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Péunpavt: H aAAnyopia g ooppnong, ovAroyn Leyden.

yammnTa  pEAN  kal
ayamntol  ouvadeA@ol g
EAE.Q.IL,

To 2020 fjTav pia acvvnoot
XPOVIA Y1 0A0OUG, 0T Siapkela
mg 0molag AVTIUETOITIOAUE
oofapég  MPOKAT|OEIE,  TTOV
pag mBnoav va evepynoovpe
YPTYOpA KAl QUTOTEAEOUATIKA
XPNOLOTIOIOVTAG VEEG TEXVO-
Aoyieg kau mpooeyylioeig.

Ano tov Mdaptio tov 2020,
OTWC OAOL Ol EIMOTNUOVIKOL
opyaviopol Kat ol 10TPIKEG
etaipeieg,  kAnOnkaue  va
avaBewpnioovpe TOV  TPOTO
Aettovpyiag pag. 310X0G
pag mTav va vAOTOoovpE
TOV  JPOYPAUUATIONO  Uag,
TPOoAPUOOUEVOL  OTA  VEQ
6edopcva, pe yvopova Tnv
npootacia g Snuooiag
vyelag, Twv HeEAQV KAl OUVASEAP®V Hag, WG VYLOTH TTPOTEPALOTITA.

Méoa armd TNV TpOKAN 0T TNG TIPOCAPLOYTG OTIG VEEG GUVOTKES TOV «ATTAYOPEVTIKOU »,
avadelynke yua epdg pa povadikr) dvvatotnta.

Na avampoypauuaticovpe Tig «kabiepweveg» Hag amd KOVIA ekSNAGOELS Katl va
apapeivovue oe ena@r pe Tovg ekatovtadeg S1ad1KTUAKOUG CUULETEXOVTEG KAl
ov{nmteg arto v EAAGSa kar v Evpann, kuplog mEpav tov pHeAdv Kal etaipov
pog.

Ao Vv mp®OTN oTyun, avarmtvéape &va mAovolo Stadiktuvakd mpoypauua ekdn-
Aoewv, pe Beoelg kat ovdnoeig yia v véa vooco COVID-19, v véa KAvoVIKOTNTA
Yl TNV QAPUAKOETAYPLITVNOT], TOV pOA0 Tov MSL, v kAwvikn £pevva, ta RWD-
RWE, Ti¢ un mapepfatikeg peAEteg, TA TPOYPAUUATA LITOOTPIENS aobevav
kaBwg v exmaibevon twv acbevdv o1o Ta&ldt ToV EAPUAKOV KAl OTIC KAVIKEG

EAAnvikA Etaipgia PappakeuTikig larpikig (EA.E.®.1.)*
’ MéAog Tng AieBvolg OpooTtrovdiag ZuAoywv PapuakeuTikig latpikAg (IFAPP)

EA.E.®.L
EAAHNIKH ETAIPEIA
BAPMAKEYTIKHE
IATPIKHE

Maiavopou 23, ABriva 11528

TnA.: 2107211845, 2107243161 (latpiki ETaupeia ABnvwv)
Fax: 2107226100

email president@elefi.gr

* 31V EA.E.®.1. GUUPETEXOUV WG PEAN 1ATPOI, GAPHOKOTIOION f} TITUXIOUXO! BIOAOYIKWY ETIOTNHWY, Ol OTToiol aoXoAoUvTal
HE KAIVIKEG HEAETEG (EPEUVA), PAPUAKOETTAYPUTIVNON, EYKPIOEIG PAPPAKWY Kal HE AAAOUG TONEIG TNG PAPUAKEUTIKAG
laTpikAg.



mailto:president%40elefi.gr?subject=PERIODICAL%20OF%20ELEFI
http://elefi.gr

2 APKEIAEMAEDI.

SAVE THE DATE

1

UHeAETEG, LEOA QIO TA ofola pelvape oe ema@n OAo autd To SdoTnua.
Xdapn oTig ovvepyaoieg pag pe Toug etaipovg and tig Apxeg, tovg Epeuvntikoig
Opyaviopovg kat AEI, tovg @eopikovg @opeilg tng Pappaxoflounyaviag,
1ig Evwoelg AoBevov kat dAlovg Emotnuovikolg Popelg, pmopeoaue va
OLVEXIOOLUE VA SNUIOVPYOVUE, ATIPOOKOTTA KAl HE ACPAAEIQ, EUKALPIES YA
610A0Y0, AVTOAAQYT) YVOONG, EUTTEIPIOV UE TNV XPTON TOV VEDV TEXVOAOYIMDV.
Yvvodoutopovg oe auvtn Tnv mpoondbela eiyape Tig opddeg epyaocieg ng
EA.E.®.I. mov mpoetoipacav 1 ekdniwoelg kat otnpiav adidieutta v
nipoonaBeia pag wg AX EAE.®.1. kabBawg kat toug xopnyolg/Swpnteg, Creative,
Forhealth, Qualitis,toug apwyotg Medwork, ITED kat toug viootnpikteg AidPlus
Care, Bioaxis, HACRO, One20ne, Phocus, Zeincro.

Apnvovtag miow pag pe avakov@lon To 2020, eipaote atolo80Eo1 0Tt 10 2021 Ha
elvan pia KaAvTtepn xpovid.

ITpo mavénuiag vTOdeXOLATTAV TOV KAIVOUPYL0 XpOvo padl oag, otnv Kowve-
vikn ekdnAwon komng g Ipwtoyxpoviatikng mtag g EA.E.®.1., 6mov amd
KOVTA avTaAAAooape guxeg Kal yiopTadape oLuJToVTAg TA EKTABEVTIKA HAg
TPOYPAULATA, TIG EMOTNUOVIKEG EKONAMOELG KA1 SPACEIS LAG ,TTPAYLLA TTOV PETOC
Sev pmopel va mpaypatomonOet.

AvTt) Vv ypovid Eexvape otig 14 Iavovapiov e TV Ipa T Phnelakn ouvavtnon,
evog KUKMoV €81 Siunviaiov Stadiktvak®v ovdntnoewv pe to Clinical Research &
Clinical Trials Innovation Forum g EA.E.®.1.

H mpwtofouria tg EA.E.®.I. pe to Clinical Research & Clini-
cal Trials Innovation Forum, eivat &évag toOmog CLUVAVINONG T®WV

Remote Clinical Trials: Ma®npata and tnv Mavénpia, MSNDV Hae, ST[QYYS)\MGTH‘W TOV XWPOL NG K)\lVlKT‘]g g£peuvag, omov
flpaxxikec puoappoynckat EEALENG UITopoLV va oudnoovy ehebBepa kavotoueg 106€e¢ yia v e€ehign

Mépmtn 14 lavouapiou 2021
wpa 17:00-18:00

mg KAVIKNG €peuvag. TKomog tov Forum elval va vootnpifet
oL NOoN OXETIKA Ue 18eeg kat AVoelg Tov Ba HETAoYNUATIOCOVV TNV
KAwvikn €pevva otnv EAAGSa, pe agempia ig adayeg mov epepe
1N avénuia, aAAd KAt va Tpoayel TV EQAPLOYT TOV ATTOPATE®DY /
AVoewv mov Ba tpokp1Bovv.

H embiwgn pag eivat:

Kawotopia — Xvvepyaocia — EEEMEN g kAvVikNG £peuvag KAl TV
KAwvikov Sokipuev omyv EAlada!

H EA.E.®.I. ka1 ta ueAn tov AT Ba sapapeivovue Kovtd oag To 2021, He 0TOX0
va gpmhovtidovpe S1apkmg To eVO1APEPOV 0ag 0Tig EeAiEelg TNg PAPLAKEVTIKNG
ATPIKNG, VA OLINTOVUE TOVG TTPOPANUATIONOVE 0AG, VA AKOVLE TIG TIPOKANOELG
JTOV AVTIPETOITI(ETE KAl VA TTPOotabove yia Ty eAVOT) TOUC.

EmupdoBeta Ba €0Ti00VE OTA TTPOVOLLA KAl OPEAN TWV HEADV YA TO 2021
OYeTKA pe TNV moTosoinon otov touéa Drug Development kabmg kai oe
M oepvapla ayyung, emumiéov twv HBeopobemuévav oy ekdNAMOENY
®apuakoemaypvmvnong, Medical Affairs-MSL, Zuvebpiov Khivikng 'Epgvuvag &
dappakevtikng latpkng kat [Ipoypappdtowv YmootnpiEng AcBevav.

M7OpELTE VA EVIILEPMVEDTE Y1a TO TIAT)PES TTPOY PALUA TV OpATE®V, EKENAOCEDY
KOl EMOTNUOVIKOV HAG TPOYPAUUATOV HETW® NG 10T00eAidag pag www.elefi.gr
katl va pag akohovBeite oto LinkedIn. https://www.linkedin.com/company/el-
e-f-i-hellenic-society-of-pharmaceutical-medicine/

KaAn ypovid og 0Aovug pe vyeia, Suvaun, tpoodo kat atorodotia.

Ex uépovg tov Atotkntikov XvufovAiov
Bappapa Mrapovtoov



http://elefi.gr
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Npovopla ka1l OpEAN y1a ta MeEAn

Avavéwon Tng
I6160Ttntag MéAoug
Kal kataBoAn ETHZIAZ
ZYNAPOMHZ 2021

T™ng EA.E.9.1.

Ayasntol ovvadeApot,

Eekvape Suvauikd Kat veATIOTOVUE OTL, Ba ouppepIoTEITE TNV AVAYKY VA
ompiete v MANOBOpaA TwV SPACEDY TTOL TPOYPAUUATIOTNKAV Y1A TO 2021:

Clinical Research & Clinical Trials Innovation Forum (6 wpiaieg ava Siun-
vo Sradiktvakeg ovdnoelg)

5° Zvuveédpro dappakevtikng Iatpikng omy Epevva kar Avasttuén kawvo-

TOU®V PAPUAKWY KAl epforimv (Iovviog/2021)

0 Medical Affairs Field Leadership-MSL Day (evowpatwpévo oto 5° Xvve-
5p1o)

o 4" Emowa Huepida @appakoemaypvmvnong (eEvoouat®pevo oto 5° Xu-
veSplo)

Kixho Zepvapiov ekmaidevong oto Néo Kavoviopo yua tig Khvikeg Aokt-

uég (20 e€aunvo 2021)

KVxAo Zepvapiov yia Plo-nfkd kar vopka nujpata ya mv Kivikn

'Epevva (2° e€aunvo 2021)

4" Emowa Zvvavmon Ipoypappdtov YrootmpiEng Acbevav (Aekéufprog

2021)

Yepvapla ekmaidevong oe §e€lotnteg oto «Ta&idt tov Papudkov/Eupo-

Mov» oe Evaoeig AoBevav (oe 0An ) Sidpkela tov 2021),

yia va enw@eAnBeite amo TIg evkaipieg, OV 01 SPATELS AVTEG TTPOCITTOPILOLY
o€ e0dg, Ta peAn g EALE.®.1.

EvSektikd avagepovpe 0Tl TA TAKTOTTONUEVA UEAN EXOLV :

%

Awpedv Zvppetoyn otov kUkho ouvavtnoewv Clinical Research & Clinical
Trials Innovation Forum,

Awpedv TUPUETOYN OE Hia Ao TIg £TN01EG EMOTNUOVIKEG EKONAMOELG K-
B¢ Kat pelwpeEVo KOOTOG EYYPAPTC OE EMITAEOV EKSNADOELG TTEPAV AUTIG,
Awpeav IIpdoPaon oto emomuovikd meplodiko «Apyeia g EAAnvikng
Etaupeiag @appakevtikng latpikng»,

Avvatomrta ovppetoyng oe Ouadeg Epyaoiag tg EA.E.@.1. kot g IFAPP
Y14 TNV TPOCWITIKN Tovg eEEMEN kat otadiodpopia,

% AuvaTOTNTA CVUUETOYNG O€ oA T) CUVTOVIONO ekOTAwong g EA.E.® 1,

Avvatotnta voPoAng LITOYNPLOTNTAC EKAOYTNG Yl OUUUETOXN OF
emopevo AoknTikd Tvppfovio mg EA.E.@.1.,

AvvaTtonTa JTPOVOUIOKNG TIUNG OVUUETOXNG og O1Ebvn) mpoypdupata
TOTOTOINONG,

1) Drug Development course ACG & Tufts University-Maptiog
2021 kabaog kat

2) otV efeidikevon oty @apupakevtkn Iatpikn oe ovvepyaoia pe tnv
IFAPP Academy & King’s College London ywa to akadnuaiko
£10¢ 2021-2022.

H Séopevon mg EA.E.Q.I. yia Tov 111010 TTPOYypPAUUATIONO KAl VAOTOINGN
TOV AVOTEP® SpAcewV yia Ta pEAN g mpovmobeétel v eEao@aion twv
QITAPALTI TV TTOPWV.

Ta mv emdindn avtov v otoxwv omplopacte 0to Pactkd £0060 Twv
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NMPONOMIA KAI OPEAH I'IA TA MEAH THZ EA.E.9.1.

E10(POPOV TOV HEADMV HAG KAl 0AG TTAPAKAAOVLE VA 0TAOEITE OUVETELG UE TNV
KaTafoAr) TG TN 010G¢ CLVSPOUTC TOV 2021 UE TO PO BALTOUEVO TTOGO TV
€30 LEOW NAEKTPOVIKIG TANPOUNG IUE TNOTOTKT/YPEMOTIKT] KAPTA
online payment t¢ wotooeAibag www.elefi.gr evtog touv Iavovapiov -
Defipovapiov 2021 yia ™y EYKAIPT AvVAVEDOT] TNG 810 TAG TOL UEAOUG.
Ot atopkeg ovvépouég amotelotv BACEl KATAOTATIKOD BACIKT| LITOXPEWOT)
TV UEAQV Yl TN Slao@aMon g Aettovpylag kal SnuUovpykoTnTag tng
EA.E.®.I. yia TV Tpoo@opd £pYoV 0T HEAN TNG.

Ex pépouvg tov AoiknTikov TupfouvAiov, 0ag TApAKAAOUUE VA QPOVTIOETE
aueca Vv kKataPoAr] Tng etolag ouvdpourg oag TO CUVIOUOTEPO Kal
oyl apyotepa ano 1o télog PePpovapiov 2021, e8ika eav HBelete va
ovppeTEyete otov kUkAo ovdntnoewv Clinical Research & Clinical Trials
Innovation Forum kot otnv ekdnimon «Papupakoemaypvmvnon&
Eppoiia évava mg voogov COVID-19».

Ye meplitwon un avaveémong g ouvdpoung Eng to tehog Pefpovapiov 2021,
Ba AaBete vitevBuunTikn edormoinon.
Me v memoifnon o1, Ba BeAnoete va avavemoete eykaipa t ouvSpour oag,
oag kKaAoUpe va apakoAiovbeite evepyd & takTikd Tig ekdniwoelg, Spaoeig
KOl AVaKowvaoeLg 0To site www.elefi.gr.
30¢ EVYXOPIOTOVUE YA TNV EUITPAKTN OTNPIEN KAl EUTIOTOOVVT 0AG.
H IIpoebpog
Ap. Bapfapa Mmaapovtoov
O I'svixog I'papuatéag
Tiavvng Hétpofag
H Tauiag
Veronique Schaaf
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B1BAloypa¢glkn avaockonnon

1.

Guidance on the Management of Clinical
Trials during the COVID-19 (CRONAVIRUS)
Pandemic

IInyn:https://ec.europa.eu/
health/sites/health/files/files/

eudralex/vol-10/guidanceclini-
caltrials_covidi19_en.pdf

O 1M A
EUROPEAN MEDICINES AGENCY M

* gk IENC " e ; _
* SETENCE MELNICTHES HEALTH Heads of Medicines Agencies

* %%
* %

GUIDANCE ON THE MANAGEMENT OF CLINICAL TRIALS
DURING THE COVID-19 (CORONAVIRUS) PANDEMIC

Version 4
04/02/2021

Key changes from v3 (27-04-2020): remote source data verification |

The European Medicines Agency (EMA), Good Clinical Practice (GCP) Inspectors
Working Group (GCP IWG), the Clinical Trials Facilitation and Coordination Group
(CTFG, a working group of the Heads of Medicines Agency (HMA), the Clinical Trials
Expert Group (CTEG, a working group of the European Commission representing Ethics
Committees and National Competent Authorities (NCA)) and the European Commission
(EC) acknowledge the impact of COVID-19 on the health system and broader society, and
the impact it may have on clinical trials and trial participants'. Extraordinary measures may
need to be implemented and trials adjusted due, among others, to trial participants being in
self-isolation/quarantine, limited access to public places (including hospitals) due to the
risk of spreading infection, and health care professionals being committed to critical tasks.

Human Molecular Genetics & Genomics-
Important Advances and Exciting Possibilities

IInyn: https://www.nejm.

org/doi/full/10.1056/
NEJMp2030694

the NEW ENGLAND JOURNAL of MEDICINE

JANUARY 7, 2021

A HALF-CENTURY OF PROGRESS IN HEALTH: THE NATIONAL ACADEMY OF MEDICINE AT 50

Human Molecular Genetics and Genomics
— Important Advances and Exciting Possibilities
Francis S. Collins, M.D., Ph.D., Jennifer A. Doudna, Ph.D., Eric S. Lander, Ph.D., and Charles N. Rotimi, Ph.D.

he breathtaking progress in molecular genet-  ing to understand the fundamen-

ics that has occurred over the past five decades tals of the human genetic code

: 5% S e to examining the ways in which

and the transition to genomic medicine would i ode varies among people,

have been difficult to imagine in 1970, when the and then applying this knowl-
edge to interventions that are

Institute of Medicine (IOM), now  quence the human genome seemed  tailored to target, with precision,
the National Academy of Medicine  radical. the underlying causes of disease.


https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://www.nejm.org/doi/full/10.1056/NEJMp2030694
https://www.nejm.org/doi/full/10.1056/NEJMp2030694
https://www.nejm.org/doi/full/10.1056/NEJMp2030694
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3. Development and Use of Gene Therapy
Orphan Drugs—Ethical Needs for a Broader
Cooperation Between the Pharmaceutical
Industry and Society

IInyn: https: //www.fron- ? frontiers
tiersin.org/articles/10.3389/ in Medicine
fmed.2020.608249/full

Development and Use of Gene
Therapy Orphan Drugs—Ethical
Needs for a Broader Cooperation
Between the Pharmaceutical
Industry and Society

Sandor Kerpel-Fronius'*, Varvara Baroutsou®, Sander Becker®!, Roberto Carlesi*,
OPEN ACCESS  Luis Collia™, Brigitte Franke-Bray®, Peter Kleist™, Chieko Kurihara®,
Luis Filipe Laranjeira®, Kotone Matsuyama '™, Shehla Naseem ", Johanna Schenk "' and

Editedby:  Honorio Silva '
Metle Due Theilade Thomsen,

PIP Adviser, Denmark ' Department of Pharmacology and Pharmacotherapy, Semmelweis University, Budapest, Hungary, ? Independent Medical
Reviewed by: Consultant & Pha -al Medicine Consultant, Athens, Greece, * Consullants in Pharmaceutical Medicine, Dover
David King, Heights, NSW, Australia, ¥ Independant Researcher, Bellagio, ltaly, * Craver Pharma, Buenos Aires, Argenting, ® Independeant
Trifium Innovations Lt (; Consultant, Basel, Switzerland, * Cantonal Ethics Committes, Zurich, Switzerland, ® Quality Assurance and Audit Office,
Unitect Kingdom Quantum Medical Science Directorate, National Instilutes for Quantum and Radiofogical Science and Technology, Chiba,
Lise Aagaard, Japan, *Eli Liliy & Co., Lisben, Portugal, " Nippon Medical School, Tokyo, Japan, '’ Ferozsons Laboralories Lid., Karachi,

i dont Researchar Pakistan, ¥ PPH Plus GmbH & Co. KG, Hochheim am Main, Germany, ' IFAPP Academy, New York, NY, United States
Copenhagen, Denmark
*Comespondence:  (Gene therapy orphan medicinal products constitute a unigue group of new drugs whichin
Sandor Kerpel-Froni . " i &
andorfieperiTonts — case of hereditary diseases are usually administered only once at an early age, in the hope

sandor. kerpet@gmail.com
to provide sufficient gene product to last for the entire life of the patients. The combination

4- Linking the Declarations of Helsinki and of
Taipei: Critical Challenges of Future-Oriented
Research Ethics

Inyn: https: //www.fron- ? frontiers PERSPECTIVE
tiersin.org/articles/10.3389/ in Pharmacology
fphar.2020.579714/full ®

Linking the Declarations of Helsinki
and of Taipei: Critical Challenges of
Future-Oriented Research Ethics

Chieko Kurihara'*, Varvara Baroutsou?, Sander Becker®, Johan Brun®, Brigitte Franke-Bray®,
Roberto Carlesi®, Anthony Chan’, Luis Francisco Collia®, Peter Kieist®,

Luis Filipe Laranjeira™, Kotone Matsuyama ', Shehla Naseem '?, Johanna Schenk™,
Honorio Silva™ and Sandor Kerpel-Fronius'® on behalf of Working Group on Ethics of
the International Federation of Associations of Pharmaceutical Physicians and
Pharmaceutical Medicine

"National Institutes for Cuantum and Radiological Science and Technology, Chiba, Japan, “indepencient Medical Consultant, and
Consultant, Pharmaceutical Medicine, Athens, Greece, *Consultants in Pharmaceutical Medicine, Dover Heights, Australia, *LIF,
Stockholm, Sweden, Sindependent Consultant, Basel, Switzeriand, Sindependent Researcher, Ballagio, ftaly, Pfizer
Biopharmaceulicals Group, Dublin, reland, ®Craveri Pharma, Buenos Aires, Argentina, *Cantonal Ethics Committee, Zurich,
Switzertand, "EN Lilly & Co., Lisbon, Portugai, ""Nippon Medical Schoal, Tokyo, Japan, *Ferozsans Laboratories Ltd, Karach,
Pakistan, "*PPH plus GmbH & Co. KG, Hochheim am Main, Germany, "“IFAPP Academy, New York. NY, United States,
OPEN ACCESS  “Semmetveis University, Budapest, Hungary
Edited by: . . . . .
Joseph O, Fadare,  EXPP@NSIoN of data-diriven research in the 21st century has posed challenges in the evolution
it State University, Migeria  Of the intemational agreed framework of research ethics. The World Medical Association
Reviewed by:  (WMA)'s Declaration of Helsinki (DoH) has provided ethical principles for medical research
Urban Wiesing, . H 2 . ,
w of Tobingen, - !nvolvng humans 3|r-1oe 1964.- with the last update in 2013. To complement the DoH, WA
Natasa Duborja-Kovacevic,  issued the Declaration of Taipei (DoT) in 2016 to provide additional principles for health
University of m’m databases and biobanks. However, the ethical principles for secondary use of data or
*%9'° " material obtained in research remain unclear. With such a perspective, the Working Group

he crm‘ Kl_.m; on Ethics (WGE) of the International Federation of Associations of Pharmaceutical Physicians


https://www.frontiersin.org/articles/10.3389/fmed.2020.608249/full
https://www.frontiersin.org/articles/10.3389/fmed.2020.608249/full
https://www.frontiersin.org/articles/10.3389/fmed.2020.608249/full
https://www.frontiersin.org/articles/10.3389/fphar.2020.579714/full
https://www.frontiersin.org/articles/10.3389/fphar.2020.579714/full
https://www.frontiersin.org/articles/10.3389/fphar.2020.579714/full
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Randomized Controlled Trials Versus Real
World Evidence: Neither Magic Nor Myth

IInyn: https://ascpt.onlineli-
brary.wiley.com/doi/10.1002/
cpt.2083

Clinical Pharmacology
& Therapeutics

Review f;'[ Open Access @ ® @
Randomized Controlled Trials Versus Real World Evidence:
Neither Magic Nor Myth

Hans-Georg Eichler . Francesco Pignatti, Brigitte Schwarzer-Daum, Ana Hidalgo-Simon, Irmgard
Eichler, Peter Arlett, Anthony Humphreys, Spiros Vamvakas, Nikolai Brun, Guido Rasi

First published: 16 October 2020 | https://doi.org/10.1002/cpt.2083

Dedication: This article is dedicated to the memory of the late Sir Alasdair Muir Breckenridge, CBE, FRCP,
FRCPE, FRSE, FMedSci (1937-2019), a dear friend and tireless campaigner for innovation in drug
regulation.

= SECTIONS T POF %, TOOLS «* SHARE

Abstract

Compared with drugs from the blockbuster era, recently authorized drugs and those
expected in the future present a heterogenous mix of chemicals, biologicals, and cell and
gene therapies, a sizable fraction being for rare diseases, and even individualized
treatments or individualized combinations. The shift in the nature of products entails
secular trends for the definitions of "drugs” and “target population” and for clinical use
and evidence generation. We discuss that the lessons learned from evidence generation
for 20th century medicines may have limited relevance for 21st century medicines. We
explain why the future is not about randomized controlled trials (RCTs) vs. real-world
evidence (RWE) but RCTs and RWE—not just for the assessment of safety but also of
effectiveness. Finally, we highlight that, in the era of precision medicine, we may not be
able to reliably describe some small treatment effects—either by way of RCTs or RWE.

What types of clinical study designs are appropriate to generate knowledge about the good
or bad effects of drugs? Should we rely solely on randomized clinical trials (RCTs) because
they are less prone to bias or should we push for more real-world evidence (RWE) because it


https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.2083
https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.2083
https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.2083
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6. COVID-19 vaccines

IInyn: https: //www.ema. o

europa.eu/en/human-regula-
tory/overview/public-health-
threats/coronavirus-disease-

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Medicines ~  Human regulatory  Veterinary regulatory ~  Committees ¥  Ne events ¥  Partnes ks ¥ Aboutus ¥

covid-19/treatments-vaccines/ Human regulatory

covid-19-vaccines : '
Overview Research and development Marketing authorisation
Post-authorisation Herbal products

Advanced therapies COVID-19

Biosimilars
COVID-19 vaccines

Compliance

Data on medicines (ISO
IDMP standards)

& ] i

Medical devices

Orphan designation Currently under rolling Marketing authorisation Authorised for use in
review application submitted the European Union
Pa ic medicines
e CVnCoV No marketing authorisation = Comirnaty
Pharmacovigilance * NVX-CoVv2373 applications currently under » COVID-19 Vaccine
= Sputnik V (Gam- evaluation Moderna
Plasma master file (PMF) COVID-Vac) ® COVID-19 Vaccine
certification AstraZeneca
- » COVID-19 Vaccine
Public health threats Janssen

Coronavirus disease

(COVID-19) In this section

Latest updates

: Research and development Vaccines under evaluation
Treatments and vaccines P pmes in r i

Potential COVID-19 vaccines under investigation whose Potential COVID-19 vaccines currently undergoing
Vaccines for COVID-19 have received EMA advice. evaluation by EMA.

7. COVID-19 Vaccine — Frequently Asked
Questions

IInyn: https: //www.
nejm.org/covid-vaccine/
faq?cid=DM108101_&bid=352336024

e NEW ENGLAND
JOURNAL of MEDICINE

SPECIALTIES TOPICS MULTIMEDIA CURRENT ISSUE LEARNING [CME AUTHOR CENTER CovID.18

Covid-19 Vaccine —
Frequently Asked Questions

A collection of resources on Covid19 vaccines, including frequently asked questions, continuing medical education, published research, and commentary.

CORONAVIRUS [COVID-19) VACCINE RESOURCES VACCINE FAQ



https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-vaccines
https://www.nejm.org/covid-vaccine/faq?cid=DM108101_&bid=352336024
https://www.nejm.org/covid-vaccine/faq?cid=DM108101_&bid=352336024
https://www.nejm.org/covid-vaccine/faq?cid=DM108101_&bid=352336024
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NpoBAnpatiopoi yia ta RWD/RWE & Tth Mn
NapeppBatikn KAivikn ‘Epeuva otnv EAAGba

ABnva, 19-11-2020
KUp1a Znpeia tng
Alrad1KTuakng
EN10TNPOVIKAG
ZuzAtnong nouv
610pydvwoe n EA.E.9.1.

Ta Real World Evidence (RWE) /RealWorldData (RWD) sivan

N ovyypovn Sadikaocia cvAAoYTG emoTNUOVIKGV SeSouevmv mtov Oyt

UOVO GUUITAT|POVOUV TNV ETMOTNUOVIKT YV®oT oo Tig KAvikég Aokipég
QAAA WITOPOVV VA HAG TTAPEXOLY TEKUNPIWON aitd TNV KAONUEPIVT 1ATPIKN
JIPAKTIKT JTOAD JT10 AUECA KAl LE EAPETIKA XAUNAOTEPO KOOTOG O OXEDT) LE
TIG TIPOOTITIKEG TTapepfatikeg ) kan un mapepfatikeg pereteg. Eidikd oxetikd
ue Tig ponyueveg Bepareieg (yevetikeg, kuttapikeg Oepaseieg ,froloyikovg
mapayovteg kal bioengineeredunyavikoig 10Tovg) KaOmMG KAl TIC  YPNPLAKES
texvoloyieg, Sev avapwtiopaote mAeov Khvikeg Aokipuég 1 RWE aAAd
ovppwvovue Khavikég Aokipuég + RWE. (1)

H évtaln twv kavotopwv Bepaneiwv ota cvotnuata vyeiag amartel

JI\EOV OTIC TTEPIOOOTEPES XWPES TNV ASL0AOYNOT] TOVG peow Emtportaov

AfioAdynong Texvoloylag Yyelag yia v omoia eival astapaitnta ta
Sedopeva mov Ba ovMexBolv antd un mapeufatikeg peAéteg kaOnuepvng
KAWVIKTIC TTPAKTIKNC. AVTO KAVEL AKOUT) 7O crtapaitn TNV aflomoinon
Twv RWD mov vapyovv 1ndén os Swagopeg Pacerg Sedopevov
avalonointa TPog To TAPOV.

twv Mn Iapeppatkeov Kavikov Meietov (MIIKM), v

ovAMoyn kat alomoinon twv RWD/ Big Data ot xopa pag aAAd
kat oe OAn v Evp®nn wg mpog Tig eyKploelg Tmv avaloymy LEAETMV QITO TIg
appodieg apyes. (2,3,4,5).

3 Yopiotavtal akoun apketd keva 1) kal Siagopomooelg oty vopobeoia

Yvykekpyéva otnv EAAada v mapovoa ypovikr mepiodo Sev
yivetat Se0ovIOAOYIKI] £TMOKOIMON AUTOV TOV HEALTOV KAl Sev
efao@paiidetar OTL Aauavetar ) cuvaiveoT) T@V acOeveOV OTmE Kat 1)
Srao@aiion TV SIKMGUATOV TOV acOevov oe oyxeéon pe T Yprnorn
TOV evaicdnTev tpocomkev Sedoptvov g vyeiag Tovg.

310 onpeio autod Ba mpemel ueoa va mpofel 1o Yrovpyeio Yyeiag, eite otnv
18pvon Kevrpwrn¢ Emitpormi)g Agovroioyiag yia myv afloAoynon tev
Mn mapeppatkev Kavikov Meietov (MIIKM) sov Sie€ayovran
oto Xvomnqua Yysiag mepuapfavopsvov tov ISwwtikov kau
Anuoociov topéa (EXY/EOIIYY), €ite TOVAQIOTOV O EVEPYOTOINGT)
v Emtponev Agovroroyiag twv YIIE, yia mv evapuovion twv
artartnoewv £ykprong twv Mn Iapeppfatikov Kavikov Medetov (MITKM)
omwg kat Mntpowv AcBeveiwv (Registries), KAwviko-emdnuioloyikmv,
dappakoemdnuioroyikwv & RWD evtog tov (EXY/EOITYY). Na onueiw0ei
0Tl CVUPOVA HE TO VOHO 4600 vaevBuvog €ykplong Siwabeong
8edopevmv eivar o DPO tov Ytovpyeiov Yyeiag.

H EMAaSa éxel éva TOAD OUYYPOVO NAEKTPOVIKO OCLOTUA
ovvtayoypagnong (HAIKA) mov otav ovpmAnpwdel kal pe em-
pOOHDeTA OTOKEIR, ONWG 1) AVTOUATH KATAYPAPT] EPYATTNPIOKDV
eetdoewv, Ta Mntpoa AcBevelmv (Registries), Ta Oepamevtikd mpoTOKOAA
ka1 Tov Atopiko HAektpovikd ®daxelo tov AcBevoug (AHDPA), Oa popovoe
va ToTEAECEL I vrtodetypatikn saiyn dnuovpyiag RWE ano Big
Data asto to ovvoAo tov EAMnvikol mAnBuopov. Na Ang0et exiong vaaoyn
ot 0 Nopog 4600/2019 kot ta apOpa 83 tiepi Mntpowv AcOeveiov
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NMPOBAHMATIZMOI I'TA TA RWD/RWE & TH MH MAPEMBATIKH KAINIKH EPEYNA

kot 84 mepil tov Atopkov HAisktpovikoy dakerov Yyeiag (AHDA)
opidovv capmng OTl ararteital ovykatdfeon tov acBevovg sov
CUUETEYEL O€ KAVIKEG LEAETEG YA TNV ENEEEPYATIA TOV EVALTONTOV
8edopevmv vyeiag tov.

yia ta RWD/Big Data kat MIIKM & tov TApOvVTog OTHV

EAMada amtoBappivovy onUaviikeég @papuakoemiSnoAoykeg
ovvepyatuksg mpwtofoviieg IMavemomuakwv, Kavikov Epgvvntov
kat ©apuakoflopnyaviag yia v GUYKPITIKT] ATOTIUNOT] VEWV TIPOTYUEV@V
Bepamerwv oe aobeveig e coPapd voomnuata otny KAVIKT) tpadn.

5 H éM\enpn Seovtoloywkon kat Oeoukol epeuvnTKoD TAAIGIoV

Kpivetal amapaitnto va avénbel n eypnyopon kat ovvepyaoia
OA®V TV cumAiekopévov pepov (Emmomuovikny & ITavem-
otnuakn Kowomrta, Appodieg Apyég, Ymovpyeio Yyeiag, Emrpoor)
Aforoynong Papuakev & Teyvoroyiwv Yyeiag, kat Xopnywv teov
OYETKMV EPEVVOV), MOTE va ertayvvOovv ol Stadwaoieg yia v
emAvoN TV PO PANUATOV 0T eovioAoyikr) enoKOON, £YKPLOT,
ovAAoyn kat a§lomoinon om ywpa pag twv RWD kat myv Siefaywyrn)
Tov Mn Hapepupatkov Khavikov MeAetov.

Biaoypagia
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dra Oeyen, Bernardo Bollen Pinto, Wojciech Szczeklik, Ximena Watson, Tilemachos Zafeiridis & Hans Flaatten.
Huge variation in obtaining ethical permission for a non-interventional observational study in Europe: BMC Medi-
cal Ethics volume 20, Article number: 39 (2019)

3. Tiago Silva, MSc; Alexandra Parnell, MSc; Christopher Bamford, PhD; Catherine Paulen, PharmD; Simona Fran-
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lyzing the Differences Between Clinical Studies Using Medicines in the European Union,Clinical Researcher—Feb-
ruary 2020 (Volume 34, Issue 2)

4. EOvikr) Emtpornn Blionbwrg, votaon EAEIX0X MH ITAPEMBATIKQON KAINIKON MEAETON ®APMAKQN,
2013 http://www.bioethics.gr/images/pdf/GNOMES/SYSTASH_MH_PAREMBATIKES MELETES_Final
GR.pdf

5. I. Pobooog. Mn IMapepfatikeg Khivikeg Meléteg, (Non Interventional Clinical Studies-NIS). IIpodiaypageg
Evpwmnaikov Kpataov. Apyeia EMnvikng @apuakevtikng latpikng ,JovAog 2013,Telyog 4, oeh 2-9.https://www.
elefi.gr/flip/index.php?pdf=4.pdf



http://www.bioethics.gr/images/pdf/GNOMES/SYSTASH_MH_PAREMBATIKES_MELETES_Final_GR.pdf
http://www.bioethics.gr/images/pdf/GNOMES/SYSTASH_MH_PAREMBATIKES_MELETES_Final_GR.pdf
https://www.elefi.gr/flip/index.php?pdf=4.pdf

https://www.elefi.gr/flip/index.php?pdf=4.pdf
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H ZupBoAn tng Koivwvikng Iatpikng otnv
Avtipetwnion tng Navdnpiag

ridvvng Tolvtag

KaBnyntng KoivwvikAg kai
MpoAnntikAg IaTpikAg,
AieuBuvtng Ivotitoutou
Kolvwvikng ka1 MpoAnntikng
Iatpikng (IKNI)

... h navénpia 6a eixe
QVTIPETWNLOTEL N10
anoteAeopatikd edv
unnpxe Kivhtonoinon
eupltepwv
EN10TNPOVIKWV
bduvdapewv, kabwg kai
ENAyyeAPATIKOV Kal
KOLVWVIK®OV POPEWV.

Kowwvikr Iatpikn amotelet faoikn cuviotwoa g Anuootag Yyeiag,
N omoid eival Eexwp1otog TLAGVAg arto Tig povadeg mepiBaiyng (voookopeia,
KEVTIpA LYElag, K.A.) Kat stepthapfaver tpeig faocikovg topeig: v IIpoAnyn,
v Ipoaywyn Yyeiag kaw v IIpootacia g Yyelag. H avtipetormon twv
EMONUOV eUTTINTEL MPWTIOTWS 0TS aprodioTnTeg g Anuootag Yyesiag kat
aitepa otov topga g Ipootaciag g vyeiag.

> xopa pag, n emdnuia Kakwg avTHeTomiomke e§ apyng wg mpofAnua
NG KAIVIKN G laTPIKTG Kal e181kOTEPA TNG AotuwElodoyiag kat Ol g Anpootag
Yyelag. H payn emkevipwbnke kuplog ota voookopeia kar tig ME® kau oyt
oty kowvotnta. ITapd tig onuavtikeg eAleipeig oty Ipwtofadbuia Ppovtida
Yyeiag kau onv avendpkela tov topga g Anuootag Yyeiag, n mavonuia
Ba eiye AVTIUETOIMOTEL MO QITOTEAEOUATIKA €AV VLITNPXE KIVITOIOINON
EVPUTEPWV ETMOTNUOVIK®OV Suvapemv, kaBng kal eTAYYEALATIKOV KAl
KOWVWVIK®V (POPEDV.

STAND UP FOR HUMAN RIGHTS

UNITED NATIONS
Y} HUMAN RIGHTS

GRIICE OF THE MIGK COMMITSIONTR
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Npoypdppata Ynootnpi§ng AcBevav:
n Epnelpia twv AcBEVOV KAl TWV NAPOXWV

othv EAAGOa

A) AnoteAéopata €peuvag epwTtnpatoloyiou AcBevav

NikOAaog Tookavdg,
Iwavvng Nétpopag,
NAdtwv Neplotépng,
Napig MnookonouAog,
®avdong Xtpaltoupng,
ABavdolog Xaviwtng,
BapBdpa Mnapoultoou

Opdéa Epyaciag NYA EA.E.9.1.

Ewoaywyn

'Onwg emavenuuéva éxel avadeifer n EA.E.®.1., o1 acBeveig pe oofapa,
omavia Kat Xpovia voonuata xperadovial 18iaitepn mpoooyr Kat ¢povtida.
H Suvatomrta mapoyrg vmootpiEng kat ekmaidevong, eite pe  Pordeia
exmabevpévwy voonAeutav 1) AV el8tkoT|twv vd v kabodrynon
Twv Bepamdvtov yatpov, Oa cupfaiiel oty PeAtioon g modTag TNg
apexoevng mepiBaiyng kat g vyeiag Tovg.

AeSopévov 0Tt o1 Popeig Kowvwvikng Acpaiiong aduvatobv va mapeyovv
VTTOOTNPIKTIKEG VLANPeoieg mpog Tov acBevr), OMWG KAl 1) OIKOVOWIKN
KATAOTAON TwV acbevev moMeg @opég Sev emtpemer  xpnon 1Siwv
TOPWV, 1 avaditnon ekmaidevong kal VITOOTNPIENG O POPEIS TAPOXNS
emyopnyovpévayv Ilpoypappdtwv  YmoothpiEng AoBevav, katdAnia
Sounuévoug kat eEE18IKEVUEVOVE, AVTATIOKPIVETAL 0€ KOVWOVIKT] AVAYKT).

MeOodoroyia

H EA.E.®.I. oxediaoe a epevva epmTnUATOAOYIOL LE OKOTO TN GLAAOYN
Sedopevmv yOpw amd v viomoinon Hpoypappdtwv YroothpiEng AcBevov
(ITYA) otv EAAGSa, mpoKelpévoy va  Kataypagel n mapodod KATtaotaon
pue otoxo v PeAtiotomoinon g vIoomPEng mpog Tov acbevr] kal To
nepiBdAAov Tov otV emitevdn Twv Bepasevtikwy TOv OTOXWV. IMAOTIKN
£peuva HECH AVOVOOUL EPWTIIATOAOYIOU TO 0TT010 E0TAAT O€ 45 ZUANOYOUG
AoBevov, peAn g Evoong AcBevov EAMGSog. TTapeAn@Bnoav 15 mAnpwg
OUUTANPOUEVA  €pOTNUATOAOYI aitd Tovg eBelovteg  aobevelg mov
OULUUETEYOLV 1) ovppeteiyav oe ITYA.

ANUOYPA@PIKA OTOL(EIA CUUUETEXOVIOV OTV EpEVVA

Duo
= Avpag
® [uvaika

T%

HMkiakr Opada Exmaideuon

0,
<20 A . MpwTopdBpia exTraileuon
®20-39
=40 -59 u AgutepoBdBpia exmaideuon
= 60 - 80
- ® TpimoBddpia exaidevon

73%

Karoikia Nopég
i = ATTIREG
= AGTIKI) TIERIOYKA = 2
& Mn) aoTike Tepioxr =2 ;(:g:g ovikng

8 Teppluy
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I'evika Xapaktmmprotka ept tov [poypaupatowv YaoompiEng AcOevav

7% OeparmeuTikr TrEpiokn n MNaénon
u Yploon
= |[ONE
B Kapkivog
Wuyikég Nabrioeig

= KapSiaki avemdpreia

27% = Zuyyevrig MuotidBeia

20% Evnuépwon agBeviuv yia 1o MNYA
0% ® AT Tov @gpdmovia latpd
0
0% 8 Ao Tov NoonALuTh oTo TakTIkd EEWTERIKG 1aTPEID
Nogokouziov Trou TTapakchouBeiore
® ATTS Tov DappaKoTIoS gag
» ATTo Tov ZuAoyo AoBEviY
® Ao dhho aoBevi
33% = Ao 1o AiadikTuo

u Ahko

Tpagnpa 1: Tt fprikate mo ¥Xprio1o 0To TPOYPAULUA TTOV CUUUETEXETE/ CUUUETEIXATE

19%
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I'pagnua 2: ITotevete 6Tt oag foriOnoe to ITYA va
akoAovBeite Tig 0dnyieg Tov Bepdmovtog 1aTpol oag
OXETIKA e TN Yopnynon g Bepaneiag oag;

(1 = KaBohov / 5 = TIoAD)

50%

30%
20%

o R

1 2 3 4 5

Tpagnpua 3: I1600o yproo Ppiokete va pmopeite va
£XETE MAEPWVIKT T) AN YN @rakT| vrtoothpi&n — app/
chat ava madoa otiyun);

(1 = Kabohov / 5 = TIoAD)

70%

20%
10% 10%
o - 1l
1 2 3 4 5

Tpagnua 4: I16co avomomuévog/n peivate and
v exmaidevon mov oag mapeiye o/n voonAevtg/
voonAeLtpla/ oG enayyelpatiag vyelag ota mAaiola
TOV TIPOYPAULATOG VITOOTNPIENG KATA TNV EvapEn TG
Bepameiag oag / katd tnv diapkela tov;

(1 = Kabohov / 5 = TIoAD)

42% 42%

8% 8%
0% [ ]

Tpagnpa 5: [1600 wavomomuévog/n petvate
oLVOAKA oo To TIYA;
(1 =KaBohov / 5 = TIoAD)

70%
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T'pagnpa 6: I16co otyovpog/n awcbavocaotav va TCpagnua 7: 11600 Kavomomuevog/n ueivate
kavete v Bepameia povog/n oag, v autd WoxVey ouvolka ato to ITYA;

(1 = Kabohov / 5 = TToA)

; , AlAn uTmpecia e
HETd TNV EkTIaIGEUOT; S
Wngaxn exmaideuon .
mpv Tnv exmiaiSevor); Aiarpopikr) cupBoukeuTikr)
Wuyohoyikr utroaTripign I
0% 20% 40% 80% 80% 100%

mim2 mul=sdm5

(1 = KaBohov / 5 = IToAD)

TnAe@uoviki UTTooTAPIS  E—

0% 20% 40% 60% 80% 100%
m1Em2 =83 e4mb

Kvpua Tvunepaocpata epevvag AcOevov

H petopevn avTammokplon GUUIAT P®ON G TOV EPWTNUATOAOYIOV LITOSEKVUEL
niepropropévn epappoyn IIYA kal avaykn mepartepm eviuePwong.

Ta IIYA &ie€ayovtar oe 6 Oepamevtikeg TMEPOXES OLUPWVA HE TA
QITOTEAECUATA TNG EPEVVAC.

To 84% twv acBevmdv mov ehafav ekmaidevon ota miaiowa ITYA Shniwocav
1KAVOIIOINUEVOL ATTO TNV LITOOTHPIEN TTOV EAAfavy.

H vAomoinon g vmnpeoiag ITYA amd toug ITapdyoug Bpioketal cuvorikd
og LYNAO eminedo wavoroinong astod toug acbeveig (90%) [Tpapnua 3 &
5 (Babuoroyia 4+5)].

O petwpévog aplpog Twv CUUUETEXOVI®MY OTNV €PEVVA QITALTEL ETTEKTAON
aUTNG pe peyaAltepo aplBuod eBelovtav, yia tnv emapkr TeKUnpiowon twv
OULITTEPACUATOV.

B) AnoteAéopata €peuvag epwtnpatoloyiou Napoxwv

YKETTIKO

JvMoyn) dedopevmwv yOpw arto v vAomoinon Ipoypaupdtov YmoothpiEng
AoBevov (ITYA) otnv EMada, mpokeipévou va:

o KATAYPAPEL 1 TAPOLOA KATAOTAOT] OTIOE AteElkovidetal asto toug ITapoyovg

IIYA

« GiepevvnOel 1 feATiotomoinon g LITOTNPIENG TTPOC TOVE ACOEVEIS KAl TO

Tep1PAAAOV TOUG OTNV EMITEVEN TV BEPATEVTIKMOV TOUG OTOY MV

MeOodoroyia

Motk €pevva Heow avwVLROL epwtnuatoioyiov g EAE.®.1. tpog Toug
ITapoyovg mov Sievepyolv ITYA kat' avabeon and tovg KAK 1) tpitovg. To
E£PWTNUATOAOYI0 NG epevvag SieknyOn nAektpovikd

o aoteleital astd 20 epWTNOELLS (6 EMAOYNG KA 14 AVOIKTOV EPWTIOEWV)

« 0TNV £peuva CLUUETEIYaV 01 5 amd touvg 6 ITapdyovg IIYA mov édafav to

£PWTNUATOAOY10
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Epotuatoioyo yua tovg Ilapoyovg

Tpagnua 1. Ap1Buog Ipoypappdtov Yoot piEng T'pagnua 2. Noonuata mov a@opoly ota
AaBevmv, vrto evBlvn Srayeiplong oto Staoua Ipoypaupata Yoot piEng AcBevav mov
2019 — 2020 (0UVoA0 105) vnootnpiete oto Srdomua 2019-2020
>
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Tpagnua 3. Ap1Ouo IIpoypaupudtemy mov I'paenpa 4. ApBuo Ipoypappdtwy mov
sepappavouvy TnAepwviko Kevrpo YrootpiEng nep\apfavovv Noonievtikn Yoot pi&n kat oikov
kan YrevBupotikeg Ynnpeoieg (ovvoro 71) (oVvoio 105)
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NPOrPAMMATA YNOZTHPIXHZ AZOENQN: H EMNEIPIA TQN AZOENQN KAI TQN NAPOXQN ZTHN EAAAAA

Tpagpnua 9. ITdéoca Ipoypaupata Yrootpiéng T'papnua 10. IToca Ipoypappata YrootnpiEng
AoBevmv gxete viomomoel ota mAaiola ITapepfatikng AoBevov £xete vAomomoel ota mAaiola Mn
Kavikng MeAetng; Tapeppatikng Khavikng MeAétng;
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Tpagnpua 11. [Toca Ipoypappata Yoot piEng Ipagnpua 12. [1ooeg véeg vnpeoieg oxedioate
AcBeviv, amOALTA CUVVPACHEVA LE TIG AVAYKES Kat vAortooate katd v mepiodo g mavonuiag;
IOV TTPOEKLYPAV KATA TNV tepiodo g mavinuiag, (obvoro 7)
vlomomoate; (oUvvolo 21)
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Kvpua ovuepaocpata épevvag Iapoymv

o O apBuog twv ITYA 2020 (105) £€xel avénbei oe oxEo™ UE TNV AVTIOTOLYN
£pevva to 2019 (79).

« To 83% twv ITapoywv ITYA cvpueteixe otnyv €épguva.

o Ot ITapoyot ovppeteyovv oD evepyd oto oyxebraoud ITYA pe otevn
emKowvmvia pe Tovg TuAAoyoug 1) Exmtpooamovg AoBevav.

o Katd m Sidpkela mg mavénuiag oxediaotmkay 7 véeg vinpeoieg ITYA kau
viomomOnkav 21 véa ITYA.

o Kataypagpetan ya mpotn @opd Ydomoinon IIYA  ota mAaiow
MapepPatikov kar Mn Hapepfatikeov Khvikov MeAetov.

« H &ie€aywyn ITYA avénbnke onuavtka oty Stdpkea g mavoénuiag (21
ITYA ek wv 26 ouvoAika vewv ITYA kGAuvpav Tig avayKeg 0L TIPOEKLPAV
€€ aug.

+ H ovompatikh emoa kataypapn twv IIYA kabmg ko 1 eméktaon
MG €pevvag e To oLVOAO TwV etaipwv Ba avadeier v e&eMén g
Spaotnplotrag.
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Remote Clinical Trials:
Ma6npata ané tnv Navénpiq,
Npaktikeég Npooappoyng ka1 EEEALENG

Ano tnv 1n Yneirakn
ouvavtnon tou Clinical
Research and Clinical
Trials Innovation
Forum

Summary Report

Thank you all for attending EL.E.F.I.’s Clinical Research and Clinical Trials
Innovation Forum, the virtual meeting point, where innovative ideas on clini-
cal research can be discussed openly. We had the opportunity to discuss trials
in/after the COVID era, starting with Remote Clinical Trials.

The insightful introduction by EL.E.F.I. President, Varvara (Barbara) Ba-
routsou set the scene for the following discussion and informed us of current
trends and innovations. Following the introduction, Anna Aletra, MSD/Coun-
try Lead Greece/Global Clinical Trials Operations, went into the definition of
the term of Remote-Decentralized trials and the broadness of the terms with
which these trials are referenced. The concepts & distinct characteristics of
Traditional-Hybrid-Decentralized Trials were highlighted. A brief overview of
the Possible benefits & Challenges/Considerations of DCTs followed and the
outline of existing Initiatives, Collaborations & Projects ongoing in support of
either Hybrid or Completely Remote Clinical Trial set ups.

The IMI (Innovative Medicines Initiative) & the currently ongoing Project
Trials@Home were highlighted as indicative examples amongst others. Fi-
nally, emphasis was placed on the number of stakeholders & Involved parties
required to harmonise, find consensus and align in order for Decentralised
Trials to become a standard working practice & reality starting from the Pa-
tients-Investigators-Sponsors/CROs-Authorities-External Service Providers
to name but a few.

Then, Aggelina Mavraki, Sanofi CSU Head in Greece, shared the evolution of
clinical trials throughout the years and the gradual introduction of e-solutions
and innovative approaches in the operational scheme of the studies. The CO-
VID-19 pandemic accelerated the rhythm of new solutions’ implementation
and lead us a step closer to the RDCT mindset. Considering that the future is
already here, we should work locally, with passion and commitment, to shape
the environment that will include innovation in CTs but without compromis-
ing patient safety, data integrity, data protection and all ethical standards.

The fruitful conversation that followed the presentations identified areas for
future discussions:

- GDPR

« Electronic Medical Records

« Telemedicine

» eConsent

« ePROS

e @ Home nursing and IP administration

o Clinical Trials available in Greece (site info)
« Regulatory concerns

« Remote SDV

o eRecruitment
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REMOTE CLINICAL TRIALS: MAGOHMATA ANO THN MANAHMIA, NPAKTIKEZ NPOZAPMOIHZ KAI EXEAIZHZ

 Safety reporting
« Impact of remote clinical trials on the decision making for healthcare re-
source allocations

COVID-19 forced us to re-examine the way we work to ensure and achieve
trial continuity.

We had a chance to experience some benefits of the DCT model. The Learning
of 2020 demonstrated that collaboration and team approach are the optimal
pathways forward for both building resilience and continuing to develop.

The discussion was initiated last Thursday and we all hope to shape the future
of CTs having patients in the centre of our actions and choices!

The meeting was closed out with a wish for this 1st session of the Clinical
Trials and Clinical Trial Innovation Forum to be a great start towards this
direction.

Please send us your suggestions. We would like to hear your interests on fu-
ture topics.

Next meeting to discuss one or more of the above mentioned topics

on March 10th 2021 at 17:00!

We hope to see everyone there!
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