embase ard Goo-
m)h»mmmwm published ard the cur-
rent legislation relatad | of -

Results: wmﬁ»wmmmmw

amongs! different carrasperd to

m«nim&nﬂmmmmb mw:
Mmt

Mn vm l the ohnlmu e of
mommud ‘mn I atiton, o)

eouliaulhm;dwd-

of variatiors and the of a universal law-giv-
ing.
Literature Review

We conducied o literature search (MEDLINE, PubMed, Embase
end Google) 10 kentify published studies and the current legislation
related to the protection of laboratory animals used for scientific pur-
peses worldwide.

Results
Through the comparisen of laws and guidelines of European
Union, United States, Canads, China, Japan and Kores, we managed

to identify the most signifi difX; that are ized in ta-
ble 1

Discussion

During the past decades, there has been arse in intemational col-
laborations in animal research, As o result new perspectives in science

md ducation have been established, Neveribeless, this effort is cx-

quw‘o. Anlnl welfars;
al colladorations; 3Rs (Redut
Regulaicry framework

“*Cerresponding suthor: Maria Anna Tsoutsou, wnmm & Experimen-
tal Conter, Plkermi, Greece, Tel: sth.gr:
apapaoseipen g
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TOs tous. Eival xapaxktnplotikd ot
MPoocWYAaTAa, CURMOWVA LUE INMTANPOYO-
pies tns «K», ZOYKANTOS pNeyaiou
MAavemoTtnuiou tns xdpas oe pia
HOVO ouVESPIQoT: TNS E6WOE TO «NPa-
O1IVO PWS» YiA Tn AErtoupyia nepinou
£iKOO1 VEWV UETATTTUXIAKGV TIPO-
ypauuatwv oto idpuna.
E161xotEpQ, O1 PETANMTUXIAKES
OTIOUSES XWPidovial o U0 KUKAOUS:
oTa pETantuxiakd npoypdupata
(vivovia: o opasdes portntoOv and

Ta rteproocotepa —4 7—
opyavovoviar oro Karto-
Srorpraxd xkar axkoAou-
60UV to ATI® e 42,

to I'Tavemortniao Kprng
He 34, to ITavertiotniio
ITarpov pe 29.

HaAUNnQTWv, TOUS OIOAOUROV LES <57
TNV anoppo@nIIKOTNTA TwV arno-
@oitwv tou. «H cwpndov ispuon
HETANMTUXIAKGOV oUXVa Sev anavta
Of akaSnpAiKes avaykes, aAAd Vi
vetal gite yia va unapfouv scoda
anod ta Sisaxtpa £ite yia va xpnoi-
HOTIOINBOUV OTOUS MOIKiIAoOUsS OU-
oxeTiopoUs 1o0xu0s ota AEL TI'vovtat
ouUVIIOWS OTO ApTria-KOAAa», IPOoHE-
o otnv «K» n avanAnpomrpia xa-
Onyntpila tou llav. AOnvov Baow
Kiven.

AVEV LIOU LERHIPIOONIS. AldaKTopixa
UV Va EXTIOVIICOUV SO0 THTtu-
X10UXO01 OTOXEVOUV OF axadnpaikn
KApIEpa, EVE HITopoUv va epyacBouy
KAl OF EpEUVNITIKA KEVIpa N tpipata
£pEuvas eTaIpeI@v otnv EAAGaSa xai
oo eEwrepko. BERaia, katd tn Siap-
KE1A TOU SH1S5AKTOPIKOU, O1 UTIOWPTPLOL
BS1H5AKTOPES PTIOPOVV VA MIPOOo BAE-
TIOUV O£ pia MKEN ApORn MEaw Urto-
Tpowias rou £xouv xepdloel N and
1O MavemotTtnpd Tous xavovtas
BONONTIKG EXTIAMSEVTIKG Epyo.

MerTantuxiaka

AISaKTopika

s
50.000

vZotr rtapaxoAou@noav

17 rrapaxoAouvBouv
ITpoyparpara

HETATIIUXIAK @OV OTTOUS@V

ornv EAAada tnv

- TEAsgvIQia rtevrasria

15.000

O ap18og cowv

artd to 2009

£AaBav perartruxiako
TitAo arto E£vo
TIAVETIICTTIHIO

Tinyéc: ESvid KEVIDO 1!

PETAnNTUXIaKoi

4

TitAol 2 3 0

11.000

Kupraxr 11 lavovapiow 2015

TEVYMA ME THN aK»

HETanNTuxiakd
npoypappata ota eAANVIKA
EAANGSQ Navemotnua
xpnpatodotouvial

and to un. Naideiag

yia 1o 2014-2015

31.017

SriSaxkrtopikeg
Swarpif3éc Exouv
exrtovnBei

og eAANVIKAG 11 Eva
TTAVEIMoTNLA

arto to 1985

MNMOZA AIAAKTOPIKA »
EXOYN AOBGEI

Kat
~ -
teEXVoAoyiac
2009-2013

2000-2013

£& autwv

<

11. 868 ownviarpikn

Kail ENcTAUNEG
Yygiag

5-726 DUOIKEG

Eniotnueg
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4. 636 tousicing

MnNxXavikng

1IZTOPIA l

TEXNOAGrIA l

EMETHMM

Kartalyioa O01850aKTtOpPLKGOV
OTA EAANVIKA 10U paTta

METAITTUXTAK L. HAVIA £XE1 KATAAAPBEL TOOO TOUC POITNTEG OO0 KAl TOUG KAOMIYNITEG

T ATTOETOAOY AAKAZA

0c aveiboro nakpdy Stapxeias awnv
KELON, TOU OTTOLOW N EUEOVE LD B0
On B0 anoTuNmOEl OTo Evyis nEA oY
OroOVv ErnayyEAnaTikd ovifo, aviue -
T@NIZOUV OARE VA XAl TIERIO0OTENOT
EAANVES T15 Jrta ifE X IaRES O NOUSESs.
O vEOL TIELAoUcol AR PO BAsiiouy
OF EVA PETAITTUXIGKS TItAO —Ihaster
B HS15TOEO— Kalbihn s

NEPIOUOLEPOUS TOU EVOS ITaVETii-
OTNINAKOUSs, ival 1o 1ToAU Sietous
SIAPXKEIAs KO EIVal O KOXKAOS 1oy
NEOCEAKDEL TN JEYAaAn peplda o
THTdMY) Kal oto - elaBikeupivo via
KAOE POITOTH -~ H1BAKTOLIKO. Me [3a-
On Ta oroxeia tou unoupyeiow fa-
Helas, peoa oty teacutala neveas
oria nepinoy S0.000 BEAAnves ano-
oltnoay N ouvexiZouy va napa-
o\

va BEATHDOOUY 115 SELIOTHTES Tous
(RO 1O (AOoYEA@IKS TOUSE) yia va av-
TAMoKEINOUV GTisE QIArtNaeLs tns
ayopas cpyaoias. Maiiota, MOAAOL
FROAOUOGUV KOl BSIHAKTOOIKEN OTou-
BEs, PE OTOXO KOl TO «XAPTLIALKIY
MOoU tous ELAaoEaaALLE TO avern -
OTAPMIO s MSBAK LoPIKOUS UTIToTEO-
wous. H EArala S1a00tet nave and
31,000 S1HaKTopEs, ApONSs S16A00U
EOEATAEOAGVITTOS YIa TOV ARnOuond

OOV LT AT LA KA TIDOYOALL-
pata - SnAaadn repinouy 10.000 veol
KAOE Xpohvo. T pepldica ToU ALovVIos
IOV T P TOTFTUXIOKA O 1S Or T ies
ETNOCiies Kol aRoAGuOa0IV 01 0TIou -
S O OBKOVORNGa avnikeipeva
KA O TEXVOAOYIKES EINOTNRES,

O BPOTAOAnTEsS

Ta MEPIOOGTEPa PETAITTUXICAKA
npoy Hpata opy TaL T
EAADVIKAG rTaveTnornpia ko TEEL Xa-
PAXTNRIOTIKA, Yid (o 2014-2015 xpo-

ns. BEBA1a, 01 ONoubEes Kal N yveon
TTOWw MAalepvouy o1 vEoL arn ACuv

¥ ol and Lo mioupyEio

AEVOEROOEY TA RETATTTUXICICE T
vedanuara Sivovias Tn
Suvardtnra/cuermiiia ora iSa ra
AE] va ano@aaolZouy tnv 1Spuan
TOUS, UNAEXE L AUENON TV pETancon
H1ARGOV PE SISAKTHA TA ool poa-
VOUV £wE 1S 9.000 upd Etnolws
And tnv AAAN, MOAAGL BAADVEs
£XOUV MAPAKOACUONOEL BETAanTy-
H1AKA TEPOVPCAHALO 08 IHaVe noTn.
O TOU FEWTEMTKOU, RO ovEas
KAl OLNV NROOnTiKn va Spouy L
yaoia otnv ihia x@dpa. BvSeictixce,
OLIPELS OTOUS TETOEDMS EAANVES ey
GTAHOVES (TOU UETOVASTEUG av oo
EEDTEPICO yia eEEUpron BouAian
EXOUV PELATTUXIAKO TITAO #ite aro
AKT tns EAAGBAOS £ Tou e w’ 3
AN To 200D PETANTTUXIOKE T lxan
QIO EEVO AVE MO tHIIG 1A pav 1uy.
PIHon 15.000 EAADVES, g
#META TO NPWLo NTuxio, oe
TIONES ONMOUSEs XOrIaZetan | 14 \"“ab'
TAVATOA SSpsL ¥

or KA AV Ve

2TO ENOPEVO KOKAO petancuxia-
KV OTIOUSGV, N EXKAVvRon evos Si-
BAKTOPIKOU Siapxel tTovAdxiotov
pia xpovia. Me Baon ta otoixsia
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HBAKTOPIKES Bratpifes. DuyKeKo -
pEVA. NG To 2000 fws xal To 20173
sognkav 20.957 Swbaxtopixa (o
67.5% WV ouvorka 31.017 aSa-
FAUOPIKAV), EVE TNV MEvTaeTl 2009
201 9.014 &
(o 29%6).
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H mpooexTIKN) avayveon Kai
avaAvon TV EMONU@V
OTOIXEIWV TTOL SIAOETOLE,
é¢ixvel ot n avamruén TV
LITOSOUWYV HAG OIS Kai N
TTOIOTIKN Kal TTOCOTIKN av§nan

TOL £PELVNTIKOV UAg SLVAUIKOU,

Agv

OLVOSEVTNKE KAl ATTO
mapaAAnAn avamruén Tev
KPATIK@V LITOSONWYV Sl0IKNaNgG,
opyavaang, a§ioAoynong kai
xapaéng oTparnyikng yia 1o
HEAAOV.

OECD Public Governance Reviews

GREECE

REVIEW OF THE CENTRAL ADMINISTRATION
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Science 15 November 2013:
Vol. 342 no. 6160 pp. 817-822
Presidential AddressWhat's So Special About Science
(And How Much Should We Spend on I1t?)
William H. Press
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http://www.sciencemag.org/search?author1=William+H.+Press&sortspec=date&submit=Submit

- of personal and team \
respons:b:hty,

LESSON OF LIFE

Fluid management, Paln Control, Essential Trauma Cases, General and Emergency Surgical Cases, Minimal
HPB and Transplant Sur ' Basic Orthopaedic Cases, ENT and Maxillofacial Sur ' Vascular Surger
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Clinical Operations & Siaxeipion KAIVIKG®V HEAETDOV
¢ eTNEEAlOLY Ol VEEC TEXVOAOYIEC KAI N OLUPETOXN TWV

AoBevV TNV KAIVIKN £€0ELVO
YWKEATNG KovAovpng, laTpikoc AleLBuvTr

Roche Hellas




Patients and Pharma Have “one North Star” in R&D

_ Pharma Needs to
Patients Need

_ Develop
Effective Effective
Treatments Treatments
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* Designed the pivotal trial M64-
* The essence of EURORDIS programme for Community Advisory 247 that made a sea-change in
Boards is to ensure Patient Engagement is done the right way, the AIDS epidemic

building on the experience of those who pioneered the activity + 28 January 1996 CROI - 28 February FDA — 1 March
ATU — 23 May CPMP — 26 August MA EC

Spencer Cox

* —Experience is not what happens to you; it's what you do with what happens to you.

fldaus sy * Theater player, AIDS advocate NYC

* The New York Times, 21/12/2012. See
documentary How to Survive a Plague
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Co-Creation of the Clinical Program and Participation throughout the
drug Lifecycle

) CT Design ) @ ) Approval ) 0

Setting research prioritias Informed consant Study reporting Regulatory affairs

Patiant info |aaflat Trial stearing committes

Health Technology
Asspssmant

Protocol synopsis: - -
» Dhesign, COMPErstons Invastigators masting

Research
priorities

Research deszign and planning Research conduct and operations

Practical Fundraiging Data monitoring committes Post-study communication ¥ halial
considerations = For research i
i ) » . travel expenses, : ‘
Dasign protocol ., Pra-A 1 A "
@ ﬁf‘ are support for family Information to trial participants re-Tipprave Arees | v "
@ @ é members, mobility
4 U EUPATI ;

European Patients‘ Academy
on Therapeutic Innovation
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Partnering with patients in our spinal muscular atrophy (SIVIA)
clinical development program

Tim Seabrook’, Kristina Geiblin’, Kseniljla Gorni’, Thomas Wiese’, Jeppe Buchbjerg’, Anne Marquet', Christian Czech’, Dominlk Kraus®,
Dylan Trundell®, Bertrand Verwee’, Inge Schwersenz=*, Kacper Rucinski==, Nicole Gusset®°, Serge Braun’, John Baird®, Karen Chens,
Mary-Frances Hammon®, Nikolal Naryshkin®, Sergey Paushkin®, Sangeeia Jethwa"

1. E Hoffimamnn-La Roche Lid,, 2. Roche Products Lid,, 3. SMA Ewmope, 4. Deutsche Geselischaft far Muskelkranke, 5. Fundacia SMMA, 6. SIVIA Schwelz,
7. AFMW Taléthon, 8 PTC Therapeartics Lid, 9. SWVIA Fourndaton

Our SMA clinical development program consists of two investigational medicines given by mouth that are designed to work in different ways: olesoxime and RG791 6.\
Understanding the perspective of people with SMA™ is important to us. We would like to thank ever :d input into our program.
Some examples are highlighted below.
NS o
1l Understanding what is imporiant Designing clinical wrials i
1o people with SMA
€= rcreier
Projects with input from people with SIMIA - —_ =
and caregivers ) Z =
) % /
Aunending our team meetings to discuss ——
@ unmet needs and challenges SUNFISH® FIREFISH® JEWELFISH?
Chidren and young Babiles (-7 monds) Chitdren and adulcs
aduls (2-25 yearss Tpe 1 SMAA Q260 years)
= Creating an SMA Independence Scale S bt
{SMAIS) to capture key impacts of @ Olesoxime™
=S Types 2 and 2 SMA on independence o E
and daily living =, OLEOS*
.‘ a EOS | zlm ﬂl’id"féllj‘?‘:no Prarlot;q
Developing conceptual models of disease. S = TFype 2 of 3 SMA
These describe the experiences of living with (s and i are ¥ i gmticoad
SMA and may be used in future clinical trials e refer 8o Owr &, on the R Saza e
kfevmnntprogram'for information on these tisfs .
@ ;J:\:eragz.:::;ghv;:;aetdsm?g::ef?;ra All our clinical trials include feedback from people affecred by SIVIA o
Imera" Ictelons wetih kb A tiiae select coutcomes and minimize participation burden
" Virtual advisory boasrds: famiiles of bablaes with Type 1 SMA reviewed the
Developing an SINVIA App FIREFISH protocol
to measure daily motor function.
which may complement established Export patlent roview: expert patients (people with SMIA and experts In
s assessments in clinical trials drug development) reviewead the SUNFISH protocol
*Use of the terms ‘paticonts” and ‘people with SMA® throughout this

us on the OLEOS study and the draft Phase 2 study protocol for the invaestigational
medicine olasoxime

poster <l those by SMEA Paticots,
their famiics and carcgrers.

Focus gmoups: patient groups and people with non-ambulant Type 2 SMA advised

For more information on our SMA clinical development program. &Feedback has led to changes In our studly protocols and Informed consent o

please visit www_roche-sma-clinicalirials.com

Refarcnces Aciavowiedgments

= bt EEa e e P e e """’:::‘:’:-"‘ sy g s o B S Ao R

Genentech PTC) sMaA AN = DGM &Fsma Q o ArrTELETHON (-
Py 5 e ey S s




Patient Perspective in Drug Development

>> Current State

Approwval

| Research & Early Stage Dew. Late Stage & Commercialization

> «

Patient
TR Y

>> Future State

SApproncal
v
| Research & Early Stage Dew. > > Late Stage & Commercialization >

-
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A potential range of benefits with Patient Involvement in Drug Discovery

Better decision-making and
prioritisation — may reduce risk
for development plans

Identification of patient need and
value areas, may enable more
informed selection of target
diseases and required asset profiles

More relevant study designs
and endpoints, may improve
recruitment and retention

May lead to shorter lifecycle
time and quicker to regulatory
submission

PATIENT

Patient preference may
be demonstrated and
communicated in label

May improve treatment

May bring more products adherence and outcomes

@ @@* & that bring greater valug and
22 B, access for patients

medical E.E.®a.M.




DIGITAL BIOMARKER

FROM SPORADIC CLINICAL ASSESSMENTS
TO CONTINUOQUS PATIENT MONITORING

O BTG
S M\® *@ﬂ
- ‘:".‘ P 5
M THEPLOEG
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Non Typical HealthCare Entities are Collaborating

I Comprehensive Diagnostics

Bl Genomic Data -
RWLE

- Advanced Analytics

Bl Digital Health

2012 2013 2014 2015 2016 2017e

- ~
S ©jicrosoft amazon =5 ‘ facebook
e i 1 < > _e®®,
2 Ppca intel e rg,%ﬁ_ Alphabet BaidbESE

G
Vs
= 5
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Remote Patient Monitoring Can Transform Clinical Research
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Exploration of X-box/kinect for stroke recovery

Digital health
technology
applications aid drug
development

AiCure compliance app for basmisanil CIAS Smartphene in Parkinson's Disease

t Rest tremor test Postural tremor test

V¥@st @
& &
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Good Patient Acceptance and Adherence

% 100% Patients use it 1

w
o]
g £
B =
2%
<5 50%
F o

E

| =

=

=

0%

Subjects in PD Phl MAD
v 90% of the patients performed the tests at least once every four days

v 64%0 did the tests at least every other day
v~ 16% did the tests almost every day for more than 6 months

v 2 phones had to be replaced during the study

R Huepideg
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Flatiron: Network of US Community Oncology Clinics
With linkages to high value data sources

2M

Cancer Patients

265 | 2,500

Cancer Clinics Clinicians

Processed Structured &
Unstruciured EHR

F@@ﬁ@&j FLATIRON FLATIRON a
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The Future of Research: Virtual control arms #4 flatiron

1.00
AvoooBepaneila-Eykpitikn MeAetn
Xnustoespanaa Eykpttikn MeAetn
0.00

* Fn:-pensrty score met]'md was used uma {mnnihs]
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The Future of Research: Virtual control arms #4 flatiron

1.00
AvoooBepaneila-Eykpitikn MeAetn
an.:-:toet-:pomsta arno Flatiron
Xnustoespanaa Eykpttikn MeAetn
0.00

* Fn:-pensrty score met]'md was used 1ll1‘|a {mnnihs]
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What is the best
Treatment for Me? \
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Clinical Operations & Siaxeipion KAIVIKG®V HEAETDOV

H 8con tov CRO o1n Siaxeipion KAIVIKGV UEAETWV
EvayyeAia Kopdkn, Mpoedpoc HACRO (Hellenic Association of CROs)




KAIVIKEG HEAETEG: ELKAIPIEC CLVEPYEIAG

Phase 2

§. Safety study
Identify side effects

W Measure effectiveness
3 100 - 300 people

Safety study
20 - 80 people

Measure effectiveness
Monitor side effects
1.000 - 3.000 people

Monitor long-term
\ side effects
Huepideg




XpOVvog & TTOCOOTO EMTLXIAC ATTO TNV AvaKaAvyn HEXPI TO Aavoapioua

Mpo-KAvIKNA
épeuvay/ ®aon | @aon Il @aon Il
AvakaAuvn
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Huepideg

medical E.E.®a.M. EFPIA, EU IP Incentives Analysis_Threat or opportunity for Innovation




CRO: o opiouOG

«Kat' avaBeon Opyaviouog Epevvacy (Contract Research Organization - CRO)»:
EVA VOUIKO TTPOOCTIO OTO OTTOIO £XEI AVATEODEI ATTO TOV XOPNYO N EKTEAECT OPICHEV®V
N OAG®YV TV £PYACTI®V TGS KAIVIKING SOKIUNG YIA TNV OTTOIa pEPEI TNV £LOLVN O
XoPNYOGS, OTTC TTPOPRAETTETAI ATTO TNV 0PON KAIVIKA TTOAKTIKA,

aAANA£YYL®G Kal &I oOAOKANPov e To CRO.

medical EE.®a.M. YTTOLEYIKN ATTOPpacn 59676/22-12-2016 -



H ©¢on touv CRO oTn Siaxeipion KAIVIKG®V HEAETDV

Huepideg

medical E.E.®a.M.

Xopnyog

EpguvnTtiko
Kévtpo

Ta CROs cmmipopTidovTal he ebBLVN
ETTI OAWV TV OTASIWY TNG KAIVIKNG
SOKIUNG WOTE va SIacPAANCOLY TNV
TnENon TN NopoBeaiag, Twv
KAVOVIOU®V KAl TV TTROTLTTWY TNG
ayopacg (industry standards) OTmwc
exouv oxedlaoBei woTE va
S1aPLACCCETAI N TIPOCTACIA TWV
aoOevV KAl N AKEPAIOTNTA TV

SeSopivay.




ITOIXEIQ ATTO TNV TTAYKOOHMIA TTPAKTIKN

= KaBeg XxpOVvOo, TA PEAN TOL TTAYKOOUIOL YLAAOYOUL TV CROs (ACRO) ammaocxoAovv
mepioooTepoug amo 130,000 epyalopevoug o€ 114 X@PES — 2 POPEC TTELICTOTEPOLC
atr’ o1 To 2008

= Ta peAn Tou ACRO SievepyouLy TNV TTAEIOWNPIA TV KAIVIKGWV MEAETGV TTAYKOOUIWG
KABOe XoOVO, OTIC OTTOIEC CLUTTEQIACURBAVOLY 2 EKAT. CLHUHETEXOVTEG EQPELVAG.

= Ol KAIVIKEC peEAETEC TTOL Sie€ayovTal atto CROs avénOnkav kata 40% perafv 2008-2014
Kal avapeveral va utrepPouy 1a $45 810./€10¢ pexpl To 2022

= OI KAIVIKEC PEAETEC TTOL Sie€ayovTal amto CROs OAOKANPWVOVTAI KATA PECO O0po 30
NUEPES VRPITEQPA ATTO ALTEC TTOL SIEVEQYOLVTAI ATTELOEIAC ATTO TIC XOPNYOLC ETAIPEIEC.

Huepideg

medical E.E.®a.M. MAyn: https://www.acrohealth.org/value-of-clinical-research-organizations/




O1 8 peyaAOTEPES TTPOKANOTEIS TTOL AVTIHETADTICOLV Ol ETAYYEAHATIES
KAIVIK®V EQPELVGV

B >xedlaopnoc MeAETnG

Kavoviotiko NAatilolo
15%

m Kdotn

B [1pooPoaon AoBsvwv
B [1pOCWTILKO

m Texvoloyieg

m EntipAen Epyou

m Neecg Bepareieg

AA\O

@@i&é

Huepideg
medical E.E.®aM. Mnyn: https://knect365.com/clinical-trials-innovation
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[MAaicio cuvepyaoiac Xopnyou - CRO




MovTtéla ovvepyaoiag Xopnyoo - CRO

Integration

| , , “Sharing |
“Risk Sharing profits & risks”
. “Reduced | &Shared | Alliances

' Price Fee for | Milestones”

Service” Partnering

' Preferred

. Provider

“Fee for Service”
Transactional

- Mpwtevovta pé)\oi AloopaAilopéva BeAtiwon c , KUpleg
I610TNTEC éXeLN ITLIJF'I / I'Ip('?rurca RO e — mx;%r]gtakm ("”Upr’]VlKéC")
povada ! Mowotntag X Ae€LoTNTEC
X ; Npoodopéc, | Mpovmobéoelg | ApolBaia _ JUYXWVEVOELG
OPOAKTNPLOTLKO Awampaypdreuon Mpodlaypadéc Avérttugn Joint Ventures & E€ayopég
5 @@ﬁi“
i _'@"_ Z}S ™ ‘Tf bj‘ I'é " ’ ” I'é
sm\&/ o Avéavopevn “Eyyotnta” tng Zxéong

_Huepideg
medical E.E.®a.M. PriceWaterhouseCoopers, 2005



KuplioTepeg vmrnpeoieg mov mapexovral amo CROs

Study Design Data Management

Project Management Statistical Analysis

StUdy Se’r-Up & Initiation Medical Wriﬁng

Study Monitoring & Site Management Pharmacovigilance Reporting
FA I
“«:J@‘ ;@‘p

Huepideg



Narti o1 Xopnyoi emA&yovyv Tn Avbon Tov “outsourcing”

Taxornra Noiotnra

= [TEQIOPIOUOC AEITOLPYIKWV EE0SWYV

= TaxLTNTA OAOKANPWONG £PYOL AOYW LWNANC e€eibikevong

= [IpocPaon o€ eEEIBIKELON CLYKEKPIPEVV BEQATTELTIKWY EVEEIEEWV

= JOVOLTTELOLVOTNTA EVAVTI TV APXWVY =2 avfavopuevn evbovn yia Ta CROs - alommoTia
= Aflotroinon vewv Texvoloyiwy (EDC, CTMS, IWRS, eConsent)

= E&aibikevon OTIC PLOUICTIKEC ATTAITNOEIC TV EBVIKGWY APXWV (O€ TTOALKEVTOIKES WEAETEQ)
= AvATITLEN OTPATNYIKGWY “evNUELWONG & OTPATOAOYNONG” aocBevov

s P s Koivo opapaq, §ekadapol poAol Kal apHoSIoTNTES, AVoIXToi SiaLAoI EmKoIVVIAg

Kal caPng HEB0&0C UKAIHAK®ONGS) TV OEUATOV TTOL TTPOKLTITOLV

Huepideg



O1 HEYAADLTEPES TTPOKANCTEIS WC TTPOCS TNV TAXLTNTA OAOKANPWONS
MIaG MEAETNG KAI TNG TTOIOTNTAG TV SESOUEVV...

Ae€aywyr OAoKARpPWoN

#1 #1 #3
AloSKaoieg Ve e SCRFvs pCRF STOTLOTIKNA
EVKPLOEWV 6edopéEvwv avaAuon

Mn afloAoynoiua
OTOIXEIa

#2 #2
otpatoAdynon MéEBoboL Source Data Verification

acBevwyv EMLTNPNONG

#3 CATTOKAICEICH MNP WOTOKOAAOL
UGTLATANT GGl AVeTIOLUNTES Evepyeleg (AE)
Kévtpou YOUMOPPON ETICKEWYEWY ACBEVOLG

#4 ' . |
AMIPIPPE  °LOLOG CLAAOYNG SedopiEvEV
79 Pk GUMHETEXOVTWV Query resolution rates
ﬁ‘@'@gﬁ 2
S IO\%
]

Huepideg
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[TOOKANCEIC KAl EVKAIPIEC PEATICOONC




ALOKOAIEG Kal TPOKANOCEIS: N EAANVIKN TTPAYHATIKOTNTA...
AcOevig Epguvntég/

Xopnyog Kévtpa

Auckolia 1 A
P ug o NoocoKouELo Kercbiprlo N
Xpovodia- HHOP Yrniodopun ylo

YPOHOTOL KAwikEg

Au&oVOLEVEG n j MeAEteg
PUBLLOTIKEG QOUOTEPHOELS

p LGV
QUTOUTH OELG SL0SLKOCLWV;

MoAunAokotntoa
MpwtokOAAwv
Néo
VOMOOETIKO
nAaiclo
Auénuévn Meploplopot

avaykn yia Big
Data & RWE Mn-eviaia
SLadikacia
= @@%&é EYKPICEWV

Dopeic OkovouLkng Ataxeipiong

Huepideg
medical E.E.®aM.




TeXVIKES BEATIOTNG ATTOTEAECUATIKOTNTAG

STUDY

DESIGN & PLANNING

STUDY MONITORING SUPPORT

OVERALL PROJECT SUPPORT

medical E.E.®a.M.

ExTeveg Risk Assessment kar avamTuén Risk Management Plan

LWOTOC OXESIAOHOG MPWTOKOANOL

“MoVTEPVOG” & EMIKAIPOG OXESIATHOG [PWTOKOANOL pE PACN TNV TREXOLTA KAIVIKN
TTOQKTIKN

PealioTIKG Xpovosiaypappara Epyou & OTOXO! £vTatng acBevov
Avarpo@odoTnon amo Ta KEVTPA KATA TNV avarnTuén Tou MPwTOKOAAOL

TAKTIKN EMKOIVGVIA PE TA EPELVNTIKA KEVTOA

YWnAR empoppon Kal cuvexng ekmraidevon Emmnpntwy (CRAS)
XaunAo turnover teov CRASs

Apeon avramokpion OTA AITHUATA TWV KEVIPWY

ExTeveg kKal ovolaoTiko Feasibility Assessment

'EUTTEIPO KAI APICTA EKTTAISELHEVO IATOIKO KAl LTTOOTNPIKTIKO TIPOCWITIKO

Apeon emiAvon TV (KAIWAKOVLUEVOW) {NTNUATWV

ATIOTEAECUATIKN XPNON TOV LPICTAUEV®V TeXVOAoyiwV (EDC, CTMS, IWRS, etc.)




TexVIKES BEATIOTNG ATTOTEAECHATIKOTNTAG

SITE MANAGEMENT

CONTRACTS & BUDGETS

INNOVATIVENESS

medical E.E.®a.M.

Alao@AANIoN OTI TA KEVTPA SIABETOLY TOLG TTOPOLGS KAI TIC LITOSOUES YIA VA LTTOCTNPIEOLV TIG
VEEC HEBOSOLC ETTITAPNONG, OTTWC TO risk-based monitoring (on-site/centralized monitoring).
EMOpKNG evnuEPGON KAl EKTTAISELON & CLVEXNG LTTOOTNAPIEN TWV KEVTOWV

Anpiovpyia MTAAV®YV & OTPATNYIKOV OTPATOAOYNONG ACOLVAV KAl TTOOCAPHOYN OTIG
AVAYKEG TOL KABE EQELYNTIKOL KEVTOOUL

TakTIKG kal oLOIWSWG ekTTaISeLTIKA Investigator Meetings

AtroteAeopaTikn diaxeipion copPacewyV & SIATTPAYUATELON TTPOVTTOAOYICUGWY
Eutto00e0un KAl TAKTIKA KATAPOAR AMOIBGV EQELVNTWV KEVTOWV

XpNon véwyv, KaIvoTOH®V TeXVoAoyiwv (Augmented Reality, wearables)
Kaivotouol TpoT1Tol1 YIa va auvénBei 1o “engagement” pe 1O €0ELVNTIKA KEVTOA




"ol

H 6eon touv CRO o1n Siaxeipion KAIVIK®OV HEAETDV

YTToupyikn ATTopacn 59676/22-12-2016 (ApBpo 24)




Ymoupyikn Ammogaon 59676/22-12-2016 (ApOpo 24)

ApOpo 24
ATTOULTAOELG YLOL TNV
AELtoupyia Twv
Kat ovaBson Opyaviopwy
‘Epeuvag
(Contract Research
Organization -CROs)
TIPOKELUEVOU VOl

OUUUETEXOUV OTO TAAiCLO
Se€aywync KAWVIKWV
HEAETWV.

medical E.E.®a.M.

. Na éxeL €6pa kot AOM otnv EAAGSa Kal va avadEPOVTaL 0TO KATAOTATIKO TOU OL UTINPECLEG KAWVIKNAG €PEUVAG
. Na €xeL Slopioel emoTnOVIKA UTELOUVVO, TTAPOUG KOl ATIOKAELOTIKNG AIAoXOANONG

. Na StaBtel KatdAANAn Kol EMAPKN KTNELAKK Kol UALKOTEXVLKE UTOSOHMN, WOTE VA OVTATIOKPIVETOL OTLG SpaoTNPLOTNTES TTOU

avalapBavel, CUUTEPIAAUBOVOUEVWY TWV UTIOXPEWOCEWV SLapUAAENG TNG ENTILOTEVTIKOTNTOG TPOCWTILKWV SESOHEVWV.

. Na Staopalilel eEAeyXxOpevn MPOOPACH OTLG EYKATACTACELS TOU UE KATAAANAQ CUOTHHOTO TIPOooTaciag Kol acdalelag.

. Na SlaBétel 2 cuvepyateg Kot EAAXLOTOV KoL Evav EMLITAEOV GUVEPYATN ava dpaoctnplotnta KAwikng épgvvag. O CRO

UTopel va avaBeoel 5paotnploTnTeS KAWLKAG EpEUVaG o€ Tpito mapoyo (m.x freelancer), o omoiog mpEmeL va Anpot Tig
npolmoBéoelg tng Y.A., umExel 8, aAANAgyYU WG Kal .G 0AOKANpPoV e To CRO KoL TOV XOpNnyo, AVILKELUEVLKY €uBUVN, KATA TO
AOYo appodLotnTAC Tou.

. Na €xeL umoBaAeL otov EOQD dnRAwon twv dpaoctnplotRtwy mou avoAappavel va Stekmepatwvel. O EOD kataptilel kal

Statnpet EOviko Mntpwo twv Kat’ AvaBson Opyavicpwv Epguvag (CRO) kal twv EAsUBepwv Zuvepyatwyv Epeuvag
(Freelancer).

. Na undpyel mLoTonoinon VoG EUPEWG OVAYVWPLOUEVOU cuoThpatog Stacdpaliong molotntag (.. 1ISO 9001)

. Na untapyel ovotnpa MANPodoPLKNG LLE eEmapKn EAEYXO POSBaong kot KATaAANAo cuotnua diatipnong aviypadpwv

aodaleiag, yla tnv npootacia Twv Se60pEVWV.

. Na urtdpyelL tpoOvoLa YLO. ETILXELPNOLOKE) CUVEXELQL.
10. Na untapxel YnevOuvog Ataopaiiong Nototntag.

11. No urtdpxel TAGAVO EOCWTEPLKWV EMOEWPNOEWV KOl OXETIKEG SLadLkaoieg avadopwv EUPNUATWY KOL AVTLOTOLXWV

nipoAnmtikwv/dLopbwtikwv evepyelwv (CAPA).



Aiec kal apxeg mou Siemoovv TN Aeitovpyia Twv CROs

Npootacia acpaAeLag GURUETEXOVTIWV

Ta CROs deopevovtal va e€aocpaiicouv TNV aodAAELD TWV CUUETEXOVTIWY 0TNV KAWLKA €peuva (aoBevwv). H
npootacia TG AoPAAELNG TWV CUPUETEXOVIWV €ival e€loou onpavTikh LE TN SLaoPpAALlon TNG AKEPALOTNTAC TWV
dedopévwy mou cUANEyovTaL Ao TLG KALVIKEG SOKLUEG,

" [MpowBnon LOXVPNRG KAVOVLOTLKNG EMOMTELOG OE XWPEC OTIOU TIPAYHLOTOTIOLOUVTAL KALVIKEC SOKLUEC.

= Emévduon otn ouveXN eKmaidevon Kol EMUOPPWON TOU KALVIKOU TPOOWTILKOU, TLC TIPONYUEVEC TEXVOAOYLEC Kall
€EOTALOMO. AUTEC oL eTteVOUOELG OXL LOVO SLeUKOAUVOULV TNV KAWLIKA €peuva, aAAA BeAtlwvouv Kat SteupUvouv TNV

npooBaon og vyelovoulkn eplBaAPn vPnAdTEPNC ToLOTNTAC.

= HyouUvrtal tng mpoondBelac mpowonong Kat TPNoNS Twv KATeLOUVTAPLWV YPAUHWYV Yia TV 0pOn KAWLIKA
npaktkn (ICH-GCP). O nBwkol Kat VOULKOL KavOVEC TTou SLEMOUV TNV LATPLKI TIPAKTIKA LOXUOUV KOL YOl TLC KALVLKEC
OOKLUEG, Kal YU auTO oL KALVLKEC Epeuveg puBuilovtal KEVIPLKA HE OKOTIO TN StaodpAAlon TG MPOoTACLoC TWV
a0BevwV Kol TWV CUUETEXOVTWV.

ks

Huepideg
medical E.E.®a.M. Mnyn: https://www.acrohealth.org/value-of-clinical-research-organizations/




Aiec kal apxeg mou Siemoovv TN Aeitovpyia Twv CROs

MNowtnta

KAwkéG SokLEG UPNARC TToLoTNTOG TTOU TTPOWBOOUV TNV AVATITUEN VEWV PAPUAKWY EVW TTApAAANAQ TpOoTATEVOUV
TOUC a.0BEVELC KOl TOUC EPEUVNTEC O TIAYKOOLLLO eTtimedo

AnoteAeopatikotnta

Otav mpokeLTal yla TNV LoTplkn €peuva Kot tn dtadkacio avantuéng dapudkwy, o xpovoc sival xpripo. Autoc eival o
Aoyoc yla tov ortoio ta CROs otoxeUouv oTo va EVIGXUOUV TNV AIMOTEAECUATLKOTNTA, EVOAppUVOVTOC TNV KALVOTOLL
KOLL TNV TTOYKOOLOTIOLNGN TN KALWVLKNG EPEUVOG

Kauwvotopia

Ta CROs avantiooouv Kal Xpnotpornolouv Katvotopa (technology-driven) epyaleia pe okomo tn « LeTapoppwaon»
NG KAWLKNG €peuvac. Decentralized trials, adaptive trials, artificial intelligence, risk-based monitoring, new site
selection and patient recruitment strategies- OAe¢ AUTEG OL KALVOTOLEG EVIOXUOUV TNV ATOTEAECUATLKOTNTA KOl
BonBouv otnv elcodo VEwv dapuakwy, Bepamelwy, LATPOTEXVOAOYLKWY TIPOIOVTIWVY OTNV ayopd, TILo YprHyopa oo

https://www.acrohealth.org/value-of-clinical-research-organizations/




PMAKEYTIKOY MANAGEMENT
Huepideg
E.E.®a.M.

Euxoplotw yLa tTnv mpocoxr ooc




