KAWVIKEC MeAETeC otnv EAAGda -

O dpopocg mpog TNV aflomoTia amo tnv
TAEUPA TOU EPEUVNTN:

Eumelpleg, mpoBANpata Kat AUGELG

AAeEavOpOC ZTpATNYOC
Kabnyntng AsppatoAoyiag-AgppodicloAoyiag
latplkng ZxoAng Mavemotnuiou ABnvwyv

A’ Mavemotnuiakn KAwvikn Agpodioiwy Kat
Asppatikwy Noowv Nocokopeiou «AvOpEag Zuyypoc»




210 Noookopeio A. Zuyypocg yivovtal
KALVIKEG HEAETEC OF ...

» Wwpiaon

» AAN\epylkn Oeppatitida €€
ETTAPNC, atommikn deppatitida
KAl KVIOWOELC

» [dpwtadevitida

> AKTIVIKEC UTTEPKEPATWOELC
Kal Baclkokuttaplkd
KApKlvwpata

» 2e€ouaAlkwe Metadidopeva
voonpata kat HIV/AIDS

CLINICAL RESEARCH

Best practices for better care
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H onpacia tng KAIVIKNG EpEUVAC Yid TO
KALVIKO £pEUVNTN

» Evllagpépetal yua tnv KAWVIKA Epeuva wg pEBodo avamtuéng
VEWV (PAPHAKWY

» H €peuva BonBa cUYKEKPIUEVOUG AOBEVEIG va ATTOKTOOUY
mpooBaon o€ VEEC Bepameleg

» AMe€ayovtag KAVIKN EpEuva AmoKTdA epTElpia (expertise) o€
OUYKEKPLUEVOUC TOMEIC

= ‘EpXeTal o€ emaPn Pe AAAoUg CLINICAL RESEARCH
EMOTAHOVEG TTou epyalovtal
oToV 010 TopEa
=> JUUTTEPIAQUBAVETAL O HEYAAEC
OleBvEIC ONPOCIEUCELG
» BeAtiwon twv standards of care otn
KAaBnpepvn KAVIKN TTPagn

» H KAWIKA €peuva pmopei va
ATMOTEAEOCEL nnyn scoc‘iwv yla tov 010
KAl TNV KAWVIKN oTnv omola dle€ayetat

Best practices for better care



Kuplog epeuvntng

Sub investigators

NoonAgUTIKO
TTPOCWTILKO



KaBge peAog tng opadag Oa mpemel va yvwpilel
TIC UTTOXPEWOEIC Kal TIC APHOOIOTNTEC TOU

H opada O€v elvar autovoun / amoKOHMEVN

Kiveital yéoa o€ £va mAdaiclo mou KaBopiletal
amo TOUG VOHUOUG TNG Kabe xwpag, Tou
Kavoveg tou ICH-GCP kal Toug Kavoveg mou
opilovtal amo TO EKACTOTE MPWTOKOAAO
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Ot epeuvNTEC O xopnyoc¢

> MpwTtapxIKOg 6TOXOC TO > EAEyxel Tnv TNPNON TOU
“KaAo” twv acbevwyv TPWTOKOAAOU
> EuBuvn toucg n tApnon > AlaogpaAilel tnv Tnpnon
TOU TTPWTOKOAAOU tou ICH -GCP
» MNpootacia amo 1o L.
research misconduct . -

IRB > Alaogpalilel tnv
TPOCTACIA TWV
OIKAIWHATWY TWV
achevwyv

By Frits Ahlefeldt



Mola eival Ta Baoika eumoola;




AoBeveic: recruitment

2tnv EAAada n duagnpion N mpowbnon plag KALVIKNAG
HEAETNG eival mTapdavopn

2tnv EAAada n amolnuiwon twyv acBsvwy ya £€oda
HeTakivnong, olapovng K.T.A. €ival Tapavoun

AeOOPEVOU TOU YEYOVOTOG OTL —

] , —Tomorrow's Treatment Starts Today B & ooy Cchianiucia
Ol TTEPLOCOTEPEG PEAETEQ CONSIDER PARTICIPATION IN A -
tnpoUv auctnpd SOPs givat CORCRL IR
y y W Wy SICHIIC PETHIPATE I o SN Tl s
auvuTto n 9[ KO ,'  He hers uncover better ways to prevent,
, , G at and understand cancer.
E> I-I Ep lOp l(El TnV m pOCBCIGr] £ :-lilPrIF urh!:::ll':a:r;al'gjtﬁ:r:n:esg o reatments which are
TwV aocbsevwy o€ pia
mGavﬁ EUEpYETlKI”] Ask your doctor if

, : there is a clinical trial
Oepamela L/ & that is right for you.



AoBeveic: recruitment

BY THE NUMBERS:
‘ CLINICAL TRIALS AWARENESS

N
OF SITES FAIL TO

’ ’ ENROLL EVEN A
H evnuépwon Tou Kowvou yia To O SINGLE PATIENT

TL €lval pla KAWVIKNG HEAETN PTTOPEL:

Na augricel ta mocootd ® 370/ S -
“otpatoAdynong” acOevwyv 0 EHioLIMER
Na avaoteiAsl T
«OAIJOVOTIOINGN>» TWV KALVIKWY OF SURVEYED
, : ADULTS DON'T
HEAETWY (TM.X. (PAPHAKO = UNDERSTAND
«TTEIPAHPATIKO>», MEAETN = CLINICAL TRIALS
aveEEAEYKTO ETALPIKO
v @ )
CUH@EPOV) AD
. | J
' J )
AR

SOURCES: TUFTS CENTER FOR THE STUDY OF DRUG DEVELOPMENT HTTP://CSDD.TUFTS.EDU/
NEWS/COMPLETE_STORY/%20PR_IR_JAN-FEB_2013
JOURNAL OF CLINICAL ONCOLOGY HTTP://JCO.ASCOPUBS.ORG/CONTENT/21/5/830.SHORT
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KaBuotepnoelg otny £yKplon Kat Evapén HEAETWV.

[MOAAEC (POPEC €va site eival amoOAUTA ETOLHO VA EEKIVNOEL TNV
evtaén acbevwyv o€ eva MPpwTOKOAAO

H dladikacia Opweg £YKPLong Tou TTPWTOKOAAOU dTTO TIC APXEC
umopel va eivat e€alpetika apyn....

KaBw¢ mMoAAd amo ta TPWTOKOAAA Eival AVIAYWVIOTIKA ...
MEXPL va TEAELWOEL N

Oladkaota gykpong ta aAAa WE HAVE TO RESPOND TO THE SUGGESTION

THAT THE UNIVERSITY IS OVERLY BUREAUCRATIC.
I SUGGEST WE SET UP A SUB-COMMITTEE TO
LOOK INTO THE POSSIBILITY OF THINKING ABOUT
WHO MIGHT JOIN A POLICY GROUP TO DRAW UP A
PAPER WITH SOME SUGGESTIONS AS TO HOW WE
MIGHT START THINKING ABOUT THE PROBLEM...

site €xouv NON KaAuyel tov

-

ATTAITOUPEVO aplBpo acbevwy

AmotéAeopa:

o

To ev AOyw site Bewpeital
ava&lomoTto Kal e€alpeital amo
HEAAOVTIKEG HEAETEC




Researcher

2

".:; lt‘.. r.' . "*‘mr:u:-. L.u,’&:/
. P = STy What my spouse thinks |
X b .\..4 What my parents think | do do
What my friends think | do

What my department
thinks |1 do

What | rea"y do
What | think | do

H aAnBsla twv epeuvnIwv....



Auocavaloyocg (popToC Epyaciac yld EPEUVNTEC

JTIC TTEPIOCOTEPEC PHEAETEC UTTAPXEL EAAELYN TIPOCWTILKOU

Ot sub-investigators kaAouvtal va Kavouv apketo data management:
= JupmAnpwvovtag eCRFs

= Amavtwvtag ateAsiwta emails kat fax

= Amavtwvtag queries yla ta eCRFs (ta meplocoTEPA EK TWV OTTOIWY

gival kabapou ypageloKpaTIKoU XapakTnpda)

AnotéAeopa:

—————... AND THIS I5 THE FORM
yov SEND BACK

—To CONFIRM YOU'VE
SENT BACK ALLTHE

OTHER ForMS !

Xavovtal EMOIKOOOUNTIKEC EPYATO-WPEG
YmovopeUeTal N KaAn AEITOUPYia TWV KEVIPWY =
Evdexopévwe HEoA O AUTO TOV POPTO

gpyaociac va mapaBAEToOvTal CNUAVTIKES

nmAnpogopleg = protocol deviations?



http://www.google.gr/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiR7tueorTLAhWFzRQKHeYxBVIQjRwIBw&url=http://www.clinicalresearcher.net/clinical-research-jokes/?upm_export%3Dhtml&psig=AFQjCNHh-3qhaOLU4DozhNO5hNoTfiINsA&ust=1457635683363519

O CRAs

O Baolkog poAog twv CRAs (clinical research associates) eival va

kKabodnyouv toug sub-investigators:

= ‘00TE VA MPOOTATEVETAL N AKEPALOTNTA TWV OTOLXEIWY

= Na diac@aAiletal n tpnon Tou TPWTOKOAAOU

= Na tnpouvtatl ot kavoveg tou ICH-GCP
MpoBAnpata pmopouyv va dnpioupynbouv otav:

=> Ot CRAs plag peAetng aAAalouv cuxva

= XTNn PEoN plag HEAETNG amowaoileTal amo Tov Xopnyo va aAAagel

gTalpia umevbuvn yla monitoring

MNMwc¢ umopei evac CRA va BonOnoei tov

sub-investigator otav Oev &ivai

eEOIKEIWUEVOC LE ia HEAETN;

= [MpoBAnuata pe eCRFs

= [lpoBAnuata e anootoAn OslyUatTwy

= EMAvON EpWTNUATWY LIE OKOTIO TNV L
arnouyn protocol deviations

I

I
VRSE THE DEATH WAS
= °F g‘;.,ﬁ,y,gemreo -

WAS READING THE

PAT'ENT INFPRMATIO

EN THE BVS
W‘:“T HIM .

N SHEET




CRAs & Epeuvntikn Opada

Ot CRAs kat ot investigators TPETEL va €XOUV PLA OTEVI OXEON
ouvepyaoiag mou va Baciletal otnv apolBaia katavonon Kat
oeBacpo

Ta protocol amendments 6a mpemel va eEnyouvtal eVOEAEXWE
oToug sub investigators wote va amogeuyovtal protocol
deviations

Ta vea ICFs Ba mpemel va divovtal EYKAipwS 6TOUC LATPOUC WOTE
HE TN GElPA TOUC va Td MPowbouv 6Toug acOeveilC yia utoypagn

H ocuvepyacia Kat n ocwotn cuvevvonon £ival To KAELOi!



http://www.google.gr/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwibuveLqLTLAhULuxQKHeIUDugQjRwIBw&url=http://www.clinicalresearchassistance.net/&bvm=bv.116573086,d.bGg&psig=AFQjCNFHEluEoexpK2EMJlcV8gj1ZZbzOA&ust=1457635797616859

Map of All Studies on ClinicalTrials.gov. Text
equivalent shown below.

UU

Colors indicate the ber of studies with locations in that region

Least T ot

Labels give the exact number of studies

https://clinicaltrials.gov/ct2/search/map
Assessed 17/3/2016
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SHORT COMMUNICATION
BPAXEIA AHMOLIEYIH

Clinical trial activity in Greece
A case of missed opportunities?

K. Athanasakls,' M. Detsls,' B. Baroutsou,?
J. Kyrlopoulos'

'Department of Health Economics, National School of
Public Health, Athens

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

H &pagtmpiotnTa oto medio Twv KMVIKWOY
SoKiuwy atnv EAAAGa: Mia ioTopia yapévuv
EUKQIPIWV

Mepitnyn oo Tekog Tou apipou

Key words: Clinical trial, Human capital, Research and develop-
ment

INTRODUCTION

Clinical trials (CTs) constitute the principal medium

Copyright & Athens Medical Saclery
Www.mednesgr/archives
ARCHIVES OF HELLENIC MEDICINE: IS5N 11-05-3992

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

Bearing in mind the above, 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 inthe pharmaceutical setting is mainly
undertaken by companies aiming to introduce protatype
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
conducted among all the members of SFEE in the four
months, December 2010 to March 2011. Each company
was requested to return via a web-based platform one
questionnaire per each interventional CT approved by the
National Ethics Committee of Greece between 1st January
and 31st December 2010. The questionnaire items focused
on the phase of the trial, the planned duration (measured
from the approval date until the final visit of the last patient),




Ta KEVTPA KALVIKWY HEAETWYV

‘Eva site otnv EAAGOa TPEMEL va EXEL:

AoBeveic

KatapTIoPEVO TTPOOWTIIKO EKTTAIOEUPEVO OF
KALVIKEC HEAETEC

KataAANAEC EYKATACTACELG KAl UTTOOOUEC

Mw¢ PTopEl va Yivel Mo EAKUCTIKO yld TNV
Ole€aywyn TEPLOCOTEPWY KAIVIKWY
HEAETWV;

« [Motomolnoslg wg centers of excellence

o Tunuata KAVIKWY MEAETWY EVTOC TwWV
Nocokopeiwv N Akadnuaikwy KEvtpwyv

« Investigator-initiated studies

International

PEOPLE POWER

Clinical R&D must do far more to
attract talent or face a resource crisis

AT THE CENTRE

From trial subjects to lead customers
- patient voices are key to reform

CHANGING NEEDS

How early use of adaptive designs
can impact success in later phases



http://www.google.gr/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjGv5iBqbTLAhVDvRQKHdd_CkgQjRwIBw&url=http://www.slideshare.net/ulineumann/binder1-43722844&bvm=bv.116573086,d.bGg&psig=AFQjCNEZtlXQnXRunejE5oveRRPdYtWcjA&ust=1457637498460994

Elval TEAIKA TO KPATOC «(PIALKO» OTNV
OlEEaywyn KAIVIKWY HEAETWV;

» Eival 1o vopoBETIKO TTAAICLIO EUVOLKO;

» YTApXel opolopoppia oTic OladlKAGIEg EYKPLONG OE
KEVTPIKO KAl TOTIKO (VOCOKOUELAKO) ETiTTESO;

» Tnpouvtal ot mpoBeopieg otn Oladlkacia £yKpLong;



Jupmepaopatd

» Autn tn otiyun otnv EAAGda umapxouv apKeTA KEVIPA
Ta omoia OlaBETOUV KATAPTICHEVO TTPOCWTILKO Kal
KataAAnAa KEVIpa yia tn Ole€aywyn HEAETWY

» [poBAnuata amoteAouV:

» 1N Un eviaia kat pakpoxpovn Oladlkaocia £yKplong
TWV HEAETWYV

» H EAAELYN UTTOOTNPLKTIKOU TTPOCWTTIKOU AOYW
avemapkoug xpnuatodotnong

» Ta mpoBANpATA 0€ OPYAVWTIKO £TiTEDO (TT.X.
ouvexng evaAiayn CRAs)

» H kakn/ eAATTNG EVNUEPWON TWV ACOEVWY Yid TN
uUoN Kal TO OPEAOC TWV KALVIKWY HEAETWYV



