H XYNAINEXH TQN AXOENQN XTHN IATPIKH EPEYNA

O eEeliEels Tng LaTouri|g emoTiung elvan yvwaoto ot
oTNEIXTNRAV OTNV €QEUVA TTOU €M NAL AUDVES ATOTE-
Aeoe to péoo g debipuvong Tng LaTtEwrng yvoons. H
adLOUPLOBATNTN ovoyRoLdTNTA TNG, TTOQRA TLG RATOLES
avTLOQAOELS HATOUMY ROLVMVIXMDV OUAd®YV, Elval TTQO-
davég Ot éxel yiver amodexth amd to vl ®OLVO %ol
ONoVEYNOE TO OLROIOUNILOL TG LOTOLXTG YVMDONE TTOU
VITNEETEL OT|UEQQ TV VYE(D TOV GVYYQOVOU 0vOQMITOV.

"Evo onpovtind otouyelo, tou dixouo mooxdieoe mok-
Mg avumaQabéoelg xotd To maeeboV, fitav %ol elvol
1 O1eE0dixt) evéQON ®aL 1] CLVA{VEST) TV A.0BEVDV,
TQOXELEVOL VO, CUPUETEYOVV OTHV £0gvva. AMwOTE,
obpudovo pe 1o véo rodura latouis Agovioloylog
(N3418/2015) n) ovvaiveon tov acBevoig eivar amapa-
TN O€ OAES TIS LATQXES TIQAEELS, YEYOVOS IOV 0VTMC
N dhhog megrhapfdvetor oty Evgomairn Zoupaon
v to. AvBowmva Awaidpato kol ™ Blolatounrt
(Z0ppaon OPLEdo 1997). Xwels tn ouvaiveon tov aobe-
voug, 1 LoTowrl] TEAEY yapaxtneitetar wg avbaipetn
%0l ATOTELEL TTQOOPOAT TS TROooWmUOTNTAS (OLdTAEN
57 tov A K.), vmo v £vvola Tov daLDUIOTOS VO Ov-
toraBoiletan 0 00Bevig 08 OYEON LE TNV COUOTIXT
TOU VYE(O ROl AREQOULOTTOL.

Irvyovyos Nowxric Xyohis A.I1.6O., Master, LSE
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A. Kapopmatdung

Mia poimdOeomn T oVVaVEONGS, TTOV TIQORVITTEL AO-
YWa, lvar 1 iravoTnTo Tov aofevoug yia Guvaiveoy).
Katd ovvémeia, o aoBevig Oa mpémet va pmogel va av-
TiAndrel T onpaoio xoL To oxomd, alld xow Toug mba-
voUg %vdUVOUG, QIO T1 CUUUETOYT) TOU GTNV LOTOLXT|
medEN. TTeoPAnuo dnuoveyeital OTIS TEQUTTMOELS
000evdv oV 8e UTOEOTV VAL SLOYELQLOTOUVV TIS TTANQO-
dooleg g evnuéomong (aobeveig pe YPuyrd nan oo~
vonurd  meoPAfpuata) nar  yoewdletar Wiaiteen
OCOYT 08 QVTO, AALG AL OTOVS AVIAIXOUS YLa TOVG
omoiovug ogiletal 6TL 1 ouvaiveon divetol amd avTolg
OV £Y0VV TV YOVIXT] LEQLULVOL T] TV ETUUEAELD TOUG.

O onomdg owtov Tov GeBov eivar wa yevirt Oew-
0101 TOU BEUATOS %Ol OEV UTELCEQYETOL OE VOLURES AE-
TTOpéQELES OV mEémeL  wotd  meQimtwon  va
OLeQeVVNooUY oL LaTol. X ndbe mepimrwon meémeL 1



EVNUEQON VO avahEQETAL OYL LOVO OTO TEQLEXOUEVO,
oM 7O 0TO ATTOTEAEOLOTO TNG LOTOLRTG TTQAENS ML
otovg evdeydpevoug xkvdlivoug xat erumhoxréc. Elva
emMOoNGg ONUOVTIRO VO TOVLOTE(L OTL 1] OUVA{VESY OUTH)
WtoQel va avaraAeltal ammd tov aodevi).

ZUVaiveon 1) 0ola. Elval «TTOQATAAVITLXT» 1) TTOTE-
Aeopol g ) amelhig Oemoeitol avioyven, dmwg ei-
omng «at OTov ovTineLtoL oTa xeNoTd Hom.

A0 T TOQOITAV® TIQOXRVITTEL OTL O LALTQOG TQETEL VO,
Aettovyel pe pdon ™ ovpPoon tov OPLEdO ®aL To vEo
nmOra oTorilg dgovioloyiag.

EQuuxzoi moofinuatiopnoi otnv oruxm

¢oevva oty E.E.

Baowd eOyund otoyeio g Evowmaixfs "Egevvag
elva:

- ‘Oleg oL gpevvnTinég dQAOTNELOTITES TTQETEL VO, OF-
Bovtow tig Bepehiddels eOuunés agyés oto Kedpdharo
OepueMmddv Awarwpdtwv s E.E.

Ewdud yio to avOedmva fAaotind ®v0TTaQa, oL £Qev-
VEG UTTOQOVV VAL YONUATOOOTOUVTOL OVAAOYOL LE TV ETTL-
OTNUOVLXT] TTROTOOT) 1AL TO VOURO ROOEOTMG TNG KDOAS
péLovs. Zav faotri) moodpuiantind aQyf moénel va yi-
VETOL LULOL TIQOCEXTLRT] EXTILNOT YO TOUG KLVOTVVOUG TTOV
umooet va mpoPredpOov oL o mbava opéhn, dote
ovTa va otoduifoviol xow vo AapfEvovol IQoAN TR
pétoa aodhatelog.

- K0 mepimrmon ovvaiveong éxel 1dLouteQdTTeg Mot
060 aUTd SUMS HATIOLES PAOMES AEYES TRETEL VO TN)-
QOVVTOL.

- Baowno eivan vo evnuegmvovtol outot mov Bo oup-
LETEYOVV OTY] £QEVVA YL TO OROTO TNG, OTWG ETLOMG YL
to g Oa yonowpomonboiv ta amoteAéoUATA TNG
€0€VVOG.

- Na yvopiCouv tig goeuvnuinéc dradwwaoies otig
omoieg o voPANBoUV xaw T didiorela Toug.

H ovvaiveon twv acBevidv oty Iatount ‘Egevva

- No evnpegmvovtol yio ta mbavd opéAn mov mba-
vOV avapéVovTaL oItd T OVUUETOYT 0T éQEVVa, AAAY
%0l TOUG evAeyOUEVOUS %IVODVOUS ®al TROPAfuaT
%notd T OLdionela TG £QeVvag aALA koL 0TO PHEAAOV.

- Na vrdoyer aopaliotint] rdAvypm not evuéQmon
yio 6ha Ta TuOava evOoeydUEVa ®OL EYYVUTOELS YLOL TNV
exeNU0eL0 xaw TO OEPAOUO TV TIQOCWIURMY JEJOUEVWV
oe oyéon pe ™ OAAEN ko TN dlaTEN o TOV AEYElWV
%Ol TOV OELYUATWV.

- Na vmdoyer duvatdtnto GUEONS ETUROLVOVIOG LE
TOVG EQEVVNTEC.

- No evnueodvovtal yio TV dLotonoT] Tou dmolm-
LLOLTOG TG QoY (HENONG amtd TV £0evval, 0edopuévou OTL
OUUUETEYOVV OLXELODEADG.

Zvuvaiveorn amorteiTor puotnd nan dtov 1 €QEVVOL TTE-
ohapfdver avBomdmous, ahhd noL dTav ot £QEUVa XON-
olporoteltal avOe®mVO YeVETRd VAR 1 Broloyind
delyua nau 6tav 1 égeuva meQuhapuPdvel GUALOYT TQO-
oWmx®OV 0edouévwy.

Eivau onpovtind vo vimdQyel 0ePAoHos OTHY AuTovo-
pio xaL 0To “evdAmTo’ Tov ATdUoU OTHV dLodiracio
™G ouvalveongs.

[Mogamdvo vheEe avadpod Yo eLdES ®oTYOQiES
oTOHWV IOV eVAEXOUEVIIC dEV elval g BEam va ddoouv
™V 0001 ovvaiveon Tovg. e QUTOVG TQETEL VO OUUITE-
olAdPoupe naL Nrtopévoug aobeveic, GToua Le 1eL-
WUEVY vonTwh avotnTa, oM %ol dTopo Twou
OVIHOVV O€ LOLALITEQES TIOMTIOMUHES KO KOV VIKO-EOVL-
%EG nOTNYO0QiES e OLanTeQdTNTES.

AlGdpooes avBommohoynés pehéteg Exovv delel 6T
Ol CUUUETEYOVTES O Lo EQEVVA OTIAVLO. LTTOQOUV VAL
ovaraléoovv TL vIEYQUPaV 0T GOQUO ouVaAivEONG.
Mia o~ moQaotatindy” emopévas evnuéomon Oa fon-
Botloe og avtod (omg pe ewmdves N fivteo.

Eniong, edv ta otouyelo g égevvag 1 ta delypota
dlatnenBoiv yia va yonotpomom 0oy og dAln peAhov-
Tnh égeuva, Oa meémel voL vTTdQyEL e avadoQd o
ovTd, xaTtd T AMYPN TS oUVAIVESTS.

Ou ggevvntég Oa TEmeL dLOEHIE VAL AVATEEXOVV OTIS
notdAAnies myég yio v avolninon vedtegwy otol-
yelwv nal edw®v dedopévwv Tov apoQolV oTNV Lo.-
Tourt] €geuva, 0edouévou OTL UTOQEL VO VITGQYoUV
petaPorés otig 00N yieg xoL 10 vouxd rabeoTHS OV
LOYVEL OTIS LOTOURES £QEVVES RaL TNV OLOYE(QLON TV
0o0evmv.

Zyetnég xoNoLues 0dnyieg yia Ta Loy dovTa oTa A
ot g E.E. pmogotv va avalntmOoiv otig magoandtw

T YEG:

* WORLD MEDICAL ASSOCIATION, Declaration of
Helsinki: ethical principles for research involving human
subjects (2008).
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* COUNCIL OF EUROPE, Convention for the Protection
of Human Rights and Dignity of the Human Being with re-
gard to the Application of Biology and Medicine: Conven-
tion on Human Rights and Biomedicine CETS No. 164,
Oviedo, 4.4.1997.

* COUNCIL OF EUROPE Biomedicine and human rights
—The Oviedo Convention and its additional protocols (2010),
pp.-5 -6

¢ COUNCIL OF EUROPE, Additional Protocol to the
Convention on Human Rights and Biomedicine, concerning
Biomedical Research CETS No. 195, Strasbourg 25.1.2005,
articles 9 —12, 13 —16 and articles 25 —28.

e UNITEDNATIONS EDUCATIONAL,SCIENTIFIC
AND CULTURAL ORGANIZATION, Universal Declara-
tion on Bioethics and Human Rights (2005).

* Directive 95/46/EC of the European Parliament and of
the Council of 24 October 1995 on the protection of indi-
viduals with regard to the processing of personal data and
on the free movement of such data, Official Journal of the
European Communities (23.11.95) No. L 281/31 -39.

* EUROPEAN COMMIISSION, Proposal for a Regulation
ofthe European Parliament and of the Council on the pro-
tection of individuals with regard to the processing of per-
sonal data and on the free movement of such data (General
Data Protection Regulation), Brussels, 25.1.2012,
COM(2012) 11 final, 2012/0011 (COD)

* EUROPEAN COMMISSION, European Textbook on
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Ethics in Research (2010), pp. 75 -93.

* Informed consent is explicitly mentioned as a principle
in article 7 of the International Covenant on Civil and Polit-
ical Rights(1966), a United Nations Treaty.

* When children are involved in research, care and con-
sideration are pivotal. First of all the involvement of children
in the research mustbe absolutely necessary and, if so, all
particular ethical sensitivities that relate to research involv-
ing children must be identified and taken into account. A
special section on the use of children in research can be
found in the European Textbook on Ethics in Research, pp.
65 -74.

e Official Journal of the European Communities
(1.5.2001) No. L 121/34 —44. The Clinical Trials Directive
is currently under revision. In July 2012 the Commission
proposed a new regulation which should simplify the pro-
cedural burden for the conduct of clinical trials in Europe
and guarantees the rules for conduction clinical trials in Eu-
rope are identical.More information can be found on the
website of the European Commission, DG Health & Con-
sumers:  http://ec.europa.eu/health/human-use/clinical-
trials/index_en.htm#rlctd

e EUROPEAN COMMISSION, Guidance document: A
comprehensive strategy on how to minimize research mis-
conduct and the potential misuse of research in EU funded
research (2010).

* Clinical trials, regulation E.U. No 536/2014.



