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AMNMODAZEIZ

ApiBu. M'5a/59676 AlaTAgeIg yia TV
epapuoyn Tou Kavoviouou (EE)

ap1B. 536/2014 Tou Eupwtraikou
KoivoBouAiou kal Tou ZupBouAiou Thg
16n¢ AtrpiAiou 2014 yia Tig

KAIVIKEG DOKIUEG TTOU TTpoopifovTal yia
TOV AvOpPWTTO KAl TNV KATdpynon mg
Odnyiag 2001/20/EK .

Ol ' YINOYPI Ol

OIKONOMIAZ KAI ANANTY=HZ -
YI'EIAZ

‘Exovtag uttéyn:

1. Tig diatdéeic:

A) Tou apBpou 1 TTapdypagol 1, 2 kail 3
Kal Tou apBpou

3 Tou N. 1338/1983 «E@apuoyn Tou
KoivoTikoU dikaiou»

(PEK A’ 34), 61Twg TpotTotToInBnke atrd
10 GpBpo 6 Tou N. 1440/1984
«ZUppeToxn TG EAAGSAg oTo KEQAAQIO,
OTA ATTOBEPATIKA Kl OTIG TIPOBAEWYEIS
NG EupwTraikng Tpatredag
Etrevduoswyv, 01O KEQAAQIO TNG
EupwTraikrig Koivo-

TnTag AvBpakog kal XaAuBog kail Tou
Opyaviopou Egodiacuou EYPATOM»
Kal Tou dpBpou 65 Tou N. 1892/1990.

B) Tou apBpou 14 1map. 4 Tou N.
1316/1983 (PEK A’3),

KaBwg kai Tou dpBpou 2 Trap. 1 kai 2
Tou N. 1316/1983,

OTTWG AVTIKATOOTABNKE PE TIG DIATALEIG
Tou dpBpou 1 kai 10 TTap.1 Tou N.
1965/1991 «TpoT1roTroinan Kal GUPTIAR-
pwon TwV KEINEVWY dIaTdEewy Tou
EBvikou Opyaviopol Gapudkwv
(E.O.®.) kai GAAeg dlaTAEEIG», KABWG
Kal Twv apBpwv 47 kai 48 Tou N.
3370/2005.

M) Tou &pBpou 90 Tou MN.8. 63/2005
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ISSUE

MINISTERIAL DECISIONS
G5a/59676/21.11.2016
(GOVERNMENT GAZETTE ISSUE NO
4131/B/22.12.2016) Provisions
concerning the application of the
Regulation (EU) No 536/2014 of the
European Parliament and of the
Council of 16 April 2014 on clinical
trials on medicinal products for
human use, and repealing Directive
2001/20EC

THE MINISTERS OF ECONOMY AND
DEVELOPMENT — HEALTH

Having regard to:
1. The provisions:

A) Of article 1 paragraphs 1, 2, and 3 of
article 3 of Law 1338/1983 “Application
of Community law” (Government
Gazette Issue No 34/A) as amended by
article 6 of Law 1440/1984 “Participation
of Greece in the capital, in the reserves
and the projections of the European
Investment Bank, in the capital of the
European Community of Carbon and
Steel and EURATOM Supply
Organization and of article 65 of Law
1982/1990.

B) Of article 14 para 4 of Law
1316/1983 (Government Gazette Issue
No 3/A) as well as of article 2 paras 1
and 2 of Law 1316/1983, as replaced by
the provisions of article 1 and 10 para 1
of Law 1965/1991 “Amendment and
Complement of governing provisions re
Hellenic Organisation for Medicines
(E.O.F.) and other provisions”, as well
as of the articles 47 and 48 of Law
3370/2005.

C) Of article 90 of Presidential Decree
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«KwdikoTroinan tng vopobeaiag yia Tnv
KuBépvnon kai Ta kuBepvnTiKG
opyavay.

A) Tou apBpou 29A Tou N. 1558/1985,
TO OTTOIO TTPOOTEBNKE YE TO ApBpo 27
Tou N. 2081/1992, 61Twg
QavTIKaTaoTAONKE PE To apBpo 1 TTap. 2
a Tou N. 2469/1997.

2. Tnv utr apiBu. 61559/03-08-2016
amoégaon — mpdTtacn Tou MNMpoédpou
EOQO.

3. Tnv apiBy. 2001/83/EK Odnyia «1epi
KOIVOTIKOU KW-

OIKOG YIO Ta @APHAKA TTOU TTPOoopifovTal
yla avBpwTTivn xprion», 0TTwg
TpoTtroTroINBnKe ato TiIg Odnyieg utr
apIoy.

2002/98/EK, 2004/27/EK, 2004/24/EK,
2010/84/EK ka1 2011/62/EE kai 1oXUEl.

4. Tnv utr apiBy. AYT3a/32221/2013
«Evappovion t1ng EAANVIKNG vouoBeaiag
TTPOG TNV avTioToixn vouoBeoia Tng E.E.
OTOV TOPEQ TNG TTAPAYWYNAS Kal TNG
KUKAOQOpPIag ¢apudakwy TTou
TTpoopiovTal yia avBpwTrivn XpAon, o€
CUMMOPPWON PE TNV UTTapIBY.
2001/83/EK Obdnyia «1Tepi

KOIVOTIKOU KWOIKA YIA T QAPPOKA TTOU
TTpoopifovTal yia avBpwTrivn XpHon»
(L311/28.11.2001), 6TTWG I0XUEI KOl
OTTWG TpoTToTroINBNKE pe TNV Odnyia
2011/62/EE, 600V agpopd Tnv TTpoAnwn
NG €10600U YWEUBETTIYPAPWV QAPHAKWYV
oTn vOpIun aAucida epodiacuou (L
174/1.7.2011)»

(PEK 1049 B’), 611G TpOTTOTToIRNONKE
ME TNV KOIVA UTTOUPYIKI atrogacn
apiBu. AYT3a/l.MN.oik. 90023/27.9.2013
(PEK

B’ 2485) «TpoTrotroinon kai
oupTTAfpwon TG AYT3a/T.IM.
32221/29.4.2013 KoIvij UTTOUPYIKI)
atrépacn» Evapuodvion TG EAANVIKAG
vOu0Beaiag TTpOG TNV avTioToIXN
vouoBeoia NG E.E. [...] yia Tnv
evapuovion tng Odnyiag 2012/26/

EE yia Tnv Tpotrotroinon tng Odnyiag
2001/83/EK 6o0ov agpopd Tn
QPAPHOKOETTAYPUTIVNON
(L299/27.10.2012).

63/2005 “Codification of legislation
concerning the Government and
governmental bodies”.

D) Of article 29A of Law 1558/1985, as
added by article 27 of Law 2081/1992,
as amended by article 1 para 2a of Law
2469/1997.

2. The under number 61559/3.8.2016
decision — proposal of the Chairman of
EOF.

3. Directive 2001/83/EC “on the
Community code relating to medicinal
products for human use”, as amended
by Directives 2002/98/EC, 2004/27/EC,
2004/24/EC, 2010/84/EC and
2011/62/EU as in force.

4. The joint ministerial decision No
DYG3a/32221/2013 “Harmonization of
Greek legislation with the relevant
Community legislation in the sector of
manufacturing and marketing  of
medicinal products for human use, in
compliance with the Directive
2001/83/EC “on the Community code
relating to medicinal products for human
use” (L 311/28.11.2001), as in force and
as amended by Directive 2011/62/EU,
as regards the prevention of the entry
into the legal supply chain of falsified
medicinal products (L 174/1.7.2011)”

(Government  Gazette Issue No
1049/B), as amended by the joint
ministerial decision No

DYG3a/G.P.0ik.90023/27.9.2013
(Government Gazette Issue No 2485/B)
“Amendment and complement of the
joint ministerial decision No
DYG3a/G.P.32221/29.4.2013”
Harmonization of Greek legislation with
the relevant legislation of European
Union [...] on the harmonization of
Directive 2012/26/EU amending
Directive 2001/83/EC as regards
pharmacovigilance (L 299/27.10.2012).

EOHMEPIAA THX KYBEPNHXZEQX

GOVERNMENT GAZZETTE ISSUE

Ap. DOAAoL 4131/Tebyog
B/22.12.2016

4131/B/22.12.2016

Page 2 of 51




5. Tov Kavovioué (EE) apiB. 536/2014
Tou «EupwTraikou KoivoBouAiou kal Tou
2UMBouAiou TG 16n¢ ATTpiAiou

2014 yia 116 KAIVIKEG DOKIUEG TTOU
TTpoopifovTal yIa TOV AVvOPWITTO KAl TNV
kardpynon tng Odnyiag 2001/20/EK».

6. To dpBpo 51 tou N. 3918/2011 tTap.
2 kal 3 «AlapOpwTIKEG aAAaYEG OTO
ovuoTtnua Yyeiog kal GANES DIOTALEIC.

7. ToI1.56. 106/2014 «Opyaviouog Tou
YTroupyeiou Yyeiag, 6TTwg IoXUEI».

8. To 1.0. 73/2015 «Alopiopudg
Avtitrpoédpou Tng KuBépvnong,
YTtroupywv, AvattAnp. YTToupywy Kai
Youtroupywv». (A" 116).

9. To IN.5. 125/2016 «Aiopioudg
AvTitrpoédpou Tng KuBépvnong,
YT1oupywv, AvatTAnpwTtwy YTToupywv
KAl YQUTTOUPYWVY.

10. To 11.6. 123/2016 «AvacucoTaon Kal
METOVOpaaoia Tou YTToupyeiou
AloIkNTIKAG MeTappuBuiong Kal
HAekTpovikAg AlakuBépvnong,
avaouoTaon Tou YTroupyEiou
Toupiopou, ocuoTaon Tou YTToupyEiou
MeTavaoTeuTIknG MOAITIKAG Kal
Ytroupyeiou WnolakAg MoOAITIKAG,
TnAemkovwviwy Kal Evnuépwong,
peTovouaaoia Ytroupyeiou EcwTepIkwv
Kal AloIKNTIKAG AvaouykpoTnong,
Oikovopiag, AvatTuéng kai Toupiopou
Kal Y1rodopwy, Meta@opwyv - AIKTUWV»
(208 A'/2016).

11. To yeyovog 611 a11é TIG DIOTALEIG TNG
TTapoUoag améPacnG dev TTPOKAAEITAI
emAéov datravn o€ BAPOg Tou
KpaTikou MpoutroAoyicuoUu CUP@WVa JE
TO e apiBu. B20/62147/11-8-2016
¢yypago tng N'AQY Tou YT1roupyeiou
Yyeiag, ammo@acifoupe:

KE®AAAIO |
Apbpo1

5. Regulation (EU) No 536/2014 of the
European Parliament and of the Council
of 16 April 2014 “on clinical trials on
medicinal products for human use, and
repealing Directive 2001/20EC”

6. Article 51 paras 2 and 3 of Law

3918/2011 re “Structural changes in
Healthcare system and other
provisions”.

7. Presidential Decree 106/2014 re
“Organisation of Ministry of Health”, as
in force.

8. Presidential Decree 73/2015 re
“Appointment of Vice-President of the
Government, Ministers, Alternate
Ministers and Deputy Ministers”.

9. Presidential Decree 125/2016 re
“Appointment of Vice-President of the
Government, Ministers, Alternate
Ministers and Deputy Ministers”.

10. Presidential Decree 123/2016 re
“‘Reestablishment and renaming of the
Ministry of Administrative Reform and
Electronic Government, reestablishment
of the Ministry of  Tourism,
establishment of the Ministry of
Immigration Policy and of the Ministry of
Digital Policy, Telecommunications and
Media, renaming of the Ministry of
Interior and Administrative
Reconstruction, Economy, Development
and Tourism and Infrastructure,
Transport — Networks” (Government
Gazette Issue No 208/A/2016).

11. The fact that no additional cost is
incurred by the State Budget due to the
provisions of this decision, in
accordance with the document of

General Directorate of Financial
Services of the Ministry of Health under
number B2a/62147/11.8.2016, we
decide:
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ZKko1rog — Mevikég diataseig
2KOTTOG TNG TTapoloag gival n BEoTmion
dlaTagewy, GTTOU ATTAITEITAI, YIA TNV
epapuoyn otn Xwpa Tou Kavoviouou
(EE) apiB. 536/2014 Tou EupwTraikou
KoivoBouAiou kal Tou ZupBoulAiou Tng
16n¢g AttpiAiou 2014 «yia TIG KAIVI-

KEG MEAETEG TTOU TTPOOpPICovTal YIa TOV
GvOpwWTTO KAl TNV KATApynon g
Odnyiag 2001/20/EK» Apuddia Apxn
yIa KABe CATNUA OXETIKO PE TNV EQAP-
Moyn Tou ev Adyw Kavoviouou opileTai
0 «EBvikdg Opyaviopdg Oapudkwvy, Pe
TNV €MQUAAEN Twv KaT "1diav
avagepopévwy Trepi «EOBVIKAG
Emtpotig AcovToAoyiagy.

«EBvIKG onpeio eTa@ngy», Katd tnv
évvola Tou GpBpou 83 Tou wg advw
Kavoviopou opiletal o EO®.

ApBpo 2

Opiopoi:
1) «PAapuako», «padIoPApPUAKOY,
«QVETTIBUPNTN evépyeia», «oolapn
QveTIBUUNTN EVEPYEIAY, «OTOIXEIWONG
OUOKEUQTIaY, «ECWTEPIKI CUCKEUATIaN,
OTTWG opifovTal oTo APBPO 2 TNG KOIVNG
UTTOUPYIKAG aTTdpaong
AYT30/32221/2013 «Evapudvion Tng
EAANVIKNAG vouoBeoiag
TTPOG TNV avTioToixn vouoBecoia Tng E.E.
OTOV TOPEQ TNG TTAPAYWYNG KAl TNG
KUKAOQOPIAG @apuAaKwy TToU
TTpoopifovTal yia avBpwTrivn XpAon, o<
OUPUOPPWON PE TNV UTT apIOy.
2001/83/EK Odnyia "1repi KoIvoTIKOU
KWOIKA yIa Ta PAPUOKO TTOU
TIpoopiovTal yia avBpwTrivn xpron”
(L311/28.11.2001), 6TTWG 10XUEI KAl
OTTWG TpoTTOTTOINBNKE WE TNV Odnyia
2011/62/EE, 6cov agpopd Tnv TTpoANwWN
TNG €10600U YWEUDBETTIYPAPWV PAPHAKWV
oTnN VOUIUN
aAucida epodiacpou (L 174/1.7.2011)»
(PEK 1049 B’).

2) «PAPUAKO TTPONYHEVWV BEPATTEIVY:
OTTWG opiceTal aTo Gpbpo 2 Tou
kavoviopou (EK) apiBu. 1394/2007 Tou
EupwTraikou KoivoouAiou kai Tou
ZupBouAiou, Tng 13™ NoeuBpiou 2007,
yid Ta @APUOKO TTPONYMEVWV
BepaTtTeltdv.

CHAPTERI
Article 1

Purpose — General Provisions
Purpose of this ministerial decision is to
law down, where required, provisions
concerning the application of Regulation
(EU) No 536/2014 of the European
Parliament and of the Council of 16
April 2014 “on clinical trials on medicinal
products for human use, and repealing
Directive 2001/20EC” in the Country.
The  “National  Organisation  for
Medicines” is defined as the competent
authority for any matter related to the
application of said Regulation, without
prejudice to any particular provisions

referring to the “National Ethics
Committee”.
E.O.F. is designated as “National

contact point”, within the meaning of

article 83 of the above-mentioned
Regulation.

Article 2

Definitions:
1) “Medicinal product”,
“radiopharmaceutical”’, “adverse event”,
“serious adverse event”’, “immediate

packaging”, “outer packaging”, as
defined in article 2 of the joint ministerial
decision No DYG3a/32221/2013
“‘Harmonization of Greek legislation with
the relevant Community legislation in
the sector of manufacturing and
marketing of medicinal products for
human use, in compliance with the
Directive 2001/83/EC “on the
Community code relating to medicinal
products for human use” (L
311/28.11.2001), as in force and as
amended by Directive 2011/62/EU, as
regards the prevention of the entry into
the legal supply chain of falsified
medicinal products (L 174/1.7.2011)”
(Government  Gazette Issue No
1049/B).

2) “Advanced therapy medicinal
product”. as defined in article 2 of
Regulation (EC) No 1394/2007 of the
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3) «EmTpoTtrh deovroAoyiagy:
ave€dptnTn YVWUOSOTIKA ETTITPOTIN,
TTaveAAQDIKNG eUBEAEIOG, ATTOKAAOUUEVN
eQetng «EBvikn EmmiTpotn
Aeovtoloyiagy (EEA), pe avrikeipe-

VO TN dIaTUTTWaON, KATOTTIV agloAdynong,
YVWPOOOTHOEWV ETTi TOU OEOVTOAOYIKOU,
Mépoug Il TnG aitnong, 6TTwG opileTal
otov Kavoviouo (EE) 536/2014,
AauBdvovTag uttown TIG ATTOWEIG [N
€I0IKWY, 1ID10ITEPA TWV ACBEVWV

Il TWV OPYAVWOEWY ACBEVWDV.

H EBvikrj EmTpoTtrh AcovToloyiag gival
apHOdIa Kal yia TNV d1aTuTTwon
YVWHOBOTACEWV ETTi TWV BEOVTOAOYIKWV
TITUXWYV TWV KAIVIKWV JEAETWV TTOU
a@opPOoUV O€ I0TPOTE XVOAOYIK&
TTpoiévTa.

4) «EvOia@epOEVO KPATOG HEAOGH: O
EO®, epdoov uttoBAAAETAI TNV
EAAGDQ N aiTnon yia Tnv €ykpion
d1e€aywyng KAIVIKAG OOKIUAG N
OUCIOOTIKNAG TPOTTOTTOINONG, SUVALEI
TwV Ke@aAaiwv Il A 111, avTioToixwg, Tou
Kavoviopou (EE) 536/2014.

5) «EmBewpnon»: o emmionuog €AeyXog,
atré apuodia apxn Kai, yia Tnv EAAGSQ,
Tov EO®, TV gyypdowy,
EYKATAOTACEWY, NNTPWWYV, NNXAVICUWY
Ol1ao0@ANIONG TTOIOTNTAS KAl OIOUBATTOTE
AaAAou oTolxeiou oxeTICOUEVOU, KATA

TN YVWHN TOU, YE TNV KAIVIKF) SOKIWN Kal
TO OTTOIO UTTOPEI Va BpiokeTal OTO
KEVTPO dieEaywyng TNG KAIVIKAG SOKIUNAG,
OTIG EYKATAOTACEIG TOU XOPNYOU Kal/f
TOU GUPBEPANUEVOU EpeuvnTIKOU
OpYavIOUOU ) o€ 01adNTToTE AAAN
EYKATAOTACN, TTOU KPiVEl OTI TTPETTEI VO
ETTIBEWPNOEL.

6)«AVAANIKOG»: ATOHO TTOU BEV EXEI
OUMPTTANPWOEI TO OEKATO OYS00 £TOG TNG
nAikiog Tou» (AK 127)

7) «Avikavog A TTePIoPIoPEVA IKAVOG
TTPOG OIKAIOTIPAEIA CUUMETEXWV»:1)
OTT0I0G £X€I TEOEI O TTARPN OTEPNTIKA
OIKaoTIKr) cupTrapdoTacn. (AK 128), 2)
OTT0I10G BPIOKETAI O€ PEPIKA OTEPNTIKA
OIKOOTIKN cupTrapdoTacn A €1TIKOU-

European Parliament and of the Council
of 13 November 2007 on advanced
therapy medicinal products

3) “Ethics committee”. an independent
committee of nationwide level (scope)
empowered to give opinions hereinafter
referred to as “National Ethics
Committee”, with the object of
expressing, upon evaluation, of opinions
on the ethics matters of Part Il of the
application, as defined in Regulation
(EU) 536/2014, taking into account the

views of laypersons, in particular
patients or patients' organisations.
National Ethics Committee is also

competent for the expressing of
opinions on ethics aspects of clinical
studies concerning medical devices.

4) “Member State concerned”. E.O.F.,
provided that the application for
authorisation of a clinical trial or of a
substantial modification under Chapters
Il or Ill of Regulation (EU) 536/2014
respectively has been submitted in
Greece.

5) “Inspection”: the act by a competent
authority, and for Greece, by E.O.F., of
conducting an official review of
documents, facilities, records, quality
assurance arrangements and any other
resources that are deemed by it (the
competent authority/E.O.F.) to be
related to the clinical trial and that may
be located at the clinical trial site, at the
sponsor's and/or contract research
organisation's facilities, or at other
establishments which it (the competent
authority/E.O.F.) sees fit to inspect.

6) “Minor”: a subject who has not
completed eighteen years of age
(Article 127 of Greek Civil Code)

pikA dIKaOoTIKA cupTrapacTacn (AK 7) “Incapacitated or partially
129), Aoyw WuyIkAG A diavonTiKAg incapacitated subject”: 1) a subject who
dlaTapaxns, aocwriag, ToéiIkopaviag has been placed under complete
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aAKOOAIGHOU KaT apBb. 1666 AK.

8) X& TTePITITWON TTOU €VAG CUPMETEXWV
EUTTITITEI KA

OTOUG dUO OpPIoHOUG, TOU «avNAiKou»
Kl TOU «QVIKAVOUY» I «TTEPIOPICUEVA
IKavoU» TTpog dikaloTTpagia, yia

TNV €Qapuoyn TNg TTapouoag, Bewpeital
WG CUMMETEXWV AVIKAVOG TTPOG
oIkaloTrpagia.

9) «NOUIHWG OPIoPEVOG EKTTPOCWTTOCY !
Q) Yl TOUG avnAiKOUG, Ol QOKOUVTEG TN
YOVIKN pépIPva yoveig Tou (AK

1510 €11.) i} 0 EmiTpotrog AvnAikou TTou
dlopiceTal ato 1o AikaoTtApio (AK 1589
ETT.).

B) MNa Toug avikavoug TTPOog
OIKAIOTTPAia: O AOKWV

TNV eTMPéEAEIa oploBeic aTTd To
AIKaoTAPIO AIKAOTIKOG CUNTIAPACTATNG.

10) «Mn- guTTOPIKN KAIVIKA] OOKIUA»:
KAIvIKA dokiun

TToU SlEvePYEITAI ATTO EPEUVNTEG XWPIG
TN CUPMETOXN TNG POAPMOKEUTIKNAG
Biounxaviag kai £xel 6Aa Ta akdéAouBa
XOPOKTNPIOTIKA:

a) O xopnyog givail éva TTAVETTIOTHMIO,
VOO NAEUTIKO

idpupa, dNUOCIOG ETTIOTNHOVIKOG
POopEAG, IN KEPOOOKOTTIKA opyavwan,
opydavwaon acBevwy 1 HEPOVWHEVOG
avegcapTNTOG £PEUVNTNG, TTOU eV
EvepYeEi, Gueoa ) €uueoa, yia
Aoyapiaouod @appakofiopnyaviag.

B) H kupiétnTa TWV dedOPEVWY TNG
£PEUVAG AVIAKEI OTOV Xopnyo atod Tnv
apxr TNG SOKIMAG.

y) O oxediaoudg, n dieCaywyn, n
ouMlhoyr), kataypagr] dedouEVwY Kal Ta
aTToTEAEOPATA TNG KAIVIKAG BOKIUAG
KaBwg Kai n eTTIKOIVWVia gival
OTTOKAEIOTIKA €UBUVN Kal UTTO TOV £AEYXO
TOU xopnyou.

0) AuTég 01 KAIVIKEG DOKIPEG DeV

(plenary) privative judicial support
(curatorship) (Article 128 of Greek Civil
Code), 2) a subject who is placed under
partial  privative judicial  support
(curatorship) or auxiliary judicial support
(curatorship) (Article 129 of Greek Civil
Code), due to psychiatric or mental
disorder, prodigality (debauchery), drug
addiction (toxicomania), or alcoholism
pursuant to Article 1666 of the Greek
Civil Code.

8) In case that a subject falls under the
definition of both  “minor” and
“incapacitated or partially capacitated
subject”, for the purposes of this
decision, the subject shall be deemed to
be an incapacitated subject.

9) “Legally designated representative”:
a) for minors, the parents thereof
exercising the parental responsibility
(Article 1510 of Greek Civil Code, et
seq.) or the Minor's Guardian appointed
by the Court (Article 1589 of Greek Civil
Code, et seq.)

b) for incapacitated subjects: the
appointed by the Court Judicial
Supporter (Curator) exercising
guardianship.

10) “Non-commercial clinical trial”:
Clinical trial being conducted by

investigators without the involvement of
pharmaceutical industry and has the
following characteristics:

a) A university, a medical institution, a
public scientific body, a non-for-profit
organization, a patients’ organisation or
an individual investigator, not acting,
directly or indirectly, on behalf of
pharmaceutical industry, shall be the
(non-commercial) sponsor

b) As of the trial initiation, (non-
commercial) sponsor has the ownership
of the research data

¢) Design, conduct, collection, recording
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MTTOPOUV va atToTEAOUV PEPOG EVOG
TTPOYPAPHATOG AVATITUENG YIO XOPNYN-
on adelag KUKAopopiag evog
PAPMOKEUTIKOU TTPOIOVTOC (APXIKAS
£YKPIONG, TPOTTOTTOINONG 1) ETTEKTACNG
K.ATT.).

€) OTT0100ATTOTE TUXOV TTAPOXI TPITOU N
OupPQwvia, gv yével, JeTaEu xopnyou /
EPEUVNTNA KAl TPITOU AvA@OPIKA PE TN
XOpAynon Tou utrd £€peuva QapUAKou,
TNV KAAUWnN datravwy eEETACEWVY N
oTToIECOATTOTE AAAEG, Bev e€apTdTal aTrd
Kavevog €idoug avidAAayua, OTTwg TTx.
Aéopeuon PEANOVTIKAG EKXWPNONG TWV
QTTOTEAECUATWY TNG OOKIUAG N
Trapaxwpenong adeiag xpong 1
EKMETAAAEUONG TWV ATTOPPEOVTWY ATTO
TN OOKIUA TTEPIOUTCIAKWY KAl
gcutrakoUEeTal NBIKWYV SIKAIWPATWV
TIVEUPATIKAG 1810KTNCIOG

TOU Xopnyou.

11) «EmTnENTAG»: ATOUO TO OTTOIO £XEI
EKTTaidEUON

Kal ETTIOTAMOVIKA YVWOT OTO QVTIKEIMEVO
TWV KAIVIKWV

OOKIUWY Kal 0TnV TTapakoAoudnaon
o1e€aywyng KAIVIKAG

OOKIUNAG CUMPWVA UE Toug Kavoveg
Opbrc KAIivikng MpakTikAG XpnOIUEUEl
WS oUVOECHOG METAEU TOU Xopnyou

Kal TOU KUpPIOU EpEuvNTH.

12) «Kat” avaBeon Opyavioudg
‘Epeuvag» (Contract Research
Organization), oto €¢ig CRO)»: éva
VOUIKO TTPOCWTTO OTO OTTOI0 £XEI
avarteBei atrd Tov xopnyo N EKTEAEON
OPICHEVWY A AWV TWV EPYACIWV TNG
KAIVIKAG DOKIUAG yIa TNV OTToia PEPEI TV
€ubuvn o xopnyog, OTTWG
TTPORAETTETAN ATTO TNV 0POI] KAIVIKA
TIPOKTIKA, AAANAEYYUWG KAl €1G
oAOKANpov ue 1o CRO.

13) «EAe0Bepog Zuvepydtng ‘Epeuvagy
(freelancer): dTtopo 10 OTTOIO QOKE]
€NEUOEPO ETTAYYEAPQ KAl TTOPEXEI
uTTNPETieg KAIVIKAG OOKIUNG O€
X0PNYoug KAIVIKWV peAeTwv 3 oe CRO.

14) «Kévtpo dieCaywyng KAIVIKAG
OoKIuAG»: O1 KAIVIKEG DOKIPEG
die€ayovTal OTTOKAEIOTIKA O€

of data and the results of the clinical trial
as well as any communication shall be
the exclusive responsibility of sponsor
and shall be under the control thereof.

d) Such clinical trials cannot be part of a
development programme (project) for
the granting of marketing authorization
of a medicinal product (initial approval,
amendment or extension, e.t.c.)

e) Any third party’'s provision
whatsoever or agreement, generally,
between sponsor/investigator and third
party in relation to the administration of
the investigational medicinal product,
the coverage of tests’ expenses or any
other expenses whatsoever, do not
depend on any kind of exchange, such
as, for example, commitment for future
assignment of the results of the trial or
concession of use license or
exploitation of the property and moral
rights of sponsor’s intellectual property
stemmed from the trial.

11) “Monitor”: Individual who has been
trained and has scientific knowledge on
the subject-matter of clinical trials and
the monitoring of conduct of clinical
trials in accordance with Good Clinical
Practice Rules and serves as the
connection point between sponsor and
principal investigator.

12) “Contract Research Organisation”
hereinafter referred to as “CRQO”: legal
entity to which the performance of
certain or all works of the clinical trial
has been assigned by sponsor, for
which sponsor is liable, as provided in
Good Clinical Practice, jointly and
severally with CRO.

13) “Research freelancer”: an individual
who acts as freelancer and provides
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«VOONAEUTIKA 1IBpUPaTa» (dnudoia
Noookopeia i ISIWTIKEG KAIVIKEG),

Ta OTTOIO DIABETOUV TIG KTIPIAKEG KAl
UAIKOTEXVIKEG UTTODOMEG YIa TNV
€€a0@AAION TNG CUPHOPPWONG UE TOV
Kavoviouo (EE) 536/2014 kai Tng
TAPNONG TWV KavOovwyv

Opbn¢c KAvikng MNpakTIKAG.

Apbpo 3
Aladikaoia éykpiong Sie§aywyng
KAIVIKAG SOKINAG

1. YTmoBoAn aitnong

MNa TNV diegaywyn KAIVIKAG SOKIPAG OTNnV
EAAGDQ aTTauTEiTal TTPONYOUMEVN
éykpion atréd Tov EBvikd Opyavioud
Qapudkwy (EOP). MNpokeiyévou va
AGBel €ykpion, 0 xopnyog UTTORAAAEI
@akeAo aiTnong NEOW TNG TTUANG TTOU
avagépetal oTo ApBpo 80 Tou
Kavoviouou 536/2014

™¢ E.E.

H diadikaoia utTTooARG Kal ETTIKUPWONG
TNG AiTNONG YiveTal CUUPWVA PE TA
avagpepopeva oTo Gpbpo 5 Tou
kavoviouou 536/2014 tng E.E.

a) N\wooikég atrairosig: H aitnon, 1o
TTPWTOKOAAO, TO TTANPOPOPIAKO UAIKO
TTOU ATTEUBUVETOI OTOUG OOBEVEIG,

TO €VTUTTO OUYKOTABEONG PETA aTTO
evnuépwon, n emonuavon (labeling), ol
KApTEC a0BevWv, Kal N cUupacn
ao@AaAiong Ba utToBAAAOVTaI OTNV
eANVIKA yYAwooda. Ta uttéAoITra oToIxEia
TOoUu QakéAou gival duvaTédv va
uttoBdaAAovTtal oTnv ayyAiki YAwoaoa,
0aAAd Ba TTpookouifovTal eTTionua
METappaouéva oTnv EAANVIKA YAwooa,
€QO0oV Kal oTroTedNTTOTE {NTNBEi aTTd
Tov EO®.

B) AgloAbynon

H KAIVIKA OOKIUn aTToTEAEI QVTIKEIUEVO
ETTIOTNMOVIKNG Kal OEOVTOAOYIKAG
a&loAdynong Kal EyKpiveTal cUPPwva

ME TO GpBpo 8 Tou kavoviopou 536/2014
NG E.E. O EO® gvepyei katd 1a
opiféueva atov dvw Kavovioud, avdio-
ya hE TO €Av €xel AdBel Tnv 1810TNTA TOU
«avOQEPOVTOGY 1) TOU
«evolapepoduevouy Kpatoug uéoug. O

clinical trial services to clinical studies’
sponsors or CRO.

14) “Clinical trial site”: Clinical trials are
exclusively conducted at medical
institutions (public hospitals or private
clinics), that possess the building
facilities and logistical infrastructure
(material — resources) to ensure
compliance with Regulation (EU)
536/2014 and observance of Good
Clinical Practice rules.

Article 3
Authorisation procedure for the
conduct of a clinical trial

1. Submission of an application

The prior authorization of Hellenic
Organisation for Medicines (E.OF.) is
required for the conduct of a clinical trial
in Greece. In order to obtain an
authorization, the sponsor shall submit
an application dossier through the portal
referred to in Article 80 of Regulation
(EU) 536/2014.

The procedure of submission and
validation of the application takes place
in accordance with the provisions of
Article 5 of Regulation (EU) 536/2014.

a) Language requirements: The
application, the protocol, the informative
material addressed to the patients, the
informed consent form, the labeling, the
patients’ cards and the insurance policy
(contract) shall be submitted in the
Greek language. The remaining data of
the dossier may be submitted in the
English language; nevertheless, official
translation thereof in the Greek
language shall be submitted if and when
requested by E.O.F.

b) Assessment
Clinical trial shall be subject to scientific
and ethic assessment and shall be
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EO® koivotrolei oTov xopnyo tnv
£€kBeon agloAdynang Tou PEPOUG

I, oUpwva e TN diadikaoia TTou
avagépetal oTo dpbBpo 6 Tou
kavoviouou 536/2014 tng EE.

H deovtoloyikA agloAdynon dievepyeital
até Tnv EBvikn ETTTpoT
Aeovtoloyiag. H agloAéynon auTn
TepINAPPBAvel TITUXEG TTOU €GETACOVTOI
oT1o Yépog Il ota TAdiola Tng éykpiong
KAIVIKAG OOKIUAG KaTd TNV €vvoia

Tou dpBpou 7Tou Kavoviouou 536/2014
NG EE kai pytropei va mTepIAauBAavel
TITUXEG, TTOU pNnTa ava@EPovTal OTO
apBpo 21 Tng TTapolaong Kal TTou
gceTadovTal oTo PEPOG

| TNG ékBeonG agloAdynong Katd TNV
évvola Tou dpBpou 6, epdoov eival
QvayKaio, TTPOKEINEVOU va OAOKANPwWOEI
N d€0oVTOAOYIKI] agIOAGYNON TOU HEPOUG
Il.

H EEA ocuvtdoael Tnv ékBeon
aglIoAOYNONG YIa TO HEPOG

Il cupgwva pe TN diadikaoia TTou
TpoBAETTETON OTO GPBPO 7 ToU
Kavoviopou 536/2014 tng E.E. kai Tnv
uttoBdaAAel otov EOD 5 nuépeg tpiv Tnv
EKTTVON TWV OPICOUEVWV

TTPOBETHIWV.

y) MpbéowTtra 110U agloAoyouv Tnv
aitnon: O EO® pepiyva woTe n
EMKUpwWON Kal aloAdynon Tng aitnong
va digvepyeital atrd TTPOCWTTA TToU deV
EVEXOVTAI 0€ CUYKPOUGCT CUUPEPOVTWV
KAl Ta OTToia €ival aveEdpTNTA ATTO TOV
Xopnyo, 1o KEVTPO dieEaywyng TNG
KAIVIKAG DOKIUAG, TOUG CUPMPETEXOVTEG
EPEUVNTEG, TA GTOMA TTOU
xpnuatodotouv TNV KAIVIKA SOKIun, Kal
KABe AAAN aBEITN €TTIPPON €V VEVEL,
TTEPIAAPPBAVOUEVWV TWV OIKOVOUIKWY N
TTPOCWTTIKWY CUNPEPOVTWY,
TNPOUUEVWV KOI TWV OXETIKWV
olaragewv

Tou Kwdika AloiknTiKAG Aladikaoiag yia
TNV £yyunon Tng aveéapTnaiag Kal 1ng
diagpaveiag. MNMpog Tov oKoTTo

auTo, Ta €V Adyw TTpOowWTTa Ba
uttoAaAAOUV UTTEUBUVN dAwOoN
oUYKPOUONG CUNQPEPOVTWY Kal
EUTTIOTEUTIKOTNTAG, AVAVEOUMEVN
£TNCIWG. ZTa TTAPATTAVW TTPOCWTTA
TTEpIAaPBAvovTal Kal ol EEWTEPIKOI

authorized in accordance with Article 8
of Regulation (EU) 536/2014. E.O.F.
acts in accordance with the provisions
of the above-mentioned Regulation,
depending on whether it has obtained
the capacity of the “reporting” Member
State or the Member State “concerned”.
E.O.F. shall communicate to the
sponsor part | of the assessment report,
pursuant to the procedure described in
Article 6 of Regulation (EU) 536/2014.
The ethics assessment is performed by
the National Ethics Committee. Such
assessment shall include aspects
examined in part Il in the framework of
the authorization of a clinical trial, within
the meaning of Article 7 of Regulation
(EU) 536/2014 and may include
aspects, that are explicitly referred to in
Article 21 of this decision and that are
examined in part | of the assessment
report within the meaning of Article 6, if
necessary, in order for the part Il of the
ethics assessment to be completed.

N.E.C. draws wup part Il of the
assessment report pursuant to the
procedure described in Article 7 of
Regulation (EU) 536/2014 and submits
it to E.O.F. 5 days prior to the expiration
of the deadlines set.

c) Persons assessing the application:
E.O.F. shall ensure that the validation
and assessment of the application shall
be performed by individuals that do not
have any conflict of interest and that are
independent of the sponsor, the clinical
trial site, the investigators involved, the
persons financing the clinical trial, and

free of any other undue influence
whatsoever including financial or
personal interests, the relevant

provisions of Code of Administrative
Procedure regarding the guarantee of
independence and transparency being
complied with.
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elonyntég Tou EO® yia tnv agioAéynon
MIag aitnong KAIVIKAG BOKIWNAG.

0) KataAAnAGTNTA TV aTOUWY TTOU
OUMUETEXOUV OTN die€aywyn TNS
KAIVIKAG dokIUAG: O KUPIOG £pEUVNTAG
gival KAIVIKOG 10TpOG PE AdEIa
a0KACEWCG eTTayyéAuaTog otnv EAAGSQ,
N OTToia OUBETTOTE OTO TTAPEABOV EXEl
avaoTaAei, apaipedei ] avakAnBei

Kal SIABETEN TIG AvVAYKAIES ETTIOTAMOVIKES
YVWOEIG KAl TNV EUTTEIPIa aTNV
TEPIBaAYN aoBevwv.

MNa 1n die€aywyr odoVTIATPIKWY
KAIVIKWV JEAETWYV O KUPIOG EPEUVNTAG
gival odovTiaTpog Ye AdEI0 AOKATEWG
eTTayyEAPaTOg oTnV EAAGDA, N oTToiO
OUBETTOTE OTO TTAPEABAY £XEI AVACTAAEI,
agaipebei R avakAnOei.

Ol epeuvnTEG TTOU CUPHETEXOUV OTN
o1e€aywyn KAIVIKNG BOKIUAG gival
ETTAYYEAMQTIEG UyEiag, TOI KATOXOI
TITUXiOU 1aTPIKAG, 0DOVTIATPIKAG,
QPAPMOKEUTIKAG, A VOONAEUTIKAG PE GdEIN
QOKNOEWG ETTAYYEAUATOG OTNV

EAANGDQ, n oTToia OUBETTOTE OTO
TTapeABOV €xel avaoTaAEl, apalpedEi
avakAnOei kabwg Kai AAAOI ETTIOTAPOVES
I ETTAYYEAMATIEG TNG UYEIQG.

Ta péEAN TNG epeUVNTIKNAG OPAdaG YTTOPEi
va gival EpyalOUEVOl OTO VOONAEUTIKO
idpUpa 1 EEWTEPIKOI OCUVEPYATEG.

To0o0 0 KUPIOG gpeuvnThG OCO Kal Ol
OpICEVOI ATTO

auTdv £peUVNTEG MIOG KAIVIKAG OOKIUAG
opeilouv va diaBéTouv TTpOCPATA
ATTOOEIKTIKG TTIOTOTTOINUEVNG YVWONG
TwV apXwv OpBrg KAIvikAg MpakTiKAg
(GCP).

E@ooov o€ kAIvikr) dokiur opileTal
OUVTOVIOTIG EPEUVNTAG AUTOG
UTTOXPEWTIKA Ba TTPETTEl va ival Kal
KUPIOG EPEUVNTIG O éVa €K TWV
EPEUVNTIKWYV KEVTPWV TNG KAIVIKAG
OOKIMNG.

2. ATtogpaon yia Tnv KAIVIKY) dOKIuN

O EO® evnuepwvel Tov Xopnyo YEow
NG TTUANG TNG E.E. €dv éxel eykpiBei n
KAIVIKF) QOKIUR 1 €GV N €YKPIOH

TNG UTTOKEITAI O€ OPOUG A €AV €XEI
aTTOPPIPOEI.

For this purpose, such persons shall
submit a solemn declaration regarding
the lack of any conflict of interest and
the ensuring of confidentiality that shall
be renewed annually. External
rapporteurs (case-handlers) of E.OF. for
the assessment of an application of
clinical trial are included among the
aforementioned persons.

d) Suitability of individuals involved in
conducting the clinical trial:

The principal investigator is a medical
doctor duly licensed to practice
medicine in Greece, whose license has
never been suspended, withdrawn or
revoked in the past and he/she has the
necessary scientific knowledge and
experience in patient care.

With respect to the conduct of dental
clinical trials, the principal investigator is
a dentist (dental practitioner) duly
licensed to practice dental medicine
(dentistry) in Greece, whose license has
never been suspended, withdrawn or
revoked in the past.

Investigators involved in conducting the
clinical trial are healthcare
professionals, i.e. holders of degree in
medicine, dentistry, pharmacy, or
nursing duly licensed to practice the
respective profession in Greece, whose
license has never been suspended,
withdrawn or revoked in the past, as
well as other scientists or healthcare
professionals.

The members of the investigating team
may be employees of the medical
institution or external collaborators.

The principal investigator as well as the
investigators of a clinical trial
designated by him/her are obliged to
possess recent certificates of certified
knowledge of the principles of Good
Clinical Practice (GCP).

In case a coordinator investigator (team
leader) is designated in a clinical trial,
he/she should mandatorily be the
principal investigator at one of the
clinical trial sites, as well.

EOHMEPIAA THX KYBEPNHXZEQX

GOVERNMENT GAZZETTE ISSUE

Ap. DOAAoL 4131/Tebyog
B/22.12.2016

4131/B/22.12.2016

Page 10 of 51




>¢ TrepimTwan mou n «EBvikr EmiTpoTmn
AgovToloyiagy ekdWOEI apvnTIKN
yvwun, o EO® atroppitrtel TV aitnon.

H evnuépwon yivetal e pia pévo
ATTOPAON EVTOG TTEVTE NUEPWV OTTWG
TpoBAETTETAI 0TO dpBpO 8 TOoUu Kavo-
viopou 536/2014 1ng E.E.

Aladikagoia TTpoCPUYRG KATA TNG
ATTOPPIYNG: Z& TTEPITITWON £KOOONG
QTTOPPITITIKAG ATTOPACNG, 0 X0pNyog
ouvartal va UTToRAAAEl EvaTOON EVWTTIOV
Tou AZ/EO®, evidg Trpobeapiag 15
NUEPWY aTTd TNV NUEPOMNVIa
EVNUEPWONG TOU Xopnyou, CUPQWVA JE
Ta opIfOuEVA OTNV TTAPAYPAPO 8 Tou
dpBpou 8 Tou Kavoviouou.

Apbpo 4
Aladikaoia £ykpiong ouoIaoTIKAG
TPOTTOTroino NG KAIVIKAG BOKIMAG

Kd0be ouciaoTikr) TpOTToTToinon Twv
EYKEKPIMEVWV OTOIXEIWV KAIVIKAG
OOoKIUNAG Ba TrpéTrel va AdBel TNV EyKpl-
on Tou EO®, n oTroia KoIvoTrolgiTal aTOV
xopnyoé péow NG TTUANG TG E.E.

H aitnon ouciaoTikhG TPOTTOTTOINCNG
uttoBAaAAeTal ATTO TOV XOPNYo MECW TNG
TTUANG TG EE ka1 akoAoubwg:

Q) o€ TTEPITITWOT TTOU aPopd TITUXEG
TTOU KOAUTTTOVTAI ATTO TO MEPOG | TNG
£€kBeong agloAdynong n diadikacia
EMMKUPWONG Kal agloAdynong tng
aitnong Ba TTPETTEl va gival GUPQWVN JE
TOUg 6pouG TToU KaBopilovTal oTa
apBpa 17, 18, 21 kal 22 ToU KAVOVIOUOU
536/2014 1ng E.E.

B) o€ TTEPITITWON TTOU OPOPA TITUXEG
TTOU KaAUTITOVTAI aTTd TO HEPOG Il TNG
¢€kBeong agiohéynong n diadikacia
EMKUPWONG Kal agloAdynong Ba TTpETTEl
va gival cUPQWVN e Toug OPOUG TToU
kaBopidovTal ota dpbpa 20, 21

Kal 22 Tou Kavoviopou 536/2014 tng
E.E.

H EEA ouvtdooel Tnv €kBeon
agloAdynong TNG OUCIACTIKAG
TPOTTOTTOINONG KAl KOIVOTTOIEI TN YVWUN
NG otov EO®. Z¢ mrepimrwaon €kdoong
QpPVNTIKAG YVWPNG TNG, o EOD
QTTOPPITITEI TNV AITNON.

O EO® eykpivel, BETel Gpouc i

2. Decision on the clinical trial

E.O.F. shall notify the sponsor through
the EU portal as to whether the clinical
trial is authorized, whether it is
authorized subject to conditions, or
whether authorization is refused.

In case the “National Ethics Committee”
has issued negative opinion, E.O.F.
shall refuse (reject) the application.

Notification shall be done by way of one
single decision within five days as
provided in Article 8 of the Regulation
(EU) 536/2014.

Appeal procedure in respect of such
refusal: In case of issuance of a
refusing decision, the sponsor may
submit an objection before the Board of
Directors of E.O.F., within a deadline of
15 days as of sponsor's notification
date, pursuant to paragraph 8 of Article
8 of the Regulation.

Article 4
Authorisation procedure for a
substantial modification of a clinical
trial

Any  substantial  modification  of
authorized clinical trial data must be
authorized by E.O.F., while such
authorization shall be notified to the
sponsor through the EU portal.

The application for the authorization of a
substantial modification shall  be
submitted by the sponsor through the
EU portal as follows:

a) In case it concerns aspects covered
by Part | of the assessment report,
validation and assessment of the
application procedure must comply with
the terms defined in Articles 17, 18, 21
and 22 of the Regulation (EU)
536/2014.

b) In case it concerns aspects covered
by Part Il of the assessment report,
validation and assessment procedure
must comply with the terms defined in
Articles 20, 21 and 22 of the Regulation
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QTTOPPITITEI TNV aiTnon, AaudévovTag
utTown TIg dIaTéEeIg Twv ApBpwv 19, 20,
Kal 23 Tou Kavoviopou 536/2014 g
E.E.

ApBpo 5
‘Evapén die§aywyng TnG KAIVIKAG
Sokiung
Mpiv TNV évapgn diegaywyng KAIVIKAG
QOKIUAG ATTAITEITAI VO TTPONYOUUEVN
£ykpion Tou EBvikou Opyaviouou
dapudkwy.
EmmiTA£ov, TTpOKEINEVOU va apXioel N
ole¢aywyn g KAIVIKAG SOKIUNAG OTO
KABE €YKEKPIMEVO KEVTPO EVTOGC TNG
EANVIKNG ETTIKPATEIOG, Ba TTPETTEI VO
UTTOYPAQETAI CUUBOON PETOEU TOU
XOopnyou, Tou KUPIOU £pEUVNTH, TO
VOUIMO EKTTPOCWTTO TOU VOONAEUTIKOU
IOpUNATOG, dnuUoaiou A 1IBIWTIKOU, Kal
Tov YTreuBuvo Alaxeipiong Tou
EAKE/ EAKEA.
20Ppwva Pe 1o GpBpo 77 Tou
kavoviopou 536/2014 tng E.E, o EO®
ouvaTtal va avakaAei TRV adeia KAIVIKAG
OOKIUNAG, Va avaoTEAAEl KAIVIKH) SOKIUN
va atraITei aTrd ToV Xopnyo va
TPOTTOTTOIEI KAIVIKF) OKII).

ApBpo 6
Ddppaka TTOU XopnyouvTal
ota TAdiola KAIVIKAG SOKIMAG

1. Ta gpeuvnTIKA Kal TA ETTIKOUPIKG
PApuaKa TToU XopnyouvTal Katd Tn
dlegaywyn KAIVIKNG BOKIUAG dlaKivouvTal
giTe yEow TOU OIEUBUVTHA TOU PapUaKEiou
f egouaiodotnuévou aTrd auTdv
POPUOKOTTOIOU €iTE ATT’

€uBeiag HEoW TOU KUPIOU £pguvnTH UTTO
TNV TTPOUTTO0EDN OTI, TTEPAV TWV
QVWTEPW ATTAITOUPEVWY OTO ApBpo 5
™mg

TTapoUoag, O TEAEUTAIOG £XEl
EVNUEPWOEI OXETIKA TOV BIEUBUVTH TOU
(PAPUAKEIOU TOU VOONAEUTIKOU
10pUaTOG

Kal €xel AABel TN OUP@WVN YVWHUN TOU
TeEAEUTAIOU. Z€ KABE TTEPITITWON TTPETTE

(EU) 536/2014.

N.E.C. shall draw up the assessment
report of the substantial modification
and communicates the opinion thereof
to E.O.F. In case of issuance of
negative opinion, E.O.F. shall refuse
(reject) the application.

E.O.F. shall authorize, set out
conditions or refuse (reject) the
application, taking into account the

provisions of Articles 19, 20 and 23 of
the Regulation (EU) 536/2014.

Article 5
Start of conduct of a clinical trial

The prior authorization of E.O.F. is
required before the start of conduct of a
clinical trial. In addition, in order for the
conduct of the clinical trial to start, an
agreement shall be executed by and
between the sponsor, the principal
investigator, the legal representative of
the public or private medical institution,
and the Management Responsible Body
of the University’s Special Account For
Research Grants (E.L.K.E.) / Public
Institution’s Special Research and
Development Funds Account
(E.LKE.A).

Pursuant to Article 77 of the Regulation
(EU) 536/2014, E.O.F. may revoke the
authorization of a clinical trial, suspend
a clinical trial or require the sponsor to
modify a clinical trial.

Article 6
Medicinal products administered in
the course (framework) of a clinical

trial
1.  The investigational medicinal
products and auxiliary medicinal
products administered during the

conduct of a clinical trial are handled

va dlac@aAieTal N TAPNON Twv either through the director of the
TTPoBAeTTOPEVWY aTTO TOUG Kavoveg pharmacy or an pharmacist duly
OpBn¢ MNPOaKTIKAG OXETIKA PE TIG authorized by him/her or directly
ouvOnkeg dlakivnong kai amodrikeuong | through  the  principal investigator
TWV EPEUVNTIKWY QAPUAKWV. provided that, apart from the
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2. 2TnVv TTEPITITWOTN TToU N dlaxeipion
TWV EPEUVNTIKWYV /KAl ETTIKOUPIKWV
QAPHAKWY TNG KAIVIKNG DOKIMAG Yive-
Tal JEOW TOU PAPUAKEIOU TOU
VOONAEUTIKOU 1I8PUPATOG, O OXETIKEG
d1adIKaoieg YTTOPOUV va ETTITEAOUVTAI
Kal a1rd oUUPBEPANUEVO £CWTEPIKO
ouvePYATN - PAPPAKOTTOIO

(o€ avTioTOIXiO PE TO AVOPEPOUEVA OTO
apBpo 3), uttd TNV TTPOUTTOBECN OTI £XEI
ANQOei n oXeTIKA £yKpIon aTTd

ToVv AIEUBUVTH TOU PapUaKEIOU TOU

VOO nAgUTIKOU 1I6pUNATOG.

3. H Tapdaypagog 1 Tou apBpou 61 Tou
Kavoviopou

536/2014 dev epapudleTal OTIG
aKOAoUBEeG dIadIKkaoieg:

Q) ETTAvETTIOAUAvon N
ETTAVACUOKEUQOTIia, OTaV Ol d1adIKaTieg
auTég die€dyovTal og dnuoaia
VOOOKOMEI A 1IBIWTIKEG KAIVIKEG ATTO
PAPHOKOTTOIOUG KAl EQOCOV TA UTTO
£€peuva pdpuaka TrpoopifovTal yia
QTTOKAEIOTIKA Xprion oTa dnudoia
VOOOKOMEIA A 1I81WTIKEG KAIVIKEG TTOU
OUMMETEXOUV OTNV i010 KAIVIKE] OOKIMN
otnv EAANGDQ.

B) TTapackeur padIoPAPPAKWY TA
OTTOIa XPNOIMOTTOIOUVTAI WG
OlayvwoTIKA UTTO €peuva pAappaka, oTav
n diadikacia autn die¢dyeTal o€ dnuocia
VOOOKO-UEIQ 1 IBIWTIKEG KAIVIKEG aTTO
(POAPHUOKOTTOIOUG KAl EQOTOV TA UTTO
épeuva pdappaka TTpoopidovTal yia
ATTOKAEIOTIKA Xprion ata dnuocia
VOOOKOEIA A 1IDIWTIKEG KAIVIKEG TTOU
OUMMETEXOUV OTNV id1a KAIVIKA

ookiun atnv EAAGSQ.

Y) TTAPACKEUN TWV QAPPAKWY TTOU
avagépovtal aTto apbpo 3 oToixeia 1 Kkai
2 1ng odnyiag 2001/83/EK yia

XPNonN wg utrd épeuva GapPAaKwy, otav
n diadikaaoia autn die€dyeTal o€ dnudaia
VOOOKOEIA A 1I0IWTIKEG KAIVIKEG TTOU
gival vopipwg e€ouaiodotnuéva

OTO EVOIAQPEPOPEVO KPATOG HEAOG YIQ TN
die€aywyn Tétolag diadikaaiag Kal
£QOOOV Ta UTTO €pEUva GApPHaKa
TTPOOpPICovTal YIO OTTOKAEIOTIKA XPHoN
oTa dnubdoIa VOOOKOUEIa 1] IDIWTIKEG
KAIVIKEG TTOU CUHMETEXOUV OTNV idia
KAIVIKA dokiur) otnv EAAGDQ.

prerequisites of Article 5 hereinabove,
the latter has accordingly notified the
director of the pharmacy of the medical
institution and has obtained the assent
of the latter.

In any case compliance with Good
Clinical Practice Rules on handling and
storage conditions of the investigational
medicinal products must be ensured.

2. In case that management (handling)
of the investigational and/or auxiliary
medicinal products of the clinical trial is
effected through the pharmacy of the
medical institution, the relevant
processes may be carried out by a
contracted external collaborator —
pharmacist (as provided respectively in
Article 3), provided that the relevant
approval of the director of the pharmacy
of the medical institution has been
granted.

3. Paragraph 1 of Article 61 of the
Regulation (EU) 536/2014 shall not
apply to any of the following processes:

(a) re-labelling or re-packaging,
where those processes are
carried out in public hospitals or
private clinics by pharmacists
and provided that the
investigational medicinal
products are intended to be
used exclusively in the public
hospitals or the private clinics
taking part in the same clinical
trial in Greece.

(b) preparation of
radiopharmaceuticals used as
diagnostic investigational

medicinal products, where this
process is carried out in public
hospitals or private clinics by
pharmacists and provided that
the investigational medicinal
products are intended to be
used exclusively in the public
hospitals or the private clinics
taking part in the same clinical

EOHMEPIAA THX KYBEPNHXZEQX

GOVERNMENT GAZZETTE ISSUE

Ap. DOAAoL 4131/Tebyog
B/22.12.2016

4131/B/22.12.2016

Page 13 of 51




ApBpo 7
EpguvnTiKd KEVTPA KAIVIKWV SOKIJWV

@daong I:
Me Tov 6po KAIvIKr) dokiur @aong |
opileTal yia KAIVIKA OOKIUA TTOU OTOXEUEI
OTnN POPUOKOAOYIKH dOKIUA UTTO £pEuva
PAPHOKEUTIKOU TTpOoiodvToG (IMP) éTav
auTé xopnyeital o€ avBpwIToug Kal o
Xopnyog Kal 0 £peuvnTrG OEV £XOUV
yvwon katrolag évdeigng 6t 1o IMP €xel
opdoeig
TTOU PTTOPEI va gival TTPoG 6PEAOG TwV
OUMUETEXOVTWYV OTNV KAIVIKH SOKIU.
2TIG KAIVIKEG OKIPEG @Aong | TTEPI-
AauBdvovtal Kai o1 SOKIPES TTPWTNG
Xoprnynong @apudkou o€ avopwIToug
(First In Human, FIH) evw egaipouvral
(y1a Toug GKOTTOUG TNG TTAPOUCaG
evoTNTAG) OI HEAETEC Bioicoduvapiag.

a) Mpoodvta KUPIOU epEUVNTA YIA
OUUMETOXN O€ KAIVIKEG DOKIJEG paong |:
Ta amoapaitnTa TTPOCOVTA TOU KUPIOU
epeuvnTA (Principal Investigator),
TTPOKEIMEVOU QUTOG VA NnyEiTal O€
EPEUVNTIKO KEVTPO dleCaywyng KAIVIKWV
QOKIMWYV QAaong |, £Xxouv wg €ENG:

- a1T0dEdEIYUEVN TTPOUTTAPXOUCT
euTTEIPIa O€ KAIVIKEG DOKIUEG TNG idIAG
BePATTEUTIKAG KATNYOPIAG QAPHAKWY
ME TOo UTTO £peuva @APUAKO OTNV KAIVIKA
dokiun eaong I, kai

- METATTTUXIOKEG OTTOUSEG OTO YVWOTIKG
avTikeipevo TNG KAIVIKAG
dappakoAoyiag, 1

-aTTO0EDEIYUEVN KAIVIKE EUTTEIPIO ATTO
OUMUETOXN Wg KUPIOG EPEUVNTHG OF€
KAIVIKEG DOKIUEG paong | €wg T,

- EmmrpooBétwg, 1600 0 KUpIog
gpeuvnTAG 600 Kal Ta PEAN TNG
EPEUVNTIKNAG TOU OPABAG TTOU KATEXOUV
Gad<Ia QOKAOEWG TOU 10TPIKOU
ETTAYYEAPOTOG ATTAITEITAI VO BIABETOUV
TTIoToTTOINKEVN EKTTAI®EUON O€
E¢eidikeupévn YmooTtipign Tng Zwng
(Advanced Life Support - ALS).

2TNV TTEPITITWON TTAIBIATPIKWY PEAETWV
@aong |, Téoo o Kuplog epeuvnTig 600
KAl Ta JEAN TNG EPEUVNTIKAG

TOU OUABAC TTOU KATEXOUV AdEIN

trial in Greece.

(c) preparation of medicinal
products referred to in points (1)
and (2) of Article 3 of Directive
2001/83/EC  for use as
investigational medicinal
products, where this process is
carried out in public hospitals or
private clinics legally authorised
in the Member State concerned
to carry out such process and
provided that the investigational
medicinal products are intended
to be used exclusively in the
public hospitals or the private
clinics taking part in the same
clinical trial in Greece.

Article 7

Clinical trial sites of phase | clinical
trials:

A clinical trial intended to the

pharmacologic trial of the investigational
medicinal product (IMP) when same is
administered to humans and the
sponsor and the investigator are not
aware of any indication that the IMP has
actions that may be favorable to the
subjects of the clinical trial is defined as
phase | clinical trial. First In Human
(FIH) Trials are also included in phase |
clinical trials, whereas biodynamic
studies are excluded (for the purposes
of this section).

a) Qualifications of principal investigator
for participation in phase | clinical trials:
The necessary qualifications of the
principal investigator, so as to be the
leader at the clinical trial site of phase |
clinical trial are the following:

- Proven (demonstrated) prior
experience in clinical trials on medicinal
products of the same therapeutic
category/class as the investigational

medicinal product of the phase | clinical
trial

- postgraduate studies in the module of
Clinical Pharmacology or

- proven clinical experience stemmed
from the participation as principal
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0OKACEWG TOU IATPIKOU ETTAYYEAUATOG,
atraiteital va diaBéTouv avTtioToixn
TOTOTTOINKEVN EKTTAIOEUON O€
E€eidikeupévn Maidiatpikn YITooTAPIEN
NG Zwng, T1.X. Advanced Paediatric
Life Support (APLS), European
Paediatric Life Support (EPLS), k.a.
2€ KABg TTePITITWON, 0 KUPIOG EPEUVNTAS
KAl OAa Ta HEAN TNG EPEUVNTIKAG TOU
opadag artraiteital va diaBéTouv TTpIv
TNV évapén TG KAIVIKAG OOKIUAG
TTPOCEATN TTICTOTTOINMEVN EKTTAIOEUON
o¢ Bépata Opbrg KAIVIKAG

MpakTikAg (GCP).

B) EEOTTAIONOG epeuvnTIKOU KEVTPOU Yid
KAIVIKEG DOKIPEG @aong

O1 KAIVIKEG DOKIUEG pdong | die€ayovTal
ATTOKAEIOTIKA O€ VOONAEUTIKA 1dpUlaTA
Ta otroia diabéTouv Movdada

Evratikng O¢partreiag (ME®) oTtnv oTroia
TO EPEUVNTIKO KEVTPO QAONG | €xel
ouvexh 24wpn TTpooRAcn HEoW TNG
€I0IKNG OUAdAG ETTEIYOVTWV
TTEPICTATIKWY, N OTTOIQ UTTOPEI va
TIPOCEYYIOEI TO EPEUVNTIKO KEVTPO EVTOG
Aiywv AETTTWV, O€ TTEPITITWON
avayyeAiag eTTeiyovrog TepIoTaTikou. To
EPEUVNTIKO KEVTPO Ba TTPETTEI VO EXEI
KATOPTIOEI

£yypagn cupewvia pe Tnv Movada
EvraTikng OepaTreiag Tou vOonAeuTIKOU
IOpUNATOG YIa TTapoxn Bonbeiag,

OTOUG CUHUETEXOVTEG OTNV KAIVIKI)
doKiun, 61roTe KpIBei avaykaio. To
TTPOCWTTIKO TG Movadag Ba TTpéTTel va
gival eVAREPO yia TNV GUON Kai TIG
IDIAITEPOTNTEG TNG KAIVIKNG DOKIUNG,
WOTE VA UTTOPEI VA AVTIMETWTTIOE
EMTUXWGS KABE atTpdoTITO CUPPBAV KaTé
TNV die€aywyn TnG.

O €€oTTAIOPOG TTOU TTPETTEN KAT
eAdyioTov va d108£TEl TO

voonAeuTiké idpupa yia Tn dieaywyn
KAIVIKNG dokIuig @dong | ival o
ak6Aoubog:

1. TpoxnAato etreiyoucag pondeiag 1o
OTTOIO TTPETTEI VO

gival aueca d1abéaiyo kal TTPooRAaipo,
WOoTe CUPPWVA HE TIG KATEUBUVTHPIES
odnyieg, va TTapéXETal ETTEIyoUCO
IATPIKA @POVTIOA OTOUG £XOVTEG AVAYKN
OTO OTTOI0 Ba TTEPIEXETAL:

0. OUOKEUN TTapoxnAS ocuyoévou Kal

investigator of phase | to Il clinical
trials.

- In addition, the principal investigator
and the members of his/her
investigating team duly licensed to
practice medicine are required to have
received certified training in Advanced
Life Support (ALS).

In case of pediatric phase | studies, the
principal investigator and the members
of his/her investigating team duly
licensed to practice medicine are
required to have received certified
training in Specialised Paediatric Life
Support e.g. Advanced Paediatric Life
Support (APLS), European Paediatric
Life Support (EPLS) e.t.c.

In any case, the principal investigator
and all members of his/her investigating
team are required to have received,
prior to the start of the clinical trial,
recent certified training on Good Clinical
Practice (GCP) issues.

b) Clinical trial site of phase | clinical
trials’ equipment:

Phase | clinical trials are exclusively
conducted at medical institutions that
possess Intensive Care Unit (ICU) to
which phase | clinical trial site has
continuous 24h access through the
medical specialized emergency
response incident team, which may
approach the clinical trial site within a
few minutes, in case of an emergency
incident announcement/reporting. A
written agreement for the provision of
assistance to the subjects of the clinical
trial, whenever necessary, must have
been concluded between the clinical
trial site and the Intensive Care Unit of
the medical institution regarding. The
Unit personnel must be aware of the
nature and the particularities of the
clinical trial, so as to be in a position to
successfully confront any unexpected
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€EOTTAIONOG TTAPOXAG 0EuyOVoU (PAoKa-
@OUOCKa TTaPOXNG aEPa-OeT BIa-
OWARVWOoNG)

B. eEOTTAIONOG yia TNV EVOOPAERIT
Xoprynon uypwv

Kal @apuAKwy avavnyng.

Y. OUOKEUR UNXAVIKAG UTTOOTHPIENS TNG
QavaTTvongG.

0. ouokeun avappdenong

€. QUTOUATOG EEWTEPIKOG ATTIVIOWTNG
oT. duvaTtoTnTa dlacwAnRvwong R
KPIKOBUPEOTOUNAG O€ TTEPITITWON
avAaykng

2. eBdopadiaiog éAeyxog oTa GApuaKa
TOU TPOXAAOTOU £KTOKTNG OVAYKNG
(nuepounvia Afgng, eAeipeIg)

3. ouokeun 24/wpng Kataypagng Twv
CWTIKWV onueiwv (TTECEWG,
oéuyovwong, HKI, TaApwy)

4. eTTapKeEIa KPERATIWY TIC NUEPOUNVIES
AWNGS Twv QOPUAKWY TNG KAIVIKAG
OOKIUNAG

5. eTTApKeIa XWPWV KOIVAS XpHong
(MTTAVIa, TOUAAETEG) Kal BaAdPwY
voonAgiag

6. duvartoTnTa Tpdoaong Tou
VOONAEUTIKOU TTPOCWTTIKOU, GTOUG
XWPOUG KOIVIIG XPong €K Twv £Ew,0¢
TTEPITITWATN TTOU TTAPOUCIACTEI avAaykn

7. d1IaBeCIPOTNTA VOO nAgiag TOGO oTnV
Movada EvraTikrig BepaTtreiag 600 Kal
o€ BaAdpoug ammokaTdoTaong,

000 dIACTNUA XPEIOOTEI, YIa TNV TTAAPN
avappwon TouacBevoug

8. Aokiyaaoieg eToIuOTNTAG, TOUAGXIOTOV
1 @opd Tov XpdVvo Kal CEPIVAPIQ YIa TO
TIPOCWTTIKO TOU VOONAEUTIKOU
1I0pUPOTOG (ETTEIYOUOAG IOTPIKNAG,
KapdIoavaTVEUOTIKAG avavnyng)
TTPOKEINEVOU VA TTICTOTTOIEITAI N
ETTAPKEIG

TOUG.

ApbBpo 8
MpooTaCia TWV CUMHETEXOVTWV:

1. Mia kAivikiy dokiun die€dyetal pévo
€av TTAnpouvTal

OAeG o1 akOAouBeg TTPOUTTOBETEIG:

a) Ta TTPOCSOKWHEVA OPEAN VIO TOUG

OUMUETEXOVTEG 1 YIa Th dnUdCIa uyeia

incident during the conduct thereof. For
the conduct of a phase | clinical trial, the

medical institution should at least
possess the following equipment:
1. Medical emergency trolley

immediately available and accessible,
so that medical emergency care can be
provided to those in need, according to
the guidelines, which shall be consisted
of:

a. oxygen supply device and oxygen
supply equipment (oxygen mask-air
supply bag-intubation set/kit)

b. equipment for the intravenous
administration of resuscitation fluids and
medicinal products

c. appliance for artificial
(respirator)

d. suction appliance

e. automatic external defibrillator

f. intubation or cricothyrotomy capability
in case of emergency

respiration

2. weekly inspection on the medicinal
products of the medical emergency
trolley (expiry date, deficiencies)

3. 24h vital signs’ recording device
(pressure, oxygenation,
electrocardiogram (ECG), pulses)

4. sufficiency in beds on the dates of the
clinical  trial medicinal  products’
administration

5. adequacy in common use areas
(bathrooms, toilets) and medical
treatment rooms

6. access capability of nursing staff to
common use areas from the exterior, in
case of need

7. nursing care availability in the
Intensive Care Unit and in rehabilitation
rooms, for as long as it takes, for the full
recovery of the patient.

8. performing of
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OIKaloAoyoUv Toug TTPORAETTONEVOUG
KIvOUVOUG Kal TIG DUCAPEDTEG
EMTITWOEIG KAl N CUPPOP@OWON TTPOG
TNV TTPOUTTOBECN AUTH eAEyXETAI
OIapKWG,

B) ol CUPUETEXOVTEG 1, AV €vag
OUMMETEXWY Oev duvaTtal va dWOEl
ouyKaTaBean PETA atrd evnuépwaon, o
VOUINWG OPIOUEVOG EKTTPOCWTTOG TOU,
£XOUV evNUEPWOEI cUNPWVA UE TO
GpBpo 29 Tmapdypagol 2 £wg 6 Tou
Kavoviouou,

Y) Ol CUUMETEXOVTEG 1], AV £VaG
OUMUETEXWY Ogv duvaTtal va dWwael
ouyKaTaBean PETA atrd evnuépwaon, o
VOUINWG OPIOUEVOG EKTTPOCWTTOG TOU,
£xouv dwael ouykaTtabeon peTa amod
evnuépwaon ocUuewva Pe 1o Gpbpo

29 Trapaypagol 1, 7 kai 8 Tou
Kavoviopou,

0) diac@aAileTal TO dIKAIWPA TWV
OUMUETEXOVTWYV VIO OERBACUO TNG
CWHATIKAG KAl YUXIKNAG TOUG
aKePAIOTATAG, TO SIKAiIWHPA TOUG YIa
I01IWTIKA {wn, KABWG Kal yia TNV
TTPOCTACIA TWV TTPOCWTTIKWY TOUG
0edONEVWV OUPPWVA UE TO
TpoBAeTTOpEva oTnv odnyia 95/46/EK
Kal TNG avtioToixng £6VIKNG vouobeaiag,
€) N KAIVIKR) dOKIpN €Xel oxedlaoBei kaTd
TPOTTOV WOTE VA CUVETTAYETAI OGO TO
ouvaTdv AlydTepO TTOVO, TAAQITTWPIA,
@OBo kal olovdnTToTE GANO TTPORAEWIHO
KivOUVO YIOTOUG GUUMETEXOVTEG KOl TOOO
TO OpI0 KIVOUVOU 600 Kal 0 BaBudg
karatrévnong opiovtai €1I0IK& OTO
TTPWTOKOAAO Kal TTapakoAouBouvTal
OUVEXWG,

OT) N 1aTPIKA TTEPIOAAYWN TTOU TTAPEXETAI
OTOUG CUMUETEXOVTEG ATTOTEAET EUBUVN
KATaAANAWG €1BIKEUPEVOU

1aTPOU 1), KATA TTEPITITWON, KATAANAAWG
€10IKEUNEVOU

odovTIATpOoU,

() O CUPMETEXWV 1}, OTNV TTEPITITWON
TTOU O CUMMETEXWY deV dUuvaTal va
OWwaoel oUYKaTABeoN UETA aTTo
EVNUEPWON, O VOUINWG OPIOHEVOG
EKTTPOOWTTOC TOU, £XEI AGPel Ta aToIxXEia
ETTIKOIVWVIOG OVTOTNTAG OTNV OTToia
MTTOpPEI VO

aTTreuBuVOEi yia TTEpaITEPW TTANPOPOPIES
o€ TTEPITITWON avAyKng,

n) &ev €xel aoknBei aBEITn e1Tippon,

preparedness/readiness tests, at least
once on an annual basis and medical
institution’s personnel seminars (of
emergency medicine, cardiopulmonary
resuscitation) so as to certify their
adequacy.

Article 8
Protection of subjects

1. A clinical trial may be conducted only
where all of the following conditions are
met:

(a) the anticipated benefits to the
subjects or to public health justify the
foreseeable risks and inconveniences
and compliance with this condition is
constantly monitored;

(b) the subjects, or where a subject is
not able to give informed consent, his or
her legally designated representative,
have been informed in accordance with
Article 29 paragraphs 2 to 6 of the
Regulation;

(c) the subjects, or where a subject is
not able to give informed consent, his or
her legally designated representative,
have given informed consent in
accordance with Article 29 paragraphs
1, 7 and 8 of the Regulation;

(d) the rights of the subjects to physical
and mental integrity, to privacy and to
the protection of the data concerning
them (personal data) in accordance with
Directive 95/46/EC and the respective
national legislation are safeguarded;

(e) the clinical trial has been designed
to involve as little pain, discomfort, fear
and any other foreseeable risk as
possible for the subjects and both the
risk threshold and the degree of distress
are specifically defined in the protocol
and constantly monitored;

(f) the medical care provided to the
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METAEU AAAWY OIKOVOMIKNAG QUOEWG,
OTOUG CUMUETEXOVTEG TTPOKEIEVOU
va AdBouv PEPOG OTNV KAIVIKF) DOKIW).

2. Me Tnv em@UAaén TnG odnyiag
95/46/EK Kkal TNG KeiPeVNS €BVIKAG
vopoBeaiag, o xopnyog PTropei va
{NTACEI aTTO TOV CUPKETEXOVTA A, OTAV O
OUMMETEXWV OEV UTTOPEI va dLWTEI TN
META aTTO EVNUEPWON OUYKATABEDT] TOU,
OTTO TOV VOMIUWG OPICHUEVO EKTTPOCWTTO
TOU, TN GTIYMN KAT& TNV OTToia O
OUMPUETEXWVY H O VOUINWG OPICHEVOG
EKTTPOOWTTOC Bivel TN YETA aTTd
EVNUEPWON OUYKATABEDT] TOU YIa
OUMUETOXN oTNV KAIVIKA DOKIUA, VO
OUVAIVEDEI YIa VO XPNOIJoTToINBouy Ta
OedONEVA TOU EKTOG TOU TTPWTOKOAAOU
NG KAIVIKNG OOKIMNAG ATTOKAEIOTIKA yia
€TMIOTAHOVIKOUG oKoTToug. O
OUMMETEXWV I O VOUINWG OPIoHEVOS
EKTTPOOWTTOC TOU PTTOPEI VA OVOKOAEDEI
TN ouykaTtéBear ava TTaca oTiyur. H
ETTIOTNMOVIKA £€pEuva TTou Ba KAvel
XPAoN Twv OEDOUEVWV EKTOGC TOU
TIPWTOKOAAOU TNG KAIVIKAG SOKIUAG
dlegayeTal CUPPWVA UE TO EQAPHOOTED
Oikalo TTEPi TTPOO0TACIAG OEDOUEVWVY.

3. O oupueTEXWY, N, O€ TTEPITITWON TTOU
O OUMMETEXWYV OeV eival o€ BEan va
OWwoel oUyKaTABbeon UETA aTro
EVNUEPWON, O VOUINWG OPICHEVOG
EKTTPOOWTTOG TOU, duvaTal, Xwpig va
UTTOOTEI €€ QUTOU Kapia apvnTIKA
OUVETTEIN KOl XWPIG va gival
UTTOXPEWHEVOG VO TTOPACXEI 01AdNTTOTE
OIkaloAoyia, va atrooupBei atd Tnv
KAIVIKY) doKIuA avd Tdoa oTiyur agou
AvOKOAEDEI TN META aTTO EVNUEPWON
ouykataBear) Tou. Me Tnv em@UAAgn TNG
odnyiag 95/46/EK kail TG Keipevng
€BVIKNG vouobeaiag,, n avakAnon

TNG oUYKATABEONG PETA ATTO evNUEPWON
Oev Biyel TIC dPACTNPIOTNTES TTOU €XOUV
non die€ayBei kai TN xprion

Twv 0edouEVWY TToU eANYBnaoav Baacel
TNG ouYKATABEONG PETA ATTO EvNUEPWON
TIpIV 11O TV avAKANOT TNG.

ApBpo 9
ZUYKATABEON META ATTO EVNHEPWON
1. H ouykatdBeon Petd atmd evnuépwaon
TOU OUMMETEXOVTOG Kal, KATA
TTEPITITWON, TOU VOUIUOU EKTTPOCWITOU

subjects is the responsibility of an
appropriately qualified medical doctor
or, where appropriate, a qualified dentist
(dental practitioner);

(g) the subject or, where the subject is
not able to give informed consent, his or
her legally designated representative
has been provided with the contact
details of an entity where further
information can be received in case of
need;

(h) no undue influence, including that of
a financial nature, is exerted on subjects
to participate in the clinical trial.

2. Without prejudice to Directive
95/46/EC and the applicable national
legislation, the sponsor may ask the
subject or, where the subject is not able
to give informed consent, his or her
legally designated representative at the
time when the subject or the legally
designated representative gives his or
her informed consent to participate in
the clinical trial to consent to the use of
his or her data outside the protocol of
the clinical trial exclusively for scientific

purposes. That consent may be
withdrawn at any time by the subject or
his or her legally designated

representative. The scientific research
making use of the data outside the
protocol of the clinical trial shall be
conducted in accordance with the
applicable law on data protection.

3. Any subject, or, where the subject is
not able to give informed consent, his or
her legally designated representative,
may, without any resulting detriment
and without having to provide any
justification, withdraw from the clinical
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TOou, gival éyypagn, XpovoAoynuévn Kai
UTTOYEYPOHMEVN

atré Tov KUPIO EPEUVNTH I ATTO
€€oualodoTnuEVO TTPOG

TOUTO PEAOG TNG €PEUVNTIKNG OMAdAG Kal
TOV OUMMETEXOVTA 1] TOV VOUINO
EKTTPOOWTTO TOU KATA TA OPICOUEVD
oT1o apBpo 10 Tng TTapolcag
aTTéPAONG, APOU EVNUEPWOEI
KaTtdAAnAa, cUPQWVa JE TNV
TTapAdypa@o 2 Tou TTapovToG.

Mpiv atré TN Awn TG cuykatabeong
META aTTd EVNUEPWON, O £V DUVAEI
OUMUETEXWYV Ba TTpéTTel va AauBavel
TTANPOYOpiES Péow TTponynBeicag
OUVEVTEUENG 0€ YAWO OO EUKOAWG
KatavonTh a1rd auTtév. O CUPMETEXWY
Ba TpéTTel va €xel T duvaTtoTNTA VO
B<Tel epwTroEIg avd TTaoa OTIYUA KOl va
Tou dlaTiBeTaI ETTAPKAG XPOVOG Yia

va e€eTdoel TNV amogaor] Tou. H
OUVEVTEUEN JE TOV €V BUVAEI
OUMMETEXOVTA, TTOU TTPONYEITAl TNG
ouvaiveong, Ba TTpéTTel va diEAyeTal
atro 10 HENOG TNG EPEUVNTIKAG

OMAdag TToU £XEl TA ATTAITOUNEVA
TTPOOOVTA Kal €XEl 0pIoBei atrd Tov
KUpPIO EPEUVNTH, VA €ival XPOVOAOYNUEVN
Kal EVUTTOYypa®n, Katd Ta avwTtépw. H
OUYKOTGBEON YETG ATTO evnUEPWON
TEKUNPIWVETAL.

OT1av 0 CUPPETEXWV Eival KWPOG,
TPETTEI N evnUéPWOn va Tou dideTal
EYYPAPWG TTPOKEINEVOU va TN dIaBaoel
Kal, agou d1aTuTTwBouV TuXoV
EPWTNOEIG TOU, VA TOU atTavTnBouv Kal
AN eyypdewg. OTavV 0 CUUHETEXWV
gival GAaAog, TTpéTTel va Tou dideTal
EYYPAPWG TO EVTUTTO EVNPEPWONG KOl N
ouvaTtoTnTa SIOTUTTWONG YPOTITWY
EPWTACEWYV. TOOO OTO EVNUEPWTIKO
EVTUTTO OO0 KOI OTO £VTUTIO
ouyKaTaBeong PETA atro evnuépwon
TpéTTEl va BeBaiwveTal atmd Tov
OUMUETEXOVTA KOl TO JEAOG TNG
EPEUVNTIKAG OUAdAG TTOU £XEI OPIOOEI
TTPOG TOUTO aTrd TOV KUPIO €peuvnTr], OTI
TNERBNKav oI TTapatrdvw dia-

OIKACIEG. ZTIG TTEPITITWOEIG QUTEG
TapioTatal kKaBOAn Tn diadikacia évag
TOUAGXIOTOV PHAPTUPAG, IKAVOS TTPOG OI-
Kalotrpagia, un ouvoeduEVOG, Kb’
0IoVvONTIOTE TPOTTO, UE TNV TTPOKEIUEVN
KAIVIKA OOKIUI), O OTT0I0G CUVUTTOYPAQPEI

trial at any time by revoking his or her
informed consent. Without prejudice to
Directive 95/46/EC and the applicable
national legislation, the withdrawal of
the informed consent shall not affect the
activities already carried out and the
use of data obtained based on informed
consent before its withdrawal.

Article 9
Informed consent

1.Informed consent of the subject and,
as the case may be, of his or her legal
designated representative shall be in
writing, dated and signed by the
principal investigator or the duly
authorized for this purpose member of
the investigating team and by the
subject or his/her legal designated
representative pursuant to the
provisions of Article 10 of this decision,
after having been duly informed in
accordance with paragraph 2 hereof.

Prior to obtaining informed consent, the
potential  subject should receive
information in a prior interview in a
language which is easily understood by
him/her. The subject should have the
opportunity to ask questions at any
moment and adequate time should be
provided for him/her to consider his/her
decision. In view of the fact that in
certain Member States the only person
qualified under national law to perform
an interview with a potential subject is a
medical doctor while in other Member

States this is done by other
professionals, it is appropriate to
provide that. The prior to informed

consent interview with a potential
subject should be performed by a
member of the investigating team who
is appropriately qualified and has been
designated by the principal investigator,
dated and signed, as above-mentioned.
The informed consent shall be
documented.
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Kl TO TTOPATTAVW £YYPAQQ.

Ot1av 0 CUPHETEXWY adUVaTEl va YPAWEI
r va diaBdocel

TG00 TO £VTUTTO EVNUEPWONG OO0 Kal TO
£VTUTTO ouykaTtdBeong Ba utroypdgovTal
atrd T0 HENOG TNG EPEUVNTIKAG OUAdAG
TToU €x€l opIoBei TTpOg TOUTO ATT TOV
KUpIO gpeuvnTr], KABwg Kai atrd 800
HAPTUPEG, IKAaVoUG TTPOG dIKAIOTTPAEiA,
MN ouvdedpevoug, KB’ o1ovONTIOTE
TPOTIO,

ME TNV TTPOKEIEVN KAIVIKF OOKIUA.
EVOANOGKTIKG, OTIG TTAPATTAVW
TTEPITITWOEIG, N OUYKATABEDN UTTOPEi Va
Kataypd@etal JEow KATAANAWY eval-
AOKTIKWV PHECWV (TTapadeiypaTog Xapiv
MEOW NXNTIKAG EYYPOPAG 1
BivreookoTNONG, avaloya Pe TNV
TTEPITITWON), TTApoUCia evog
TOUAGXIOTOV PHAPTUPA, IKAVOU TTPOG
dIkaloTrpagia, un ouvdeduevou, Kad’
OIOVONATTOTE TPOTTO,

ME TNV TTPOKEIEVN KAIVIKE DOKIUA.

TNV TTEPITITWON QUTA,

N ouykatabeon uttoypAa@EeTal Kal aTro
TOV MAPTUPOQ.

2. O1 TTANpOYOpPIEG TTOU TTAPEXOVTAI
OTOV CUMMETEXOVTA

1, OTNV TTEPITITWON TTOU O CUMMPETEXWV
Oev duvaral va dwoel cuykaTdbeon PeTA
aTtro evnuEPWON, OTOV VOUIMWG
OPICPEVO EKTTPOCWTTO TOU TTPOKEINEVOU
va dWaEl TN JETE aTTO EvnUEPWON
OUYKOTABECDT] TOU:

a) divouv Tn duvaToéTNTa OTOV
OUUMETEXOVTA ) OTOV

VOUINWG OPIOUEVO EKTTPOCWTTO TOU va
KATAvVONOEl: i) TN

puOon, TOUG OTOXOUG, Ta OPEAN, TIG
OUVETTEIEG, TOUG TTIBavoUG KIVOUVOUG Kal
TIG QUOGPEDTEG ETTITITWOEIG TNG KAIVI-
KNG OOKIPAG, ii) Ta dIKaIWPATA TOU
OUMUETEXOVTOG KOl TIG

EYYUNOEIG GO0V apopd TNV TTPOCTACIA
Tou, 1010iTEPA TO DIKAIWPA TOU va
apvnOei va CUPHPETACYEI Kal TO SIKAIWPO
va atrooupBei atmd TNV KAIVIKF) SOKIWN
avd TTaoca OTIYP XWPIg va uTTtooTEi €€
QUTOU KOWia apvnTIKA CUVETTEIR KAl
XWPIG va gival UTTOXPEWMEVOG Va
TTapaoxel oladATIOTE

dikaloAoyia, iii) Toug 6poug UTTO Toug
otToioug TTpOKeITal va dlegaxBei N KAIVIKA
OoKIUA, TTEpIANauBavopévng TNG

When the subject is deaf, information
should be given to him/her in writing so
as to read it and, if he/she asks any
questions, responses to such questions
should be also in writing. When the
subject is mute, the information
document and the possibility to ask
written questions should be provided in
writing. The subject and the member of
the investigating team designated for
this purpose by the principal investigator
should confirm on both the information
document and the informed consent
form that the aforementioned processes
were fulfilled. In such cases, at least
one witness, legally competent (capable
to perform legal acts), not associated in
any way whatsoever, with the
respective clinical trial, is present during
the whole process and co-signs the
aforementioned documentation.

When the subject is unable to write, or
read, both the information document
and the informed consent form will be
signed by the member of the
investigating team designated for this
purpose by the principal investigator, as
well as by two witnesses, legal
competent (capable to perform legal
acts) not associated in any way
whatsoever, with the respective clinical
trial.

Alternatively, in the aforementioned
cases, informed consent may be
recorded through appropriate alternative
means (for instance through audio or
video recorders, as appropriate) in the
presence of at least one witness, legally
competent (capable to perform legal
acts), not associated in any way
whatsoever with the respective clinical
trial. In that case, the witness shall also
sign the informed consent document.

2. Information given to the subject or,
where the subject is not able to give
informed consent, his or her legally
designated representative for the
purposes of obtaining his or her
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avapevouevng dIdpkeIag Tng
OUMUETOXNG OTNV KAIVIKN

QOKIUN, Kal iV) TIG EVOEXOUEVEG
EVOAAOKTIKEG BepaTreieg,
TepIAapBavopévwy PETPWV
TTapakoAouBnong, €av n

OUUMETOXI TOU EVOIAPEPOUEVOU OTNV
KAIVIKF} OKIUNA

OIOKOTTEI,

B) eival TTAAPEIG, OUVOTITIKEG, CAYPEIG,
OXETIKEG KQI KATAVONTEG O€ KATTOIOV [N
€101K0,

y) TTapéxovtal o€ TrponynBcica
OUVEVTEUEN UE HENOG

NG €PEUVNTIKNAG OuAdag TTou £xEl TA
KaTtdAAnAa TTpoadvTa Kal £XEl OPIoDEi
TTPOG TOUTO ATTO TOV KUPIO €pEUVNTH,

0) repIAauBavouv TTANPOPOopPIEG OXETIKA
ME TO I0XUOV oUoTNHA atrolnuiwong
TTOU ava@EpeTal oTo dpBpo 15

o€ TepimTwaon ¢nuiag, kar €)
mepIAapBavouv Tov apiBud dokiung E.E.
KAl TTANPOQPOPIEG OXETIKA E T ATTOTEAE-
opata NG dOKIUAG OUUPWVA JE TV
TTapdypa@o 6 Tou TTapdvTog apbpou.

3. O1 TTAnpo@opieg TTOU avagEpovTal
oTnNV TTaPAypaPo 2 gival £yypageg Kal
TiBevral atn d1IA6E0 TOU CUPHETEXOVTOG
1, OTNV TTEPITITWON TTOU O CUMMPETEXWV
Oev duvaral va dwoel cuykaTdbeon PeTd
aTtro evNUEPWON,TOU VOUINWG OPICHEVOU
EKTTPOCWTTOU TOU.

4. 2Tn OUVEVTEUEN TTOU QVAPEPETAI OTNV
TTaPAyPaPo 2 OTOIXEIO V) 181aiTEPN
Tpocoyn dideTal OTIG AVAYKEG EVN-
MEPWONG EIDIKWY OUAdWYV a0BeVWV Kal
MEMOVWHEVWY CUNMPETEXOVTWY, KABWG
Kal OTIG uEBBGBOUG TToU
XPNOIKJOTTOIOUVTAI VIO TNV TTAPOXH TwV
TTANPOPOPIWV.

5. 2Tn ouvévTeugn TToU ava@EéPETal TNV
TTapAypapo

2 oToIxEio y), emPBePaiwveTal yypapwsg
aTtroé autov TTou TN dIEVEPYEI OTI O
OUMUETEXWV €XEI KAOTAVONOEI TIG TTAN-
POYOPIEG.

6. O CUPPETEXWV TTANPOPOPEITaI OTI N
TTEPIANYN TWV ATTOTEAECPATWY TNG
KAIVIKAG SOKIUAG KAl hIa TTEPIANYN
ouvTaypévn o€ KartavonToug atré un
€101kd 6poug Ba TiBevTal otn d1GBeoN
TWV evlla@epoéEVWY 0Tn «Bdon
dedouévwy TG E.E.», 611010 KI OV €ival

informed consent shall:

(a) enable the subject or his or her
legally designated representative to
understand: (i) the nature, objectives,
benefits, implications, potential risks
and inconveniences of the clinical trial;
(ii) the subject's rights and guarantees
regarding his or her protection, in
particular his or her right to refuse to
participate and the right to withdraw
from the clinical trial at any time without
any resulting detriment and without
having to provide any justification; (iii)
the conditions under which the clinical
trial is to be conducted, including the
expected duration of the subject's
participation in the clinical trial; and (iv)
the possible treatment alternatives,
including the follow-up measures if the
participation of the subject in the clinical
trial is discontinued;

(b) be kept comprehensive, concise,
clear, relevant, and understandable to a
layperson;

(c) be provided in a prior interview with
a member of the investigating team who
is appropriately qualified and has been
designated for this purpose by the
principal investigator;

(d) include information about the
applicable damage  compensation
system referred to in Article 17; and (e)
include the EU trial number and
information about the availability of the
clinical trial results in accordance with
paragraph 6 of this Article.

3. The information referred to in
paragraph 2 shall be written and be
available to the subject or, where the
subject is not able to give informed
consent, his or her legally designated
representative.

EOHMEPIAA THX KYBEPNHXZEQX

GOVERNMENT GAZZETTE ISSUE

Ap. DOAAoL 4131/Tebyog
B/22.12.2016

4131/B/22.12.2016

Page 21 of 51




n ékBacn TG KAIVIKNAG BOKIUAG.

7. Kayia datrévn, dueon r Euueon, dev
Ba BapUvel TOUG CUPMPETEXOVTEG I) TOV
Qopéa acPdAIorg Toug, dnudaio fy/

Kal IDIWTIKO, YIO TN CUPHETOXN TOUG OTNV
KAIVIKF] OKIUR Kal EVOEIKTIKA: yIO TA UTTO
épeuva QAapuaKa, ETTIKOUPIKG

PApuaKka, IaTPOTEXVOAOYIKA TTPOIOVTA,
€CETAOEIG TTOU OXETICOVTAI YE TN
Xoprynon Tou utrd épeuva QapudKou
Kal €V YEVEI QAPUAKA, ECETAOEIC
d1adIKATiEG TTOU ATTaITOUVTAI EIBIKA OTTO
TO TTPWTOKOAAO 1 yIa TNV
atrokardoTtaon BAGRNG i avatnpiag
TTOU TTPOEKUWAY AOYW CUUMPETOXAG O€
KAIVIKR dokiur. H TTapouoa didtagn Ba
mepIAapBaveTal kal o€ KABe EvTUTTO
ouyKaTtaBeang Tou

aoBevr) ueTd atrd evnuépwan.

Apbpo 10
E181kég S1OTASEIG — CUHMMETEXOVTEG —
ZuyKaTalson JETA a1rd EVNUEPWON

a) AvAAIKoI

Mo va CUPPETAOXEN AVAAIKOG 0€ KAIVIKA
OOKIUN, TTEPAV TWV OPICOUEVWY OTO
GpBpo 32 Tou Kavoviopou (E.E.)
536/2014, Ba TTpéTTel va €Xel
TTPONYOUNEVWG ANPBEl eyypdowe N
ouvaiveon Tou I18iou, KATOTTIV 0apOoUg
EVNUEPWONAG TOU O€ KATAVONTH O€ AUTOV
yAwoaoa, otov Babud trou gival o€ Béon
va Katavonoel yia Tn OOKIWr, Toug
KIvOUVOUG Kal T 0QEAN TTOU
avauévovTal atrdé auTrv, aTrd Tov KUpIo
epeuvNTA N EpeuvnTEG 1) PEAN TNG
EPEUVNTIKNG OPAdAG TTOU gival
EKTTAIOEUPEVOI ] £XOUV EUTTEIPIO Va
epyadovral Pe TTaIdIA KAl Ol OTTOIOI £XOUV
efouolodoTtnBei

aTTd TOV KUPIO EPEUVNTH TTPOG TOV
oKoTTé auTd. H KatnyopnuaTikh
emoBupia avnAikou, IKavou va
OXNUaTioEl

yvwun Kal va agloAoyAoEl TIg
TTANPOYOPIEG, va apvnOei

VA CUPPETAOXEI 0€ KAIVIKA OOKIUN 1) va
atroxwpnoel avd Taoa oTiyunR amo
QUTAV KATOTTIV EVNUEPWONAG TOU YIa
TOUg TUXOV KIVOUVOUG aTTO TNV OIOKOTTH)
NG, €ival BECUEUTIKA. Z€ KABE
TTEPITITWON, N TTAPOTTAVW £yypaen

4. In the interview referred to in point (c)
of paragraph 2, special attention shall
be paid to the information needs of
specific patient populations and of
individual subjects, as well as to the
methods used to give the information.

5. In the interview referred to in point (c)
of paragraph 2, it shall be verified in
writing by the person performing it that
the subject has understood the
information.

6. The subject shall be informed that the
summary of the results of the clinical
trial and a summary presented in terms
understandable to a layperson will be
made available in the “EU database”,
irrespective of the outcome of the
clinical trial.

7. No expense, direct or indirect, shall
burden the subjects or their insurance
institution, public and/or private, for their
participation in the clinical trial and
indicatively: investigational medicinal
products, auxiliary medicinal products,
medical devices, tests related to the
administration of the investigational
medicinal product and in general
medicinal products, tests or procedures
specifically required by the protocol or
the rehabilitation of damage or disability
suffered due to the participation in the
clinical trial. This provision will be
included in any subjects’ informed
consent form.

Article 10
Particular provision — subjects —
informed consent

a) Minors

In order for a minor to participate in a
clinical trial, in addition to the provisions
of Article 32 of Regulation (EU)
536/2014, the prior consent of the minor
should be obtained in writing, following
clear information thereof in a
comprehensible language, to the extent
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ouyKaTaBean gival avaykaia yia Toug
aviAIkoug TTou cupTTAfpwoav 1o 100
£10G TNG NAIKIag TOUG.

Mépav NG ouvaiveang Tou avnAikou,
KATA TNV TTPONYOUMEVN TTAPAYPAPO,
QTTQITEITAI KAI N €yypagn Kal
EVUTTOYPOPN OUVAIVEDTH, KATOTTIV
avaAoyng evnuUEPWONG, TWV ACKOUVTWV
TN YOVIKI] HEPIUVO YOVEWV TOU, OTTO
KoivoU (AK 1510) A, o€ TTepiTITWON
B£ong Tou avnAikou o€ emTPOTIEIA, TOV
ETritpotTo TToU S10picOnke aTrd TO AI-
kaoTrpio (AK 1589 etr.).

2 € TTEPITITWON TTAUCoNG TNG YOVIKAG
MEPIUVOG aTTo TOV £va yoveéd, Adyw
BavdaTtou, KAPUENG 0 aPAvela
EKTTTWONG TOU, N TTOPATTIAVW ouvaiveon
xopnyeital atrd Tov AAAO yovéa TTou
olatnpei Tn yovikn pépipva (AK 1510
Tap. 2).

2.€ TTEPITITWON TTOU 0 £Vag aTrd Toug
yoveic aduvarei ammodedelyuéva va
QOKNOEI TN YOVIKH JEPIMVA VIO
TIPayHaTIKoUg Adyoug n) yiaTi gival
QAViKavog 1 TTEPIOPICHEVA IKAVOGS Yia
OIKaIOTTPAgia, TNV TTAPATTAVW CUVaiveon
TTapEXEl HOVOG 0 AANOG Yovéag. Epooov
0 YOVEQG ETTIKAAEITAI TTPAYHATIKOUG
AOyoug, Ba TTPETTEl VO TOUG ONAWVEL JE
OXETIKI) UTTEUBuUVN BHAWGCT) Tou,
ETTIOUVATITOPEVN OTO EVTUTTO
OuyKaTABeong PETA ATTO EvNUEPWON.
Mévn n avéBeon TnG eTTINEAEIAG TOU
TIPOCWTTOU TOU TEKVOU OTOV £vVa YOVEQ
Ogv ETTAPKEI yIa TN OTOIXEI0BETNON TNG
aduvapiag Goknong TNG YOVIKNAG
MépIuvag atrd Tov dANo yovéa yia
«TTPayuaTikoug Adyoug». (AK 1510 TTap.
3)

2 € TTEPITITWON dIaPWViag Twv
QOKOUVTWY TN YOVIKA MEPIMVA YOVEWV )
d1aTUTTWONG avTippnong atd To
EtroTTikd ZupBoUAio epOoov 0 aviAIKog
TeAei uTTd ETmiTpoTTEia, atrogaacilel To
AikaoTrpio, AapBdavovTag utréyn
BoUAnaon kai To cup@EpPov Tou avnAikou.
Katd ta Aoirré e@apudlovtai ol
d10TageIg Tou AaTIKOU KwdIka Kail Tou
Kavoviopou (EE) 536/2014.

B) Avikavol TTpog dikaloTTpagia Kai
TTEPIOPICUEVA IKAVOT TTPOG dIKaloTTpagia
AOYW YWUXIKAG ] dlavonTIKAG
dlatapaxng, acwTiag, TogiIkopaviag f
aAkooAiopou (AK 1666).

that he/she is a position to understand
for the clinical trial, the anticipated
benefits and the risks from the principal
investigator or investigators or members
of the investigating team who are
trained or experienced in working with
children and have been authorized for
this purpose by the principal
investigator. The explicit/unambiguous
wish of the minor who is capable of
forming an opinion and assessing the
information, to refuse participation in, or
to withdraw from, the clinical trial at any
time, following information about any
potential risks stemmed from
discontinuation thereof, is binding. In
any case, the aforementioned written
consent is necessary for the minors that
completed ten (10) years of age.

In addition to the consent of the minor,
as provided in the previous paragraph,
the written and signed consent,
following respective information of the
parents thereof jointly exercising the
parental responsibility (Article 1510 of
Greek Civil Code) or the Guardian
appointed by the Court (Article 1589 of
Greek Civil Code) in case the minor is
subject to guardianship, is required. In
case of cease of parental responsibility
of a parent, due to death, declaration of
death in absentia or revocation, the
aforementioned consent is given by the
other parent who keeps the parental
responsibility (Article 1510 paragraph 2
of Greek Civil Code).

In case that a parent is provenly unable
to exercise the parental responsibility
for actual reasons, or because he/she is
incapacitated or partially incapacitated,
the aforementioned consent is solely
given by the other parent. If the parent
claims actual reasons, he/she should
state such reasons by a relevant
solemn declaration thereof, attached to
the informed consent form. The sole
delegation of personal custody of the
minor to one parent does not suffice so
as to be considered as failure of the
other parent to exercise of parental
responsibility “for actual reasons”
(Article 1510 paragraph 3 of Greek Civil
Code).
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Mo va GUPPETAOXEl o€ KAIVIKA SOKIUN
avikavog TTpog dikaloTrpagia n
TTEPIOPIOUEVA IKAVOG TTPOG DIKAIOTTPAgIa
AOYW WUxIKAG 1 diavonTIKAG dIaTapaxrg
OUVETTEIa TNG oTToiag aduvarTei, ev OAwW N
£V PEPEL, va ppovTiZel pévog yia Ta
utToB£0¢€I1G TOUu | AGYyWw aowTiag,
ToEIKOMaviag 1] aAKOOAIGHOU TTOU EKBETEI
oTOoV KivOUuvo OTéEPNONG TOV £QU-

16 TOU, TO OUCUYO TOU, TOUG KATIOVTEG
TOU 1 TOUG QVIOVTEG TOU, TNPOUMEVWV
TWV ava@epouévwy 010 Gpbpo 29 TTap.
2 xai 31 Tou Kavoviopou (E.E.)
536/2014, Ba TpéTTel va €xel
TIPONYOUUEVWG ANPOBEi eyypdowe N
ouvaiveon Tou 18iou, KATOTTIV 0apOoUg
EVNUEPWONG TOU O€ KATAVONTH

O€ QUTOV YAWOoOQ, EQOCOV Kal OTOV
Babuod trou cival og B€on va KaTavonael
yia Tn SOKIUL, TOUG KIVOUVOUG Kal Td
OQEAN TTOU avauévovTal atrd auThy, atmo
TOV KUPIO €pEUVNTH 1 epeuvnTEG | MEAN
TNG EPEUVNTIKNG OUAdAG TTOU £XOUV
€Eouo1000TNBEl aTTd TOV KUPIO £PEUVNTH
TTPOoG Tov oKoTré auTd. H pntr embupia
TOU avikavou TTpog BIKAIOTTPAgid, IKavou
va OXNUATIOE YVWHN KAl va agloAoyAoel
TIG TTANPOYOpIES, va apvnBei va
OUUMETAOXEI O KAIVIKI DOKIUN 1] va
ATTOXWPENOCEI ava TTACA OTIYMI aTTo
auThVv

KATOTTIV EVNUEPWONG TOU YIA TOUG TUXOV
KivdUvoug atrd Tnv dI0KOTIA TG, gival
OECUEUTIKNA.

Mépav TnN¢G ouvaiveong Tou avikavou
TTPOG BIKAIOTTPAgia, KATd TNV
TTponyouuevn TTapAypa®o, ATTAITEITAI
Kal N €yypaen Kal evuttoypagn
ouvaiveon, KAtoTTiv avaioyng
EVNUEPWONG, TOU OOKOUVTOG TNV
emuéAEIa Kal opIoBEVTOG aTTd TO
AIKOOTAPIO OPIOTIKOU AIKOOTIKOU

TOU GUUTTGPACTATN, EPOCOV TTPOKEITAI
yia TTApN oTEPNTIKA DIKAOTIKN
ouuTtrapdoTaon A MEPIKN 1 ETTIKOUPIKI)
TTOU A@OpPd OTOUG TTaPATTAVW AOYOUG,
onAadr Béong o€ dIKAOTIKN
oupTTapdoTaon AOyw WUXIKNAG N
dlavonTIKng diatapaxng, aocwrTiag,
To¢Ikopaviag 1 aAkooAiouou. H
ouyKataBean TTPETTEl va EKQPALEl TNV
€IKagouevn BoUANoN TOU CUPMETEXOVTOG
Kal uTTopEi va avakAnBei ava rdoa
OTIYMNA, XWPIG apvNTIKEC CUVETTEIEG VIO

In case of disagreement between the
parents  exercising the  parental
responsibility or forming of an objection
by the Supervisory Council if the minor
is subject to Guardianship, the court
resolves, taking into account the will
and the interests of the minor.

As for the rest, the provisions of Greek

Civii Code and Regulation (EU)
536/2014 apply.

b) Incapacitated and partially
incapacitated due to psychiatric or
mental disorder, prodigality
(debauchery), drug addiction
(toxicomania), or alcoholism (Article

1666 of the Greek Civil Code).

In order to participate in a clinical trial,
an incapacitated or partially capacitated
due to psychiatric or mental disorder, as
a result of which he/she is unable totally
or partially to personally mind his/her
own affairs, or due to prodigality
(debauchery), drug addiction
(toxicomania), or alcoholism exposes
him/herself, his/her spouse, his/her
descendants (relatives in a descending
line) or his/her ascendants (relatives in
an ascending line) to the risk of
deprivation, the provisions of Articles 29
paragraph 2 and 31 of Regulation (EU)
536/2014 being adhered to, should give
his/her prior consent in writing, following
clear information thereof in a
comprehensible language, provided that
and to the extent that he/she is a
position to understand for the clinical
trial, the anticipated benefits and the
risks from the principal investigator or
investigators or members of the
investigating team who have been
authorized for this purpose by the
principal investigator. The
explicittunambiguous  wish of the
incapacitated who is capable of forming
an opinion and assessing the
information, to refuse participation in, or
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QuTOV.

Katd ta Aoirré e@apudlovtail ol
dlartageig Tou AaTikou Kwdika Kal Tou
Kavoviouou (E.E.) 536/2014.

ApBpo 11
MpdooBeTa péTpa
(apBpo 34 Tou Kavoviopuou)

Aev emTPETTETAI N BIEVEPYEIQ KAIVIKWOV
OOKIMWYV PE

OUMUETEXOVTEG:

- ATOMA TTOU EKTEAOUV UTTOXPEWTIKA
OTPATIWTIKA OnTeia,

- ATOMA TTOU EKTIOUV OTEPNTIKN TNG
eAeUBePiag TOUG TTOIVA,

- atopa Ta otroia Adyw BIKAOTIKAG
amoépacng dev PTTopoulv va AdRouv
MEPOG O€ KAIVIKEG DOKIUEG N

- @Toua TToU Couv o€ 1IdpUuaTa.

Apbpo 12
KAIVIKEG BOKINEG OE KATAOTACEIG
£meiyovoag avaykng
(apBpo 35 Tou Kavoviopuou)

H évtaén o€ kAivikr) dokiur o€
KATOOTAOEIG ETTEIYyOUCAG AVAYKNG
yiveTal cUp@wva Pe Toug 6poug Kal TIG
OWPEUTIKA KaBopPIZOuEVES
TTpoUTToB£TEIg Tou dpBpou 35 Tou
Kavoviouou.

O1r0U 0TO €v Adyw ApBpo yiveTal
ava@popa OTOV «VOUINWG OPITHEVO
EKTTPOOWTTO TOU AOBEVAY, TTEPAV TWV
TTEPITITWOEWY TWV avNAIKWVY i avikavwv
] TTEPIOPICPEVA IKAVWV TTPOG
dIkaloTrpagia, cUP@WVa PE TA AVWTEPW
ava@ePOUEVQ, Kal yia TIG aVAYKES
E£QAPMOYNG auTou Kal Jévo Tou apbpou,
VOEITal 0 GUCUYOG, O CUVTPOPOG DUVALEI
OUNQWVOU ouuBiwong, ol eVvAAIKOI
KATIOVTEG 1) 01 AVIOVTEG TOU a0BevA 1 Ol
adeA@Oi TOU, OIOUBATIOTE €K TWV
avwTépw duvaTtal va Aaupaveral
TaxUTEPA N CUYKATABECN PETA ATTO
evnuépwon.

ApBpo 13
‘EAeyX0G CUPPOPPWONG PE TOV

to withdraw from, the clinical trial at any
time, following information about any
potential risks stemmed from
discontinuation thereof, is binding.

In addition to the consent of the
incapacitated, as provided in the
previous paragraph, the written and
signed consent, following respective
information of the appointed by the
Court definite  Judicial Supporter
(Curator) exercising guardianship, when
it comes to the placing of the subject
under complete (plenary) privative
judicial support (curatorship) or partial
privative judicial support (curatorship) or
auxiliary judicial support (curatorship)
concerning the abovementioned
reasons, i.e. placing of the subject
under judicial support (curatorship) due
to psychiatric or mental disorder,
prodigality (debauchery), drug addiction
(toxicomania), or  alcoholism, is
required. The consent must represent
the subject's presumed will and may be
revoked at any time, without any
resulting detriment to the subject.

As for the rest, the provisions of Greek

Civii Code and Regulation (EU)
536/2014 apply.
Article 11
Additional measures
(Article 34 of Regulation)
The conduct of clinical trials with

subjects participating being:

- persons performing mandatory military
service,

- persons deprived of liberty,

- persons who, due to a judicial decision
cannot take part in clinical trials, or
- persons in residential care institutions,
is not allowed

Article 12
Clinical trials in emergency
situations
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Kavoviouo

(E.E.) 536/2014
O xopnyodg KAIVIKAG DOKIUAG Kal 0
€PEUVNTAG TTPETTEI va dlac@aAifouv OTI n
KAIVIKR) doKiun die€dyeTal aUuugwva
ME TO TTPWTOKOAAO, OTI TTAnpPoUVTaI Ol
atraitoeig Tou Kavoviopou (E.E.)
536/2014 ka1 o1 apxEG TNG 0pdrg
KAIVIKAG TTPOKTIKAG OTTWG opifovTal OTIG
KATeEUBUVTHPIEG YPAUMES TNG AlEBvoug
Aidokeywng yia Tnv Evappovion (ICH).
KAIVIKEG BOKIMEG HE QApUaKa
TTPONYUEVWY BepaTreiv Ba TTPETTE
TTA£OV VO GUUPOPQUWVOVTAI JE TIG
KaTeubuvTh-
PIEG YPOUMEG YIa TNV 0pBR KAIVIKN
TTPAKTIKA €10IKA YIA Ta @APUaKaA
TTPONYMEVWY BEPATTEIWV.
O Xopnyo6g A 0 VOUINOG EKTTPOCWTTOC
Tou, Ba TTPETTEl va gival EYKATECTNHEVOI
o€ éva aTTd Ta KPATN PMEAN TNG
EupwTradiknc Evwong.
Mia kAIvIKY) SOKIUN PTTOPET va €xEl Evav
I TTEPICOBTEPOUG XOPNYouUG.
KaBe xopnyog utmopei va avaBbérel, ue
ypatrTh oUuBacn, opiouéva ato Ta
KaBrjkovTd Tou i To OUVOAO TwV
KaBnkOVTwWY ToU O€, ETAIPEIQ, EPEUVNTIKO
idpupa ) opyaviouo/TTPOCWTIO TTOU
TTANPOI TIG TTPOUTTOBECEIG TOU GPBpoU
24 Tng TTapouong. H ev Adyw avabeon
O¢ev Biyel Tnv €uBUVN TOU Xopnyou ouTe
AVOQOPIKA PE TNV AOPAAEIN TWV
OUMUETEXOVTWY, TNV AEIOTTIOTIO KOl TNV
I0XU TWV 0€O0NEVWV TTOU TTPOKUTITOUV
atrd Pia KAIVIKF) dOKIWK oUTE o€
OTTOI00ATTOTE AAAN TTEPITITWON.
O epeuvnTG Kal 0 Xopnyog PTTopEi va
gival 1o idlo TTpdowWTTO.
O KUpI0G gpeuvnTAG avabEéTel KaBrKovTa
oTa HEAN TNG
OMAdAG EPEUVNTWV KATA TPOTTIO TTOU dEV
B£Te1 0€ KiVOUVO TNV aOQAAEID TWV
OUMUETEXOVTWYV KAl TNV AEIOTTIOTIA Kl
I0XU TWV 0€OONEVWV TTOU TTPOKUTITOUV
atTd TNV KAIVIKY) OOKIUN OTO KEVTPO TNG
KAIVIKAG SOKIUNAG.
EmBewpnoeig kKAivikwv dokipwyv (dpbpo
78 Tou Kavoviopou)
O EO®, wg apuddia Apxr, opicel
EMOewWPNTEG yIa TN dlEvEPYEID
EMOEWPATEWV UE OKOTTO TOV EAEYXO TNG
OUPUOPPWONG CUMPWVA PE TOUG
Kavoveg opBn¢ KAIVIKAG TTPOKTIKAG Kal

(Article 35 of Regulation)

Enrolment in clinical trial in emergency
situations is performed in accordance
with the terms and the cumulatively set
out conditions of Article 35 of
Regulation.

Reference in said Article to “legally
designated representative of the
subject”, apart from the cases of minors
or incapacitated or partially
incapacitated subjects, according to the
aforementioned, and exclusively and
solely for the applicability requirements
of this Article, shall be construe as
reference to the spouse, the partner by
virtue of a civil partnership, the subject’s

adult descendants (relatives in a
descending line) or ascendants
(relatives in an ascending line) or

his/her siblings, from whoever of the
aforementioned the informed consent
may be obtained the soonest possible.

Article 13
Supervision of Compliance with
Regulation (EU) 536/2014

The sponsor of the clinical trial and the
investigator should ensure that the
clinical trial is conducted in accordance
with the protocol, that the requirements
of Regulation (EU) 536/2014 and the
principles of good clinical practice as
defined by the guidelines of the
International Conference on
Harmonisation (ICH) are met. Clinical
trials on advanced therapy medicinal
products should now comply with the
guidelines on good clinical practice
concerning particularly advanced
therapy medicinal products.

The Sponsor or its legal representative
should be established in one of the EU
Member States.

A clinical trial may have one or several
sponsors.

Any sponsor may delegate, in a written
contract, any or all of its tasks to a
company, a research institution or an
organization/person fulfilling the
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Tov Kavovioué 536/2014 tng E.E.

Edv o EOO® mrpoTiBeTal va
TTPAYUATOTTOINOEI £TTIOEWPNON OTNV
ETMKPATEIA TOU | O€ TPITN XWPA OXETIKA
ME Hia ) TTEPICCOTEPES KAIVIKEG DOKIMEG
TTOU OlEvEPYOUVTAI O€ TTEPICOOTEPA ATTO
£Eva evolaQepOPEVa KPATN MEAN,
KOIVOTTOIEI TNV TTPOBEaT) Tou oTa AAAa
eVOIOPEPOUEVA KPATN MEAN, TNV
EupwTraikr) ETTpoTTA Kal Tov
Eupwtraikd Opyavioud dappdkou
MEow TNG TTUANG Tng E.E., kai Toug
EVNUEPWVEI OXETIKA E TA EUPAUATA TNG
€MBOeWPNONG.

O1 emBewpnTEG, 01 oTToi0I BlopifovTal
atré Tov E.O.®., utrékeivral otnv
UTTOXPEWON TAPNONG EUTTIOTEUTIKOTNTAG,
00AKIG ATTOKTOUV TTpécfacn o€
EMUTTIOTEUTIKEG TTANPOPOPIEC OTO TTAQITIO
EMOeWPNOTEWV 0PBAG KAIVIKNAG
TTPAKTIKAG, CUMQWVA WE TIG
EPAPUOCTEES KOIVOTIKEG DIATAEEIC, TNV
€Bvik) vopoBeaia r) Tig dieBveig
OUHQWVIEG.

Q¢ emBewpnTEC dlopifovtal UTTAAANAOI
Tou EO® o1 ot10i01 £€X0UV
TIPAYHOTOTTOINOEI TTANPEIG
TTAVETTIOTNHIAKEG OTTOUDEG 1 DlaBEToUV
I000UVOUN EUTTEIPIO OTOV TOUEQ TNG
IATPIKAG, TNG PAPHOAKEUTIKAG, TNG
@apuakoAoyiag, TnG ToEIkoAoyiag ) o€
GAANOUG OXETIKOUG TOEIG.

O EO® e€aogalilel TNV KATAAANAN
KatdpTion Twv emBewpnTwv GCP, TnVv
TAKTIKA ETTAVEEETAON TWV AVAYKWY
KATAPTIOAG TOUG Kal TN AN Twv
evOEDEIYUEVWV METPWV YIa TN OlATHPNON
Kal Tn ouvexn BeAtiwon Twv
IKOVOTATWY TOUG.

MNa 1o oko1d auTté o EO® petau
GAWV eQapudlel Kal euBuypappiCeTal
ME TIG KATEUBUVTNPIEG YPANMEG KOl
OpdoeIg eKTTAIdEUONG TWV ETTIBEWPNTWVY
GCP 110U dnpooiotrolei 0 EupwTTaikog
Opyaviopog Gapudkwy.

>¢€ KAOe TTEPITITWON 01 EMOEWPNTEG
GCP 10U EO® ogeilouv va yvwpifouv
TIG aPXEG Kal DIAdIKATIEG TTOU
epappodovTal Katd Tnv avamTuén Twv
QPAPHOKEUTIKWY TTPOIOVTWY Kal TNV
KAIVIKA €peuva, Tnv 1I0XU0UCA KOIVOTIKNA
Kal €BVIKN) vopoBeaia kai TIg
KATEUBUVTNPIEG YPAUMEG TTOU
eQapuoélovTal Katé T dIECaywyn Twv

conditions of Article 24 hereof. Such
delegation shall be without prejudice to
the responsibility of the sponsor,
regarding the safety of subjects, the
reliability and robustness of the data
generated in the clinical trial or
otherwise, in any other case.

The investigator and the sponsor may
be the same person.

The principal investigator shall assign
tasks among the members of the team
of investigators in a way which is not
compromising the safety of subjects and
the reliability and robustness of the data
generated in the clinical trial at that
clinical trial site.

Clinical trials inspections (Article 78 of
Regulation)

E.O.F. as competent Authority, shall
appoint inspectors to perform
inspections in order to supervise
compliance according to the rules of
good clinical practice and Regulation
(EU) 536/2014.

Where E.O.F. intends to carry out an
inspection on its territory or in a third
country with regard to one or several
clinical trials which are conducted in
more than one Member State
concerned, it shall notify its intention to
the other Member States concerned,
the European Commission and the
European Medicines Agency, through
the EU portal, and shall inform them of
its findings after the inspection.

The inspectors appointed by E.O.F.
shall be subject to confidentiality
obligations, whenever they gain access

to confidential information in the
framework of good clinical practice
inspections, in accordance  with
applicable EU provisions, national

legislation or international agreements.

E.O.F. employees who have completed
university studies or have equivalent
experience in the fields of medicine,

EOHMEPIAA THX KYBEPNHXZEQX

GOVERNMENT GAZZETTE ISSUE

Ap. DOAAoL 4131/Tebyog
B/22.12.2016

4131/B/22.12.2016

Page 27 of 51




KAIVIKWV JEAETWV

Kal Tn Xoprynon Twv adeiwv
KUKAOQOPIag @apudkwy, Kabwg eTTiong
va gival eE0IKEIWPEVOI JE TIG DIadIKATieg
KAl TO CUCTHAUATA KATAYPAPNG KAIVIKWV
OedoNEVWYV, UE

TNV opydvwaon Kal Tn vouoBeaia Tou
€BvikoU CUCTANATOG uyeiag Kal, EQOcovV
QTTQITEITAI, TOU CUCTANOTOG UYEiag
TPITWV XWPWV.

O EO® 1npei evnuepwuéva apxeia Twv
TTPOCOVTWY, TNG KATAPTIONG KAl TNG
TTEipag Tou KABE eBewWPENTH.

KaBe emBewpnTAS utToypdaQel
uTTEUBUVN BAAWGN CUNPEPOVTWY OTNV
oTToia dnuooioTrolei TRV UTTapén KABe
OIKOVOUIKOU 1} dAAou deopou 1 oxéong,
apeong n €upeang, Pe Ta
€MBOewpoUeva PéEPN, CUPPWVA HE TO
TTPOBAETTOPEVA TTEPI TNG APXNGS TNG
apepoAnyiag, otov Kwdika AIOIKNTIKAG
Aladikaociag. H dAAwaon auth
Aaupaveral uTtTéYn KATd TOV OPIoHO
ETTIBEWPNTWYV YIA JIG CUYKEKPIYEVN
€mMBewpnan.

O1 emBewpnoelg opBRg KAIVIKAG
TIPOKTIKAG JTTOPOUV VA
TTPaYHATOTTOI0UVTAl OTIG aKOAOUBES
TTEPITITWOEIG:

Q) TTpIV, KaTd TN OIAPKEIQ | META TN
ole€aywyn Twv KAIVIKWV JEAETWY,

B) oTo TTAQiCIO TOU EAEYXOU TWV
AITNOEWV yia xopriynon adsiag
KUKAOQOPIag @apudkwy,

y) oT1o TTAaiolo Tng a&loAdynaong Trou
ETTETAI TNG XOPryNong adelag.

O EO® 1npei apxeia yia TG eBVIKES Kal,
KaTa TTEPITTTWOT, DIEBVEIG ETOEWPAOEIG,
TTEPIAAUPBAVOUEVWV TWV OTOIXEIWV
OUMMOPPWONG WE TNV 0pBr) KAIVIKA
TTPAKTIKA KAl TWV EVEPYEIWV TTOU
ETTOVTAI TWV €V AOYW ETTIOEWPNOEWV.
>¢& TTEPITITWON UTTOROANG aitnong oTov
EO® yia adeia oAIKNAG 1) MEPIKAG
die€aywyng KAIVIKAG OOKIPAG O€ OTPaTI-
WTIKA eyKataoTaon (1T.X. OTPATIWTIKO
VOOnAeUTIKS idpupa, EpYOOTHPIO
avaAuong BIoAoyIKwv dEIYUATWY,
K.A.TT.), auTr} Ba TTPETTEl va OUVODBEUETAI
atTd uTTEUBUVN dAWGN Tou KUPIoU
epeuvnT aAAG kail Tou AloIKNTA TNG
OTPATIWTIKAG £yKATAOTAONG OTTOU
UTTAYETAI TO £PEUVNTIKO KEVTPO, OTNV

pharmacy, pharmacology, toxicology or
in other relevant fields are appointed as
inspectors.

E.O.F. shall ensure that the GCP
inspectors are adequately trained, that
their training needs are regularly
reviewed and that the appropriate
measures for the maintenance and the

continuous enhancement of their
competencies are taken.
For this purpose, E.O.F., amongst

others, implements and complies with
the guidelines and training actions
regarding GCP inspectors published by
the European Medicines Agency.

In any case GCP inspectors are obliged
to be aware of the applicable principles
and the procedures in the course of
development of medicinal products and
clinical research, the applicable EU and
national legislation and the guidelines
implemented in the conduct of clinical
studies and the granting of marketing
authorisations for medicinal products,
as well as to be familiar with the clinical
data recording procedures and systems,
the organization and legislation of
national healthcare system and the
healthcare system of third countries, if
required.

E.O.F. keeps up-to-date records of the
qualifications, training and experience of
each inspector.

Each inspector shall sign a solemn
declaration of interests by means of
which he/she make publicly available
any financial or other affiliation or
relationship, directly or indirectly, with
the parties inspected, in accordance
with the provisions of the Greek Code of
Administrative Procedure regarding the
principle of impartiality. Such
declaration shall be taken into account
upon appointment of inspector for a
particular inspection.
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oTToia Ba avagEpeTal pnTwG OTI
EMTPETTETAI N €i0000G AvA TTACA OTIYHN
(TTpocIdoTTOINUEVA H ATTPOEIBOTTOINTA)
Kal yia oTTo108ATTOTE AOYO TWV
emBewpnTwWV Opbng KAIVIKAG
MpakTikAG (GCP) Tou EO® N
aANOBATTNG apuddIOG EAEYKTIKAG ApXAS
(17.%. emBewpnTwv GCP KpaTtwyv —
pMeAwv TG E.E, 1o FDA, k.4)

2Ta EVTUTTA OuyKaTABeong Twv
a0Bevwv Ba TTPETTEI VO UTTAPXEI CAPAS
avagopd ot 0Aa Ta dedouéva Tng
KAIVIKAG DOKIUAG duvavTal va eAeyxBouy,
€KTOG aTTd TOoug £MBewpPNTEG OPONg
KAvikig MNpakTikns (GCP) Tou EO®

Kal a1rd avTioTOIXOUG £TTIOEWPNTEG
GAANG, aAAOBATTAG APPOdIaG EAEYKTIKAG
apxngs (m.x. Kpatoug — HEAOUG TNG

E.E, 1o FDA, Kk.4).

Katd mn didpkeia piag embswpnong
Op0bnc KAivikng MpakTikng (GCP) ol
EMOEWPNTES ETTITPETTETAI VO
XPNOIKOTTOIOUV Ta KATA TTEPITITWOTN
TTAEOV evOedeIyéva TEXVIKG Péoa (TT.X.
PWTOTUTTIEG, PWTOYPAPIESG, WNPIOKES
OOPWOEIG, NXOYPOAPHOEIG, AKOUN Kal TN
Aflyn autouaiou Tou akAnpou diokou A
TTEPIPEPEIAKWIV) VIO TN Afwn
ATTOOEIKTIKWY OTOIXEIWV Kal TV ApTIA
TEKUNPIWON YEYOVOTWY Il KOTACTACEWY,
uTTé TNV TTPOUTTOBECT OTI £XOUV
TIPONYOUUEVWG EVNUEPWOEI OXETIKA
TOUG €TTIBEWPOUNEVOUG.

2€ TTEPITITWON EVOEICEWVY YIa TN
oToIXEI0BETNON GoBapwv adIKNUATWY
(T7.X. a1rdTng, TTAACTOYPAYIag, K.A) ol
EMOEWPNTEG OPEIANOUV VA EVNUEPWVOUV
AUEDQ TIG APPODIES EI0AYYEAIKEG APXES
TTPOKEINEVOU VA TOUG TTapacyeDei

KABe avaykaia dIKaoTIKA ouvOPOWN..

Apbpo 14
AOTIKN Kal TTOIVIKK) €uBUvn

O1 diatageig Tou Kavoviopou (E.E.)
536/2014 kai TNG TTapoucag aTTéPaong
dev Biyouv TNV ACTIKN KAl TTOIVIK)
€ubuvn ToU Xopnyou, Tou Kupiou
EPEUVNTA KAl TWV PMEAWV TNG EPEUVNTIKAG
ouadag.

H avaBeon, atrd Tov xopnyo i Tov KUPIO
€PEUVNTA 1} OTTOIOVOATTOTE GAAO
EMTTAEKETAI OTN BIECAYWYT) TNG KAIVIKAG
OOKIUAG, MEPOUG 1] TOU CUVOAOU TwV

Good clinical practice inspections may
take place in the following cases:
a) prior to, during or after the
conduct of clinical trials,

b) in the framework of an
application for a marketing
authorization for a medicinal
product

c) in the framework of the
assessment following the

granting of the authorization

E.O.F. keeps archives with the national
and, as appropriate, international
inspections, including the data referring
to compliance with good clinical practice
and the actions following such
inspections.

In case of submission of an application
to E.O.F. for authorization of the
conduct, partially or totally, of a clinical
trial at military facilities (e.g. military

medical institution, laboratory for
analysis of biological samples, e.t.c.),
such application should be

accompanied by a solemn declaration
of the principal investigator as well as of
the commander of the military facilities
where the clinical trial site belongs, by
means of which it shall be explicitly
stated that entry to Good Clinical
Practice (GCP) inspectors of E.O.F. or
foreign competent supervisory authority
(e.g. GCP inspectors of EU Member
States, FDA, e.t.c.) is permitted at any
time (upon notice or without notice).

The (informed) consent forms of the
subjects should clearly refer that all
clinical trial data may be inspected, in
addition to the Good Clinical Practice
(GCP) inspectors of E.O.F.,, by
respective inspectors of other, foreign
competent supervisory authority (e.g.
such of an EU Member State, FDA,
e.t.c.)

During the Good Clinical Practice (GCP)
inspection, the inspectors are allowed to
use the appropriate each time technical
means (e.g. photocopies, photographs,
digital scans, audio recordings, even the
delivery of the hard disc as a whole or
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OPMOBIOTATWY Kal KaBNKAVTWY Tou f N
TTapoxn €€oucioddTnong yia TN
OIEVEPYEIQ OUYKEKPIMEVWV TTPAGEWY, DEV
Biyouv Tnv katd vouo €ubuvn Toug.
MapdAAnAa &¢ pe autolg eubuveTal,
aAANAEYYUWG Kal €1 OAOKANPOV, KATA TO
AGYO €uBUVNG TOU Kal TO TIPOCWTTO TTOU
EVAPYNOE OTa TTapaTTavw TTAaiola.

ApBpo 15

Atro{nuiwon
MNa 10 die€aywyn TG KAIVIKAG BOKIWAG, O
XopNnyog ogeilel va £xel cUVAYEL KAl va
dlatnpei o€ 1I0XU cUuBacn acedAiong,
ME a&IOTTIOTN aOQAAICTIKA £TAIPEIQ TTOU
£dpelel og kKpaTog péAog Tng E.E., yia
TNV KAAUWN NG
€uBUVNG TOu XOopPnyou, TOU Kupiou
EPEUVNTNA KAl TWV MEAWV TNG EPEUVNTIKNG
opadag. To UYog TNG, yia TIG OOKIUEG
TToU SIEEAYOVTAI OE EPEUVNTIKA KEVTPA
™G EAANVIKAG
ETTIKPATEIOG TTPETTEI VA KAAUTITEN TIG
evOeXOPEVEG BAGREG  avaTTnpieg TTou
Ba TTpoKUWOoUV aTTO T CUMPMETOXN OTNV
KAIVIKF) HEAETN KA, O€ TTEPITITWON
BavdTtou ] dIapKoUg avikavoTnTAg TTPOG
epyaacia, Ba avépxetal TOUAGXICTOV
o€ 300.000,00 eupw ava cuuueTEXOVTA.
OAa ta uTrd £peuva QApUaKka,
ETTIKOUPIKA QAPHAKA, IATPOTEXVOAOYIKA
TTPOIGVTA TTOU XPNOIYOTTOIOUVTAI YIa TN
Xopnynon @appaKkwy, KaBwg Kal OAEG ol
d1adikaoieg TToU aTTaIToUVTal
aTTd TO TIPWTOKOANO TNG KAIVIKIG
OOKIUAG, TTepINapBavopévng TNG
O1dyvwong Kal atrokaTdoTaong Tuxov
QVETTIBUUNTWY EVEPYEIWV TTAPEXOVTAI
EVTEAWG DWPEAV ATTO TO XOpNnyo, XWpig
Kapia empdpuvon Tou VOoNAEUTIKOU
IOPUNATOG, TOU GUUMETEXOVTA 1) TOU
QO@AAIOTIKOU TO TAMEIOU A TNG IDIWTIKAG
TOU ao@AAIoNG. ZTa TTAPATTAVW
oupTtTEPIAaUBAvovTal Ol daTTAVES
EKTOKTWYV PETOKIVACEWY TWV
OUMMETEXOVTWYV aTTd Kal TTPOG TA
EPEUVNTIKA KEVTPA yIa AGyoug
QOQAAEING TWV OUPHPETEXOVTWV.
Emiong epiAappdavovtal o1 daTTdveg
METAKIVNONG TWV CUPUETEXOVTWV Yia
Olevépyela €I0IKWVY dIAyVWOTIKWYV
eCeTdoEWVY O€ €CEIBIKEUPEVD
O1ayvWOoTIKA KEVTPA TTOU
£XEl ETTIAEEEI O XOPNYOG VIO TIG AVAYKEG

peripherals) in order to obtain evidence
and appropriately document events or
situations, on condition that they have
provided prior notification in this respect
to the parties inspected.

In case of indications that may be
considered as serious offences (e.g.
fraud, counterfeiting  e.t.c.) the
inspectors are obliged to immediately
notify the competent prosecution
authorities so as to be provided any
necessary judicial/legal assistance.

Article 14
Civil and criminal liability

The provisions of Regulation (EU)
536/2014 and of this decision shall not
affect the civil and criminal liability of the
sponsor, the principal investigator and
the members of the investigating team.
The delegation, by the sponsor or the
principal investigator or any other
person involved in the conduct of the
clinical trial, partially or totally, of their
competencies or duties or the
authorization of certain tasks shall not
affect their legal liability. In addition, the
person acting within the aforementioned
framework, to the extent of his/her
liability, shall be jointly and severally
liable with them.

Article 15
Compensation

For the conduct of the clinical trial, the
sponsor is obliged to conclude and shall
maintain in full force and effect
insurance policy with a reputable
insurance company legally seated in an
EU Member State, to cover the liability
of the sponsor, the principal investigator
and the members of the investigating
team. The amount thereof, for the trials
being conducted in clinical trial sites
within the Greek territory must cover the
possible damages or disabilities
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NG KAIVIKAG doKIuAG. AvdAoya iIoxUouv
yIO TNV TTEPITTITWON EPNPAVIONG
QVETTIBUUNTNG EVEPYEIOG OTA TTAdICIO TNG
KAIVIKAG doKIuAG. KaBe avtiBeTog 6pog
OTa £VTUTTO OUYKATABEONG Bewpeital pn
YEYPAUMEVOGS, WG aVIOXUPOGS, AKOWUN Kal
€dv TOUTO dev emonuUavBei pntd ammod
Tov EO® 1} Tnv EEA.

Apbpo 16
Kupwoeig

1. Z10UG TTOPAPBATEG TOU Kavoviouou
(EE) 536/2014 ka1 Tng TTapoucag
amoéQaong EMMRAAAOVTAI Ol KUPW-

o€Ig Tou GpBpou 19 TTap. 5 A 1rep. 0)
Tou N.&. 96/1973(PEK A’ 172), 6TTug
I0XUEI, OTTWG TO UWOG TOug €XEl dIa-
MopewBei oruepa duvauel Tou Gpbpou
175 NG KOIVG UTTOUPYIKAG aTTdQacnS
AYT3a/32221/2013 (PEK B’ 1049),
Kal OTTwG avaTTPoCapPOCETal.

2. Mépav Twv avapePoPEVWY OTNV
TTponyouuevn TTapdypago, o EOP
ouvartal va eRAAel ye ammé@acn Tou,
TO JETPO TOU ATTOKAEICHOU QTTO
OUMUETOXN O€ KAIVIKEG

OOKIUEG 1 opydvwon auTtwy atrd 1 €wg
10 €1, TTOU CUVIOTA TAUTOXPOVA KAl
METPO TTPOOTACIOG TNG dNPOCIOG
uyeiag.

O1 TTapaTrdvw KUPWOEIG Kal JETPO
KaTaxwpeouvTal o€ €I0IKO UNTPWO TTOU
Ba Tnpei o EOP.

ApbOpo 17
Apxe100éTnon Tou KUpPIoU QakéAou
TNG KAIVIKAG SOKIUAG

O xopnyog Kal 0 epeUVNTAG
APXEIOBETOUV TO TTEPIEXOMEVO TOU
KUpIou @akEAOU TNG KAIVIKAG DOKIUAG
(Trial Master File - TMF) yia 25 £€1n peta
TO TENOG TNG KAIVIKAG doKIPAG. Ta
Baoikd £yypaga apxelioBeTouvTal KATA
TPOTTOV WOTE Va €ival auéowg dlabéaiua
otov E.O.®. A oTig apuddieg apxEG Twv
AOITTWV KPATWV PEAWYV, £QOOOV
¢nTnBouv. Ta yéoa TTou
XPNOIUOTTOIOUVTAI VIO TNV ATTOBNKEUON
TWV BACIKWYV YYPAPWY TTPETTEI VA ival

stemmed from the participation in the
clinical study and, in the event of death
or continuous disability for work, shall
be at least Euro 300,000 per subject.

All investigational medicinal products,
auxiliary medicinal products, medical
devices used for the administration of
medicinal products, as well as all
procedures required by the clinical trial
protocol, including the diagnosis and
rehabilitation/treatment of any adverse
reactions are provided totally free of
charge by the sponsor, without any
burden of the medical institution, the
subject or his/her insurance fund or
his/her private insurance.
Unscheduled/exceptional travel
expenses of the subjects from and to
the clinical trial sites for subjects’ safety

reasons are also included in the
aforementioned.
In addition, travel expenses of the

subjects to specialized diagnostic
centres selected by the sponsor for the
clinical trial needs are included. The
aforementioned apply respectively in
case of occurrence of an adverse event
in the framework of the clinical trial. Any
contradictory term in the (informed)
consent forms is considered as non-
written, as null and void, even if such is
not explicitly noted by E.O.F. or N.E.C..

Article 16
Sanctions/Penalties

1. The sanctions/penalties of Article 19
paragraph 5A point (i) of Legislative
Decree 96/1973 (Government Gazette
172/A), as in force, in the amounts
currently defined by virtue of Article 175

of the joint ministerial decision
DYG3a/32221/2013 (Government
Gazette 1049/B), and as may be
readjusted, shall be imposed on

infringers of Regulation (EU) 536/2014
and of this decision.
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KatdAAnAa waoTte va e€aa@alifouv Tn
o1aTrPENoN Twy eyYPAPWY aKEPAIWY Kal
EUAVAYVWOTWY KB 6An Tnv
TTPOoBAETTOMEVN TTEPIODO YUAAENG Kal
TNV aueon B€on Toug oTn d1GBgon Tou
E.O.®. ] Twv apuodiwv apXwv Twv
AOITTWOV KPATWY PEAWYV, EQOTOV
¢nTnBouv. OTtro10dATTOTE AAAAYR TWV
QPXEIWV TTPETTEI VA gival aviXveUOIN.
MeTagu Twv Bacikwyv eyypaewy Tou
KUplou @akéAou TNG KAIVIKAG doKIUAG Ba
TIPETTEI VO TNPEITaI KATAAOYOG OTOV
OTTOIO VO avapEPETAl UE CAPRVEIQ TO
ONMEIo TTPWTNG AVEUPEDNG TWYV TTNYAiWV
oedouévwy (source data location list). O
ev AOyw katdAoyog Ba TTpéTTel va gival
UTTOYEYPOUHEVOG aTTO TOV KUPIO
EPEUVNTA TTPIV TNV £vapén TNG KAIVIKAS
OOKIMNG.

O1 1aTpIKOi PAKEAOI TWV CUPHETEXOVTWV
apxeloBeTouvTal yia EAAGXIOTO XPOVIKO
d1doTnUa 25 €Twv atrd TNV TEAEUTAIQ
ETTIOKEWN TOU TEAEUTAIOU CUPUETEXOVTA
TNG KAIVIKAG DOKIUAG. avEEAPTATWG €AV
auTh die€dyeTal oe dNUOCIO 1) IDIWTIKO
VOONAEUTIKO idpupa.

KE®AAAIO I
Apbpo 18
EOvikl Emitpotrl AsovroAoyiag
(E.E.A))

H EBvikry EmtpoTtri AcovToAoyiag gival
avecapTnTo YVWHOBSOTIKG Opyavo,
TTaveAAaBIKNG eUPEAEIOG,
e€ouolodoTnuéVo va yVwHOOOTEN yia
TOUG OKOTTOUG Tou Kavoviouou
536/2014 1ng E.E., AapBavovtag utroywn
TIC ATTOYEIG YN EIBIKWY, 101AITEPA TWV
aoBevWV 1 TWV OPYAVWTEWV
aoBevwv.
2TIG YVWHODBOTIKEG APUOBIOTNTEG TNG
E6vikig EmTpotiig AcovToAoyiag
TepIAapBAavovTal Kal ol 9EOVTOAOYIKEG
TITUXEG TTOU OQOPOUV O€ KAIVIKEG
£€PEUVEG VIO I0TPOTEXVOAOYIKA TTPOIOVTA.
H EBvikr) EmtpoTr) AcovToAoyiag
atrapTifeTal atrd eTTAyYEAUATIEG UYEiag
Kal atrd un 1aTpIKa JEAN, Twy OTToI-
WV KaBrkKov gival va TTpooTaTelouV Ta
OIKalwuaTa, TNV ac@edAcia, Tnv
akePaAIOTNTA, TNV OIOTTPETTEIA KOI TV
uyEia Twv avBpwITWV TTOU CUPHPETEXOUV
o€ pia KAIVIKA SOKIYN Kal va TTapEXOUV
onuéoia dlacPaAion autng TNG

2. In addition to the provisions of the
previous paragraph, E.O.F. may impose
by a relevant decision thereof, the
measure of exclusion from participation
in clinical trials or organization thereof
from 1 up to 10 years, which
simultaneously constitutes a measure of
protection of public health.

The aforementioned sanctions/penalties
and measures are recorded in a specific
registry to be maintained by E.O.F.

Article 17
Archiving of the clinical trial master
file

The sponsor and the investigator shall
archive the content of the clinical trial
master file (TMF) for 25 years after the
end of the clinical trial. The essential
documents shall be archived in a way
that they are readily available to E.O.F.
or to the competent authorities of the
other Member States, upon request.
The media used to store the essential
documents shall be suitable so as to
ensure the maintenance of the
documents integral (in their entirety)
and legible throughout the defined
storage/retention period and the
immediate availability thereof to E.O.F.
or to the competent authorities of the
other Member States, upon request.

Any alteration to the files shall be
traceable. A source data location list
should be kept among the essential
documents of the clinical trial master
file. Such list should have been signed
by the principal investigator before the
start of the clinical trial.

Medical files of subjects shall be
archived for a minimum time period of
25 years as of the final visit of the last
subject of the clinical trial, irrespective

EOHMEPIAA THX KYBEPNHXZEQX

GOVERNMENT GAZZETTE ISSUE

Ap. DOAAoL 4131/Tebyog
B/22.12.2016

4131/B/22.12.2016

Page 32 of 51




TpooTaciag. Aedopévou OTI, cUPPWVa
ME To apBpo 8 Tou Kavoviouou
536/2014, k&Be evdiapepOuEVO KPATOG
MENOG evnuEPWVEI TOV XOPNYO HECW TNG
NAEKTPOVIKNG TTUANG TNG E.E. €dv €xel
€YKPIOE N KAIVIKY) dOKIWN, €AV n £YKPIOT
TNG UTTOKEITAI O€ OPOUG N €AV €XEI
atroppIPBei, N &€ evnuépwaon yivetal Pe
Mia gévo atmégaon ava KpaTog PEAOG
TTOU OUMMETEXEI OTNV KAIVIKF] DOKIMN, YIO
TO OuvTOVIOUO peTagu EOD kai EEA kai
NG dIatuTTwong TeAIKAS atrdéeaong o
EBvik6g Opyaviouog dapudkwv
avaTTuoael TIG akOAouBeg
OpacTNPIOTNTEG:

a) dIEUKOAUVEI TNV avTaAAayn
TTANpPoPOpPIWY PETAEU Tou EBvIKOU
OpyaviopoUu Papudkwyv Kal TG EBVIKAG
Emtpotig Acovroloyiag

B) ouvtoviCel TNV avaTTITUEN KAl TN
dlaTApNOoN £VOG EVIAIOU CUCTANATOG
TTANPOPOPIWY YIA TIG KAIVIKEG DOKIUES
PAPUAKWY

y) AlaxeipiCetal Tn Baon 6edouévwy Tou
EBvikou Mntpwou Bioiatpikn¢ Epeuvag
(E.Mn.B.E.).

0) Mapéxel cuPBOUAES yia dIadIKaoTIKA
B&uara TTou aPopouV KAIVIKEG DOKIMES
QAPHAKWY.

€) kaBopilel Tov TPOTTO GUVEPYACTIiag Tou
EO® pe 1nv EEA kai KG0e oxeTIKO
01adIKAOTIKG CATAMO KAl AETTTOUEPEIQ.

Apbpo 19

2uykpoTtnon Tng E.E.A.
H EEA ouykpoTeiTal Kal OTEAEXWVETAI UE
atmoégaon Tou YTroupyou Yyeiag YeTd
atré TTpdéTacn Tou MNpoédpou Tou EOD.
H EEA cival 10peAAg kal atToTeAEiTal
atTd 6 ETMOTAPOVEG TOU TOUEA TNG
uyeiag, éva vouiko, éva BeoAdyo,
évav emoTAPova e e€eidikeuon oTn
BionBIkA kai éva un €181k TTOU
EKTTPOOWTTEI TO CUPQPEPOVTA TWV
a0BEVWV,TTPOEPXOUEVO ATTO VOUIUA
ouoTaBEV CWHOTEIO BIACPAANIONG TWV
OIKalwudTwy acBevwv. Madi pe Ta
TaKTIKG, opiovTal Kal IoapIBua,
QVTIOTOIXWV EIBIKOTATWY,
avatTAnpwuaTik& YEAN.

of whether such clinical trial shall be
conducted at a public or private medical
institution.

CHAPTERIII

Article 18
National Ethics Committee (N.E.C.)

The National Ethics Committee is an
independent consultative/advisory body
of nationwide scope, empowered to give
opinions for the purposes of Regulation
(EU) 536/2014, taking into account the
views of laypersons, in particular
patients or patients’ organisations.

Ethical aspects concerning clinical
studies on medical devices are included
among the consultative/advisory
competencies of the National Ethics
Committee.

The National Ethics Committee shall be
composed of health professionals and
non-medical members, the duty/task of
whom is to protect the rights, the safety,
the integrity, the dignity and the health
of the persons participating in a clinical

trial and to publicly ensure such
protection.

Given that, according to Article 8 of
Regulation (EU) 536/2014, each

Member State concerned shall notify
the sponsor through the EU portal as to
whether the clinical trial is authorised,
whether it is authorised subject to
conditions, or whether authorisation is
refused, whereas notification shall be
done by way of one single decision per
Member State participating in the
clinical trial, for the coordination
between E.O.F. and N.E.C. and the
formulation of the final decision the
National Organisation for Medicines
carries out the following activities:

a) facilitates the exchange of
information between the National
Organisation for Medicines and the
National Ethics Committee

b) coordinates the development and
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O YTtoupydg Yyeiag opilel Tov MNpdedpo
kal Tov AvTitrpoedpo Tng EEA. 2¢
TTEPITITWON ATTOUCIAG 1] KWAUUATOS TOU,
o MNpodedpog avatTtAnpwveTtal ammd Tov
AvTiTp6edpo,

o€ OAa TOU Ta KABAKOVTA. Z€ TTEPITITWON
aTTOUCiaG i KWAUUATOG Kal TwV dUO,
avattAnpwvovTal aTrd To apXaIdTEPO
TWV €K TWV ETIOTNUOVWY UYEiag
TTAPIOTAPEVO PENOG.

H ouvBeon 1ng EEA trpétrel va
e€ao@aAilel TNV ave¢apTnaia Twv
ATTOPACEWV TG, KABWG Kal TNV
ETTAPKEIA KOl EUTTEIPIO OXETIKA ME TN
peBodoAoyia TNG KAIVIKAG £peuvag, TIG
NBIKEG KAl VOUIKEG TTAPAPETPOUG, TNV
(papuakoAoyia Kal TNV IaTPIKN
TEPIBaAYN.

Ta yéAn Tng EEA Ba Trpétrel va
QVTITTPOCWTTEUOUV Kal T dUO QUAQ,
KaBwg Kai éva eupu nAIKIOKS @aopa.
Ta péAn Tng EEA trpétrel va aokouv Ta
KABAKOVTA TOUG WG eAeUBepa GTOA K,
O€ Kapia TTEPITTTWON, WG EKTTPOCWTTOI
TTOU akoAouBouv odnyieg atmd dAAoug
POopEig, aveEapTATWG TOu Popéa
TTPoéAEUOAG TOUG. Q¢ €K TOUTOU,

Atoua TToU aTrd TNV €TTAYYEAUATIKNA 1)
AAAN 1I010TNTA TOUG, EVOEXETAI VO
akoAouBoUv odnyicg atrd AAAOUG QopEig
TTOU UTTOPOUV VA QOKNOOUV ETTIPPON
MEOW auTwyV TWV aTéPwy oTnv EEA, dev
EMTPETTETAI VA gival JEAN AuThG.

Ta pé€AN TNPoUV TIG apXEG TNG
EMTTIOTEUTIKOTNTAG (ATTOPPNTO) KAl gival
atraAAaypéva aTTO avTIKPOUSHEVA
ouugépovta. Ta Bloypa@ikd
ONMEIWMATA TWV HEAWV TNG

EEA 6a trpétrel va dnuooicuovTal KaTd
TNV av@Anwn Twv KaBnKOvTwvy Toug Kal
va evnuUEpWVoOVTal o€ €TroIa Bdon

Katd Tnv didpkeia Tng Bnreiag Toug. Ta
MEAN e TO BIOPIoHO TOUG UTTOXPEOUVTAI
VO CUUTTANPWVOUYV, JE EuBUvVN

Tou MpoEdpou Tng EEA, €101kriy ARAwonN
2UPQEPOVTWY OTNV OTTOIO EUPAivovTal
OAEG Ol TUXOV OXEOEIG TOUG ME

mBOavoUg QOpPEIG TTOU £€XO0UV CUPUETOXNA
1 evOIAQEPOV O€ KAIVIKEG DOKIMEG.
YTroypdagouyv €1Tiong, €TTINEAEIO TOU
Mpoédpou Tng, uttelBuvn drAwaon
EUTTIOTEUTIKOTNTAG, ETNCIWG
avaveouuevn. To yélog duvartai va
TTapaITNBei oTToTESHTTOTE ATTO TNV

maintenance of a single information
system for clinical trials on medicinal
products

Cc) manages the database of the
National Bioethics Research Registry
(N.B.R.R.)

d) advises on procedural matters
concerning clinical trials on medicinal
products

e) determines the way of cooperation
between E.O.F. and N.E.C. and any
relevant procedural matter and detail.

Article 19
Formation of the N.E.C.

N.E.C. is formed and staffed by means
of a decision of the Minister of Health
following a proposal of the Chairman of
E.OF. N.E.C. is a 10-member
committee and shall consist of 6
scientists of the health sector, one legal
expert, one theologian, one scientist
specialized in bioethics and a layperson
representing the interests of the
patients, coming from a legally
established association for the ensuring
of patients’ interests. Together with the
members, an equal number of alternate
members of respective specialties are
appointed.

The Minister of Health appoints the
Chairman and the Vice-chairman of
N.E.C.. In case of absence or
impediment thereof, the Chairman shall
be replaced by the Vice-chairman
performing all duties/tasks thereof.

In case of absence or impediment of
both of them, they shall be replaced by
the most senior (longest-serving)
member among the health scientists
being present. The composition of
N.E.C. should ensure the independence
of the decisions thereof, as well as the
adequacy and experience regarding the
methodology of the clinical study,
ethical and legal parameters,
pharmacology and medical care.

The N.E.C.

members  of should
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EEA ue €yypaen €1doTroinon Tpog Tov
Mpdedpo. Ta peEAN TTPETTEI Va
TTOPEUPIOKOVTAI TOUAAXIOTOV OTO

75% TWV £THOIWV OUVEDPIACEWY TNG
EEA. Z¢ repiTrTwon atmouagiag amo
TEPIOOOTEPES ATTO 25% TWV ETHOIWV
ouvedPIAoEWY (ME 1 XWpPig aImioAdynon)
N aTTwAEIa TNG 1810TNTAG TOU PEAOUG
ETTEPYETAI AQUTODIKAIWG YE DIATTIOTWTIKN
Tpagn Tou MNpoédpou Tng EEA. O
Mpdedpog c1doTTOIEl EYYPAPWC TO PEAOG
yia TNV aTTWAEIa TNG 1I816TNTAG TOU Kal
KOIVOTTOIEI TN OXETIKA TTPAEN oTov EOD
Kal Tov YTroupyo Yyeiag. e TTepiTrtwon
adpdveiag Tou Mpoédpou TG EEA,

N dSIATMOTWTIKY TTPALN £KBIdETAI ATTO TOV
Mpdedpo Tou A.Z. Tou EO®, oToVv oTroio
o ypauparéag NG EEA utroxpeouTal va
KovoTrolei avé €€ (6) priveg Tnv
KATAOTOON N CUPPETOXNG TWV UEAWV.
2 € KABe TTEPITITWON ATTWAEING TNG
1I010TNTAG TOU YEAOUG TNG EEA, 0
YTtroupydg Yyeiag Tpopaivel otnv
QVTIKATAOTACT TOU €vTOG £€nvTa (60)
NUEPWYV, PETA aTTO TTPOTACN

Tou Mpdedpou Tou EOD.

MNa tn die€aywyn NG ouvedpiaong g
EEA atraiteital amrapTia, n otroia
EMTUYXAVETAI PE TNV TTapouaia £EI (6)
TouAdxioTov peAwv NG EEA. H atrapTia
TTPETTEI VO TTEPIAGUPBAVEI TOUAdYIOTOV
TPEIG ETTIOTAPOVEG TOU TOPED TNG

UYEiag Kal ATOPO PN avAKov o€
eTTayyeApa vyeiag.

H EEA ptropei va ocuppouleurei
OTTOIOONTTOTE TTPOCWTTO BEWpPEI OTI
TTANPOI TIG ATTaPAITNTEG TTPOUTTOBECEIG
yla TNV TTapoxr €¢EIBIKEUPEVNG
agloAéynong yia tnv e&€Taon
OTTOI00ONTIOTE EPEUVNTIKAG TTPOTACNG 1
MEPOUG QUTAG, UTTO Tov 6po OTI TO
TTPOCWTTO AUTO OEV CUUUETEXEI TNV
uTTO £yKpIon KAIVIKEA dOKIUR, Ogv avTAei
Aueca A EUUECT CUPQEPOVTA aTTO TOUG
OUVTEAEOTEG TNG KAIVIKNG DOKIUAG

Kal 6Tl Ba deouEUTEN va TNPROEI TO
amoppnTo. O CeIdIKEUUEVOG
ETTIOTHPOVAG CUPMETEXEI OTIG
OuVEDPIACEIG WG TTPAYHOTOYVWHWY
XWpig dIkaiwua yrRgou.

H OnTeia Twv peAwv givar TPIETAG Kal
QVAVEWOIWN.

Ta puéAn 1ng EEA éxouv Tnv idia aoTIKN
Kal TTOIVIKI) €UBUvVN Pe Ta JEAN Tou A2,

represent both genders, as well as a
wide age range.

The members of N.E.C. should perform
their tasks as free individuals and, by no
means, as representatives who follow
instructions of other bodies, irrespective

of their origin institution. Therefore,
individuals who, due to their
professional capacity or any other
capacity whatsoever, may follow
instructions of other bodies that may
influence N.E.C. through such
individuals are not allowed to be

members thereof.

The members shall comply with the
confidentiality (secrecy) principles and
shall be free of any conflict of interests.
The curriculum vitae of the members of
N.E.C. should be published upon
undertaking of their duties and be
updated on an annual basis during their
term. Upon the appointment thereof, the
members are obliged to complete,
under the responsibility of the Chairman
of N.E.C., particular Declaration of
Interest where any and all relationships
thereof with any bodies that participate
or have interest in clinical trials are
indicated. They also sign, on the
initiative of the Chairman of N.E.C.
solemn declaration of confidentiality,
annually renewable.

The member may resign from N.E.C. at
any time upon written notice to the
Chairman.

The members should be present at
least at 75% of the annual meetings of
N.E.C.. In case of absence in more than
25% of the annual meetings (with or
without justification) loss of membership
shall occur ipso jure by a declaratory act
of the Chairman of N.E.C.. The
Chairman notifies in writing the member
of the loss of his/her membership and
communicates the relevant act to E.O.F.
and the Minister of Health. In case of
inaction of the Chairman of N.E.C. the
declaratory act is issued by the
Chairman of the Board of Directors of
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Tou EO®, kaBwg e1TioNg TNV €UBUVN TOU
apBpou 9 Tmap. 5 Tou N. 1316/1983. Ta
OTOIXEiO TTOU TTEPIEPYXOVTAI OE YVWON
TOUG, €ival yéxpl Tn dnuoaicucn Toug,
aToppnTaA.

Apbpo 20
AppodiodTnreg E.E.A.

2Upowva pe Tov Kavoviouo (E.E.)
536/2014:

H EEA a&loAoyei 1o pépog Il TnG apxIKAg
aiTnong Kal cuvtaooel ékBeon
agloAdynong. Etriong agloloyei Tig
OUCIAOTIKEG TPOTTOTTOINCEIG TWV
EYKEKPIUEVWY KAIVIKWYV DOKIUWVY.

MNa va yvwpodotAoel, n EEA AapBdavel
€I0IKA UTTOWN Ta akOAouBa aToIxXEIa:

a) Tnv die€aywyn TNG KAIVIKAG SOKIUNG
OUPQWVA E TIG YEVIKOTEPA ATTODEKTEG
0eOVTOAOYIKEG apxéG, TN dlaKApUEgn Tou
Helsinki, TIC apx£g Kal Ta TTPOTUTTA TNG
Opbric KAIviknG MpakTIKAG,

) Tov TPOTTO ETTIAOYNAG TWV
OUMMETEXOVTWVY,

Y) KaTd TG0V n afloAdynon NG oxXEong
TIPOCOOKWHEVNG WPEAEIOG TTPOG TOV
eVOEXOHEVO KiVOUVO gival IKOVOTTOINTIKNA
Kal KaTé TTO00 Ta CUMTTEPATUATA Eival
aimioAoynuéva,

0) TNV eTTAPKEIA TOU EPEUVNTA KaI TWV
OUVEPYATWY TOU KalI TNV KATaAAnNASTNTO
TWV KEVTPWY dIEEaywyng KAIVIKWV
OOKIUWV,

€) TNV opB4TNTA KaI TTANEATNTA TWV
YPATITWY TTANPOPOPIWYV TTOU TTAPEXOVTAI
OTOUG CUPUETEXOVTEG, TN OI0DIKOTIA TTOU
eQapudleTal yia TN AYn TNG
ouykataBeong

Kal TNV AITioAGynon TnG €pPEUvag o€
dtoua SIKAIOTTPAKTIKA avikava va
OWOOouUV TNV ouyKaTAaBear| Toug,

¢) Ta TTPOPRAETTOMEVO PETPO VIO TNV
atrokardoTaon ) TNV amolnuiwon o€
mepiTrTwon BA&GBNS TNG uyeiag Toug

| ©avaTou TTou aTTodidETAI OTNV KAIVIK
doKiun,

n) KaBe ac@aiion f arrolnuiwaon TTou
KQAUTTITEI TNV €UBUVN TOU £pEUVNTH Kal

E.O.F., to whom the secretary of N.E.C.
is obliged to communicate every six (6)
months the members’ non-participation
list.

In case of loss of N.E.C. membership,
the Minister of Health proceeds with the
replacement of the member within sixty
(60) days, following a proposal of the
Chairman of E.O.F.

For the convening of the meeting of
N.E.C. a quorum is required, which is
achieved by the presence of at least six
(6) members of N.E.C. Quorum should
consist of at least three scientists of

health sector and a person not
belonging to a health profession.
N.E.C. may consult any person

whatsoever it considers that it fulfills the
necessary conditions so as to provide
specialized assessment for the review
of any research proposal or part thereof,
on condition that such person shall not
participate in the clinical trial under
authorization, shall not have direct or
indirect interests towards the
participants of the clinical trial and that
he/she shall be committed to comply
with confidentiality (secrecy).

The specialized scientist shall
participate in the meetings as expert
without voting rights.

The term of the members shall be of
three-years and can be renewed.

The members of N.E.C. have the same
civil and criminal liability with the
members of the Board of Director of
E.O.F., as well as the liability of Article 9
paragraph 5 of Law 1316/1983. Data
that may have come to their knowledge
until it has been made publicly
available, is confidential (secret).

Article 20
Competencies of N.E.C.

According to Regulation (EU) 536/2014:
N.E.C. shall assess part Il of the initial
application and shall draw up the
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TOU xopnyou,

0) To UWog Kal Tov TPOTTO KATAPBOARS
KABe evdexOUEVNG APOIBAG N
atmonMiwong TwWv £PEUVNTWY Kal TWV
OUMUETEXOVTWYV KAl TO TTEPIEXOMEVO
oTToI000NTTOTE CUPBAONG METAEU TOU
XOopnyou Kal TOU KEVTPOU,

1) TN CUPPOPPWON UE TOUG
EQPAPUOOTEOUG KAVOVEG YIa T CUAAOYR,
TN QUAAEN Kal TN HEANOVTIKA Xpron
BioAoyikwyv deyUATWY TOU
OUMUETEXOVTOG,

K) av dlac@alifeTal TO SIKAiWPO TwV
OUMUETEXOVTWV

Y0 0€BaCUO TNG CWHATIKAG KOl WUXIKAG
TOUG QKEPAIOTNTAG, TO BIKAIWUA TOUG Yia
I0IWTIKA {wH, KABWC Kal yia TNV
TTPOCTACIA TWV TTPOCWTTIKWY TOUG
0edOoNEVWV OUPPWVA UE TO
TpoBAeTTOpEVa oTNV 0dnyia 95/46/EK

Ta TTapatrdvw e@apuofovTal avaldywg
OTIG KAIVIKEG £EDEUVEG TTOU QPOPOUV O€
IATPOTEXVOAOYIKA TTPOIOVTA.

Apbpo 21

EuBuveg TG EmiTpOTTiig
H EEA TTapéxel EUTTIOTEUTIKO
ATTOCTTIACHA TWV TIPOKTIKWY TWV
ouvedpIdoewy, e duvaTOTNTA
QATTOAOIPNG TUXOV EUTTIOTEUTIKWY A
QTTOPPNTWYV OTOIXEIWV, KATOTTIV EIDIKNG
aiTNoNG TOU AITOUVTOG TNV £YKPION TNG
KAIVIKAG BOKIUNG 1} éTTolou GAAOU
QITIOAOYEI APECO £VVOUO CUPQEPOVY,
oTnv oTroia Ba TrepIExeTal Kal SNAwoN
TOU TTEPI TAPNONG TOU ATTOPPATOU TWV
OTOIXEIWV TTOU TTEPIEXEL.
H EEA ouvedpiddel TakTiké 600 Qopég
TO MVA KOl EKTOKTA, avAAoya PE TIG
avAaykeg AsiToupyiag g, UOTEPA ATTO
ammogaon Tou MNpoédpou TnG, CUPPWVA
bE TIg dlaTtdgelg TG IoxUouoag KABe
@opa vouoBeaiag yia Ta cUANOYIKA
opyava. O MNpdedpog Tng EEA ouykaAei
Me TTPOOKANCN Kal euBuvn TG apuddIag
pauparteiag Ta yEAN NG EEA o€
ouvedpiaon, kabBopifovtag To Xpdvo Kal
Ta BépaTa NG nuepnolag diataéng. O

assessment report. In addition, it shall

assess the substantial modifications of

the authorized clinical trials.

In order to issue an opinion, N.E.C.

shall take particularly account the

following data:

a) the conduct of the clinical trial in
accordance with the generally
acceptable ethical principles, the
Declaration of Helsinki and the
Good Clinical Practice standards,

b) the way of selecting subjects,

c) to what extent the evaluation of the
ratio between anticipated benefits
as opposed to the potential risks is
satisfactory and to what extent the
conclusions are justified,

d) the adequacy/suitability of the
investigator and the collaborators
thereof and the suitability of the
clinical trial sites,

e) the correctness and completeness
of the written information provided
to the subjects, the applicable
(informed) consent procedure and
the justification for including in the
research subjects legally incapable
of giving (informed) consent

f) the measures that wil be
implemented for rehabilitation or
compensation in case of subjects’
health damage or death attributed
to the clinical trial,

g) any insurance or
covered the liability of
investigator and the sponsor,

h) the amounts and the arrangements
(way of payment) for rewarding or
compensating investigators and
subjects and the contents of any
agreement between the sponsor
and the site

i) compliance with applicable laws for
the collection, storage and future
use of biological samples from the
subject

compensation
the
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Mpdedpog NG EEA eAéyxel TTpIv aTTd
TNV évapén KaBe cuvedpiaong €av n Kol-
VOTTOiNON TNG TTPOOKANONG OTA PEAN
TTOU aTTOUCIAlouV £yIVE VOUOTUTTA Kal
olammoTwvel €dv uTTdpxel ammapTia. Tn
Oladikaoia Twv ouvedpIdoewy dlEuBUVEI
o MNpodedpog. O1 epyaacieg TNG EEA dev
gival dnudoieg TTPOKEINEVOU Ta PEAN va
duvavTal va eKPPACOoUV eAeUBEPA TIG
ATTOYEIG TOUG.

Edv katrolo péAog 1ng EEA éxel
OIKOVOUIKO, TTPOCWTTIKG ] dAAO
OUP@EPOV ATTO KATTOIA KAIVIKF) SOKIWN 1)
OTTOI00ATTOTE OXé0N TToU Ba PTTopoucE
va ETTNPEACEI TNV AUEPOANYIT TOU Kal
TTapioTartal oTn ouvedpiaon aTnv
OTTOi0 oUgNTEITAI N CUYKEKPIKMEVN KAIVIKE
OOKIUN, gV €XEl TO DIKAIWMA VO
OUUMETAOXEI O€ oUCNTAOEIG, OUTE

va Yn@ioel OXETIKA JE OTTOIOBATTOTE
(NTAMO aQopPd TN CUYKEKPIMEVN KAIVIKI)
ookiun. To pédog Tng EEA opeiAel

Va EVNUEPWOEl APETT OXETIKA TOV
Mpdedpo, 0 o1Toiog Ba PepIuvAOE! KATA
TO dUVATOV YIa TV AVATTARPWONR

TOU, Kal Ba TTPETTEl va ATTOXWPAOEI ATTO
TN ouvedpiaon TTPIV aTTd TNV £vapén g
oulnNTnong Kal oTTWOodATTOTE

TTPIV a1TO TNV OAOKARPWOT] TNG Kal TV
WNPOoPopia ETTi TOU CUYKEKPIUEVOU
Béuarog. OAeg o1 dnAwaoelg 1 GAAo
TTapdpoIo CATNUA TTOU PTTOPEI va
£TTNPEACEl TNV AUEPOANYIa TOU PEAOUG,
ONUEIWVOVTAI OTA TIPAKTIKA TNG
ouvedpiaong. Katd ta Aoitrd,
eQapudélovTal ol DIATAEEIS yIa TA
OUuAoyIKG Opyava.

H EEA atrogacilel katd TTAslogneia
TWV TTAPOVTWY PEAWY, EQOOOV UTTAPXEI
aTTopTia. Z€ TTEPITITWON IcoYnYiag,
uTTEPIOXUEI N WHPOG TOU
TTpoedpevovToG. H wneogopia cival
pavepn.

H EEA Asitoupyei cUp@wva Pe ypaTTTéG
diadikaoieg (Standard Operation
Procedures - SOPs), diatnpei ypatrté
apxEia Kal TTPAKTIKA TWV OuvedpPIdoEwY
KAl CUPHOPQWVETAI JE TIG APXEG TNG
OpB6ng KAIVIKAG TTPOKTIKAG

(Good Clinical Practice - GCP) kai pe Tig
I0XUOUCEG KAVOVIOTIKEG VOUOBETIKEG
pubpioelg.

H EEA evnuepwvel €Tnoiwg Tov EO®
Kal 10 YTroupyeio Yyeiag yia OAeG TIg

i) whether the rights of the subjects to
physical and mental integrity, to
privacy as well as to the protection
of data concerning to them in
accordance with the provisions of
Directive 95/46/EC is safeguarded

The aforementioned apply mutatis
mutandis  (respectively) on clinical
research concerning medical devices.

Article 21
Responsibilities of the Committee

N.E.C. shall provide a confidential
extract of the meeting minutes, with the
possibility of deletion of any confidential
or secret data, upon particular request

of the applicant for clinical trial
authorization or any other person
justifying direct legitimate interest,

where a declaration on compliance with
the confidentiality/secrecy of the data
incorporated shall be included.

N.E.C. shall meet ordinarily twice a
month and extraordinarily, depending
on the operational needs thereof, upon
decision of the Chairman thereof, in
accordance with the provisions of the
applicable legislation each time on
collective bodies. The Chairman of
N.E.C. convenes, on invitation and
under the responsibility of the
competent Secretariat, the members of
N.E.C. in a meeting, defining the time
and the items of the agenda. Prior to the
commencement of each meeting, the
Chairman of N.E.C. shall verify if the
communication of the invitation to the
absent members took place lawfully and
shall confirm whether there is a quorum.
The Chairman directs the meeting
proceedings.

The work of N.E.C. shall not be public
so that the members may freely express
their views.

If a N.E.C. member has financial,
personal or other interest in any clinical
trial or any relationship whatsoever that
could affect his/her impartiality and is
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YVWHES TTOU DIATUTTWVEL.

H EEA uttoBd&AAel otov YTTOoUpPYO
Yyeiag, eviog TpILOV UNVwV atro 10 TEAOG
KABe £TOUG, ETACIA YPATITA AVOQOPa
OXETIKA HE TIG OpacTnPIOTNTES TNG KATA
TO TTPONYOUNEVO £TOG.

H avagpopd kaBioTtatal diaBéaiun yia
onuéoIo £Aeyxo.

2€ auThv Ba avagépovTal:

1. Ta ovépaTta, €TTOYYEAUATIKA
atmaoX6ANon Kal CUVEPYATIEG TWV
MEAWV TNG ETMITPOTING KAl TWV
QVTIKOTAOTATWY TOUG

2. O apiBudg Kkal o1 NUEPOUNVIES TWV
ouvedpIdoEwY

3. O1 TTpoTACEIG TTOU EEETACTNKAV O€
K&Be ouvedpiaon

KaBwg Kai av dIaTuTTwenKe BeTIKA A
apvnTIKA yvwun

4. O xpbévog TTou JecoAdpBnoe armmo Tnv
atrodoxn TG

aitnong PEXPI TNV TEAIKA yVwWHoOAdTNOoN
yla K&0e aitnon.

Apbpo 22

Mpapuareia — ‘Edpa
MNa TNV €0pubun Asitoupyia Tng E.E.A.
opieTal paupaTeia, eMKEQANAS TNG
OTTOIaG €ival ETTIOTAMWY TOU TOMEQ
UYEiag JE YVWOEIG OTNnV KAIVIKE €pguva.
Me atmrégpaon Tou MNpoédpou Tou EOD,
opiCetal o Npappatéag TG E.E.A. kai
0 avattAnpwTAg Tou. H Mpappareia £xel
TIG AKOAOUBEG UTTOXPEWOTEIG:
a) Na diaxeipietal UVOAIKG TIG
OpaocTNPIOTNTES TNG
E.E.A.
B) Na emmkoivwvei pe GAoug Toug
evolapepopevoug kal Tov EOOD.
y) Na diao@aAilel 6T n E.E.A.
TTPOKEINEVOU VA EKTTANPWOEI TNV
QTTOOTOAR TNG TNPEI TO ATTAITOUPEVO
XPOovodidypauua.
0) Na kovoTrolgi TIg yVwPOodOTACEIG TNG
E.E.A.
H Npaupareia tng EEA givai utreuBuvn
yla Tn ouvTaén Twv YVWHOBOTHOEWY TNG
EEA kai Tnv evnuépwon Tou EO® kai ev
yével yia Tn Ajyn kai dioBifaon Twv
OXETIKWV eyypaewyv. Metd Tn Anén k&de
ouvedpiaong NG EEA n Mpapuarteia
AauBdvel Ta TPAKTIKG atrd Tov Mpdedpo

present at the meeting where the
particular clinical trial is being
discussed, he/she shall not be entitled
to participate in the discussions or to
vote regarding any issue concerning the
particular clinical trial. The N.E.C.
member shall be obliged to immediately
inform respectively the Chairman; the
Chairman shall procure for the
replacement of the N.E.C. member, if
possible. The N.E.C. member should
leave the meeting prior to the
commencement of discussion and in
any case prior to the completion thereof
and the voting on the particular subject-
matter.

All  statements/declarations or other
similar issue that may affect the
impartiality of the member shall be
recorded in the minutes of the meeting.
As for the rest, the provisions
concerning collective bodies apply.
N.E.C. shall decide by a majority of the
members present, if there is a quorum.
In case of an equal number of votes (i.e.
in the event of a tie) the Chairperson
shall have the casting vote. Voting shall
be by open ballot.

N.E.C. shall operate in accordance with
written Standard Operation Procedures
— SOPs, shall keep written files and
minutes of meetings and shall comply
with the principles of Good Clinical
Practice — GCP and the applicable
regulatory and legislative provisions.
N.E.C. shall inform on an annual basis
E.O.F. and the Ministry of Health about
all opinions formulated.

N.E.C. shall submit to the Minister of
Health, within three months as of the
end of each year, annual written report
regarding the activities thereof during
the previous year. The report shall
become available for public review.

The following data shall be mentioned
therein:

1. Names, professional occupation and
collaborations of the members of the
committee and their alternates
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N Tov AvTirpéedpo. Ta TTPaKTIKG
@Eépouv TNV uttoypa@n Tou Mpoédpou
OTO TENOG KAl TN JOVOYpPa®Pr TOU O€
KA&Be oeAida. Me Baon 1o TTEPIEXOHUEVO
TWV TTPAKTIKWY Kal Jovo n paupaTeia
OUVTAOOEl TIG YVWHODOTACEIG OXETIKA
ME TIG KAIVIKEG BOKIMEG TIG OTTOIEG APOU
uTTOYPOa@OUV atrd ToV TTPOEdPO 1 ToV
avaTTANPWTHA TOU, KOIVOTTOIEI TNV
apModIa uttnpeaia Tou EOO.

H yvwpodotnon 1ng EEA mpétrel va
TTEPIEXEI AVAPOPG OTOUG KAVOVEG
deovToAoyiag oUPQWVa UE Ta OpPICOUEVa
oT0 GpBpo 7 Tou Kavoviouou 536/2014
NS E.E., KaBwg kal oTa onueia Ta
OTToi0 KATA TNV Kpion TNG TTPETTEI va
BeATiwBoOUY, TpoTTOTTOINBOUY,
QVTIKaTaOTABOUV 1) aTTaAgipOouv. ¢
TTEPITITWON BIOTUTTWONG APVNTIKAG
YVWHNG, QUTA TTPETTEN va gival TTANPWG
Kal €10IKWG AITIoAoynuEvN.

H yvwpodotnon Ba TTpETTel va TTEPIEXEI
eTTiong ava@opd oTov EAeyX0 Kal TV
atrodoxn A Un Tou cuvoAou Tou
TTANPOPOPIOKOU UAIKOU TToU AauBavel o
OUMUETEXWV (BRAWON ouykaTdBeong
META aTTd evnuUépwan,
OUMTTANPWHATIKES TTANPOPOPIES K.ATT.).
H Mpapuarteia Tnpei autoTeEAEG
TTPWTOKOAAO Kal To apxeio Tng EEA. Ta
apxeia dlatnpouvTal o€ AoPAAEG HEPOG
yia 10 TouAdyxIioTov £€Tn UETA TNV
OAOKApWaN TOU €PEUVNTIKOU
TTpoypdauuatog. Ta apxeia autd Ba
atroteAouv Tn Bdon Tou €TATIOU
ypaTrToU atroAoyiouou Tng EEA 1Tpog
Tov YTroupyo Yyeiag kai tov EOO®.

Ta péAn TG IMpappareiag TPETTEl va
TNPOUV Kal va XEIpifovTal we
EUTTIOTEUTIKEG OAEG TIG TTANPOPOPIES KAl
Ta £yypaga TTou oxXeTiCovTal YE TA
QITAMOTA TTOU €XOUV TTOPATTEUPOEI O€
QUTOUG KalI VO PNV OTTOKOAUTITOUV QUTEG
TIG TTANPOYOPIEG 1) T £YYPOPa O€
TPITOUG.

H EEA €dpevel otnv ABriva. Zmnv EEA
TTapéxovtal ammo Tov EO®P kardAAnAol
XWPOI Kal oUyXpovog Kal KAaTAAANAog
€EOTTAIOPOG TTANPOPOPIKAG YIa TN
dlayxeipion OAwv Twv TTANPOPOPIWV TTOU
TTapayovTal atrd TNV ETTITPOTH

Kal Tn dlacuvdean TOU CUCTHUATOG OTNV
€0VIKI Bdon OeOOUEVWV TWV KAIVIKWV

2. Number and dates of meetings

3. Proposals examined during each
meeting as well as if positive/favorable
or negative opinion were expressed.

4, Time elapsed between the
acceptance of the application until the
final opinion for each application.

Article 22
Secretariat — Legal Seat

A Secretariat shall be designated for the
proper operation of N.E.C. A scientist of
the health sector with knowledge of
clinical research shall be the Head of
Secretariat. The Secretary of N.E.C.
and his/her alternate (deputy) are
appointed by means of a decision of the
Chairman of E.O.F.
The Secretariat
obligations:

a) to manage all the activities of
N.E.C.

b) to communicate with all
interested parties and E.O.F.

c) to ensure that N.E.C. adheres to
the required time-schedule so as
to fulfil its mission

d) to communicate the opinions of
N.E.C.

has the following

The Secretariat of N.E.C. shall be
responsible for the drawing up of the
opinions of N.E.C. and the information
of E.O.F. and in general for the receipt
and transfer of the relevant
documentation. After the end of each
meeting of N.E.C., the Secretariat
receives the minutes from the Chairman
or the Vice-chairman. The minutes are
signed by the Chairman at the end;
each page of the minutes is initialed by
the Chairman. Based solely on the
context of the minutes the Secretariat
draws up the opinions regarding the
clinical trials which, after being signed
by the Chairman or his/her alternate
(deputy), are communicated to the
competent department of E.O.F.
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OOKINWV apUAKwY Tou EOD

kal TN «Bdon 6edopévwy TG EE», étav
eivar d100€01uEG KABWG Kal
YPOUMATEIOKN UTTOOTAPIEN.

O1 oxeTikég damraveg TG EEA, kaBuwg
Kal Ta £€600a PETABAONG Kal DIAPOVAG
TWV EKTOG ABNVWYV PEAWY TNG
Bapuvouv Tov TTpolTTOoAOYIOUS TOU
EOQO®.

KE®AAAIO 1l
Apbpo 23
MeTeyKPITIKEG HEAETEG

2XETIKA PE TNV DIECAYWYH METEYKPITIKWV
MEAETWV QAPUAKWY (KN TTAPEUPRATIKWV
MEAETWV, UEAETWV
QPAPHOKOETTAYPUTIVNONG, K.ATT.) )
MEAETWV AAAWYV TTPOIGVTWY YIA THV UYEia
Il MEAETWYV TTOU DEV £XOUV WG
QVTIKEINEVO

éva TTPoIdV yia Tnv uyeia, TTépav Tng
ekdoToTE IoXUoUCOG VouoBeaiag Ba
TTPETTEI Va AauBavovTtal uttoyn ol
O1E0VEIC KATEUBUVTAPIEG YPAMMEG.

KaBe peAétn Ba kataypd@eTal cUPQWVa
ME TO ApBpo 27 o€ BAcn dedopévwy e
onuoacia Kal dwpeav TTPOaaan, n
oTroia atroTeAei Baaikd A ETTIKOUPIKO
MNTPWO

NG d1EBVOUG TTAATQOPPAG INTPWWV
KAIVIKWV PEAETWYV Tou lMNMaykdauiou
Opyaviopou Yyeiag (ICTRP Ttou MOY).

ApBpo 24

ATTaITAOEIG VIO TRV AgITOUupyia TwV
Kat  avdadeon Opyaviopwy Epguvag

(Contract Research Organization -

CRO)

MPOKEIPEVOU VO CUNPETEXOUV OTO
TTAQiOI0 BIEEayWYNG KAIVIKWV JEAETWV.
O xopnyog utTopei va avabéoel OAa n
MEPIKG aTTd TA KABKOVTA TOU TTOU
oxeTiCovTal Je TNV KAIVIK) SOKIUN
o¢ éva CRO, xwpig va atmraAAdcoeTal
TNG QVTIKEIMEVIKNG €UBUVNG TOU yIa OAEG
TIG ETTINEPOUG EVEPYEIEG, KABWG Kal
yla TNV TTo16TNTA KAl TNV aKEPAIGTATA
TWV O£OOUEVWV.

The opinion of N.E.C. should include
reference to the ethical rules in
accordance with the provisions of Article
7 of Regulation (EU) 536/2014, as well
as the points that in the judgement of
N.E.C. should be improved, revised,
replaced or deleted. In case of issuance
of a negative opinion, such opinion
should be fully and specifically justified.

The opinion should also include
reference to the review and the
acceptance or non-acceptance of all
information material received by the
subject  (informed  consent  form,
additional information e.t.c.)

The Secretariat keeps a stand-alone
protocol and the archives of N.E.C. The
files are kept in a secure area for at
least 10 years after the completion of
the research programme. Such files
shall constitute the basis of the annual
written report of N.E.C. addressed to
the Minister of Health and E.O.F.

The members of the Secretariat should
keep and handle as confidential all
information and documentation related
to the petitions/requests addressed to
them and should not disclose such
information or documentation to third
parties.

N.E.C. is legally seated in Athens.
E.OF. supplies N.E.C. with suitable
areas and state-of-the-art and suitable
IT equipment for the management of all
information produced by the committee
and the interconnection of the system
with the national database of E.O.F.
concerning clinical trials on medicinal
products and the “EU Database”, when
they become available, as well as
secretarial support.

The relevant expenses of N.E.C., as
well as travel and accommodation
expenses of the members thereof
residing out of Athens, burden the
budget of E.O.F.
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Ta kaBrikovTta TToU oXeTiCovTal PE TNV
KAIVIKR) doKiur Kai avaTiBevral oto CRO
Ba TpéTTel va kaBopidovral

YPOTITWG.

KaBe CRO 10U TTPOCQEPEI UTTNPETIES
KAIVIKAG £pEuvag

Y1 KAIVIKEG MEAETEG TTOU DlEgAyovTal
otnv EAAGSa uttoxpeoUTal va TTANPOI Ta
akoAouBa:

1. Na éxel €dpa kar AOM otnv EAAGDQ,
Va TNPEEI TO EK TOU VOUOU UTTOXPEWTIKA
@opoAoyikda BIBAia kal oToixEia

Kl VO QvVOQEPETAI OTO KATAOTATIKO TOU
OTI TTPOCYEPEI UTTNPETIES KAIVIKAG
£€peuvacg.

2. Na €xel dlopioel ETTIOTAPOVIKA
UTTEUBUVO, TTAAPOUG Kal OTTOKAEIOTIKAG
aTTaoYX0ANoNG, O OTTOI0G va £XEI TITUXIO
IATPIKAG ) GAAWV ETIOTNPWY O€
ETTIOTNMUOVIKA TTEdIa avTioTOIXA TWV
OpaocTnPIoTATWY TTou avaAauBdvel o
CRO, atrodedelyuévn eutreIpia
TouAdxioTov U0 ETWV O€ Jia
TOUAGXIOTO dpacTnPIOTNTA KAIVIKAG
£€PEUVAC OTNV OTTOIa dPACTNPIOTTOIEITAI O
CRO kai ouvoAIkr] 6paaTnpIoTnTa
TOUAGXIOTOV TECOAPWV (4) ETWV OTO
XWPO TWV KAIVIKWY HEAETWV.

3. Na d1aBétel KatadAANAN Kal ETTapKA
KTNPIOKA KAl UNIKOTEXVIKI) UTTOdOUN,
WOTE VA AVTATTOKPIVETAI OTIG
dpaoTNPIOTNTEG TTOU avOAQPBAVEl,
OUUTTEPIAQUBAVOUEVWY TWV
UTTOXPEWOEWYV BlapuAaéng NG
EUTTIOTEUTIKOTNTAG TTPOCWTTIKWYV
OedOMEVWV.

4. Na S100@QaAigel EAeyXOPEVN
TPOOoBaCN OTIG EYKATACTACEIG TOU HE
KatdAAnNAa cuoTrpara TpooTaciag

KAl ao@QaAeiag.

5. Na diaBétel 2 guvepydTeg KaT
eAdyioTOV Kl évav €TTITTAEOV OUVEPYATN
avd dpaoTnPEIoTNTa KAIVIKAG £peuvag. O
CRO utropei va avabéoel pia n
TEPIOCOTEPEG OPATTNPIOTNTEG KAIVIKAG
€peuvag o€ TPITO TTAPOXO. TNV
TTEPITITWON AUTH, O TPITOG TTAPOXOG
TIPETTEI VA TTANPOI TIG

TPOoUTTOB£0EIG TNG TTAPOUCNG, UTTEXEI
0¢g, aAAnAgyyUwg Kal €16 oOAOKANpOV pE
10 CRO KaI ToV X0pnyo, QVTIKEIYEVIK)
€UBUVN, KaTd T0 AGYO appodIGTATAG TOU.
Mpog TOoV OKOTTO AUTO, TIPOCKOUICEI

CHAPTER 1l
Article 23
Post authorization studies

With respect to the conduct of post

authorization studies on medicinal
products (non-interventional studies,
pharmacovigilance studies, e.t.c.) or

studies on other health products or
studies that do not have as objective a
health product, in addition to the
applicable legislation each time, the
international guidelines should be taken
into account.

Each study shall be recorded in
accordance with Article 27 in a publicly
and free-of-charge accessible database,
which is a primary or partner registry of
the international clinical trials registry
platftorm of the World Health
Organization (WHO ICTRP).

Article 24
Requirements for the operation of
(Contract Research Organisations —
CRO)

So as to participate in the framework of
conduct of clinical studies.

The sponsor may delegate all or part of
the duties/tasks thereof related to the
clinical trial to a CRO, without being
released from its objective
responsibility/liability for all respective
actions, as well as the data quality and
integrity.

The duties/tasks related to the clinical
trial and delegated to CRO should be
defined in writing.

Each CRO rendering clinical research
services for clinical studies being
conducted in Greece is obliged to fulfill
the following:
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KAO¢ ek Tou NOpou TTPORBAETTOUEVO
£YYPOQO Kal TTICTOTToINTIKO.

6. Na €xel uttoBaAel otov EO® dAwaon
TwV OpACTNPIOTATWY TTOU avaAauBAvel
va JIEKTTEPAIWVEI, Madi YE Ta

akOAouBa dikaloAoynTiKG:

a. KaraoTariké cuotaong Kai
TPEXOUOOG EKTTPOCWITTNONG OPYAVIGHOU.
B. KatdAoyo dpaocTnploTTwy KAIVIKAG
£peuvag TTou avaiaupavel o CRO.

y. Bioypa@iké onueiwpa Tou
ETMOTAMOVIKA UTTEUBUVOU,
UTTOYEYPOUMEVO UE TTPOCPATN
nueEpounvia.

0. Bioypa@iké onueiwpa Tou uttelbuvou
O1a0PANIONGTTOIOTNTAG, UTTOYEYPOAUMEVO
ME TTPOCQPATN NUEPOMNVIQ.

EAaxioTeg TTpoUTTOBECEIC TTOIOTNTAG:

1. Na uttdpyxer moTotoinon Tou CRO
Baoel evdg eupEws avayvwpiouEVoU
OUCTAMOTOG dIAC@AAIONG TTOIOTNTAG
(1r.%. 1ISO 9001) pe €101k €upacn oTa
akoAouba:

a. Na uttdpxel ETTapKEG oUVOAO
EOWTEPIKWYV OIAdIKATIWY Ol OTToIEG va
KAAUTTTOUV TIG OpacTNPIOTATEG KAIVIKNAG
£€peuvag Tou avaAiaupavel o CRO.

B. Na utrépxel oxediaoudg, ekTEAEaN Kal
TEKUNPIWON ETACIOU TTPOYPAMUATOG
EKTTAIOEUONG VIO TO POVIUO TTPOCWTTIKG
Kal TOUG eEWTEPIKOUG ouvepydaTeg. H
OIGpKEIa TTPOYPAUUATWY OUVEXICOUEVNG
ekTTaideuong Ba TTPETTEl va gival
O1dpkeiag TouldyioTov 16 wpwv
€TNCIWG yia Béparta TTou oxeTiCovTal PE
TIG OPACTNPIOTNTEG TTOU EKTEAEI.

Y. Na utrdpyouv cageic Teplypa@Eig Twv
Béocwv epyaaoiag

0. Na utrdpxel utrelBuvog dlac@AaAiong
TTOIOTNTAG, O OTTOIOG VA €XEI
TEKUNPIWPEVN EPTTEIPIA EVOG
TOUAdYIOTOV £TOUG O€ BépaTta
O1a0@AAIoNG TTOIOTNTAG KAIVIKWV JEAE-
Twv. O CRO ytropei va avaBéael TRV
€ubuvn NG d1aoPAAIoNG TTOIOTNTOG O€
TPITO TTAPOXO. ZTNV TTEPITITWON QUTH,

O TPITOG TTAPOXOG TTPETTEI VO TTANPOI TIG
TTPOUTTOBETEIG TNG TTAPOUONG

2. Na utrdpxel cuoTnua TTANPOPOPIKAG
ME eTTapKr €Aeyxo TTpdoBacng Kai
KatdAAnAo cuoTtnua diatipnong
avTIYPAPWY aoQaAEiag, yia TNV
TTPOCTACIA TWV

0edopévwy.

1. It should be legally seated in Greece
and bear Greek tax registration number,
keep the legally compulsory tax books
and records and the articles of
association thereof should refer to the
rendering of clinical research services.
2. It should appoint a scientific
responsible, of full-time and exclusive
employment, who should possess a
degree in medicine or in other science
in scientific fields which are related to
the activities undertaken by CRO, with
proven experience of at least two years
in at least one clinical research activity
where CRO is active and with total
activity of at least four (4) years in the
field of clinical studies.

3. It should possess suitable and
adequate building facilities and logistical
infrastructure (material — resources), so
as to perform the activities undertaken,
including the fulfillment of obligations to
safeguard confidentiality of personal
data.

4. It should ensure controlled access to
the facilities thereof by means of
suitable  protection and  security
systems.

5. It should make available at least 2
collaborators and one additional
collaborator per clinical research
activity. CRO may delegate one or more
clinical research activities to a third
provider. In this case, the third provider
must fulfill the conditions set hereby,
whereas, it bears, jointly and severally
with CRO and the sponsor, objective
responsibility/liability, to the extent of
the competence thereof. For this
purpose, it submits any legally required
documentation and certificate.

6. It should submit to E.O.F. a
statement of the activities undertaken,
together with the following supporting
documentation:

a. Articles of Association and current
representation documentation
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3. Na utrdpxel Tpdvoia yia
ETTIXEIPNOIOKA OUVEXEIQ.

4. Na uttdpxel TTAAVO ECWTEPIKWV
ETMOEWPNOEWV KOl OXETIKEG OIODIKATIES
QvVaPoPWYV EUPNUATWYV Kal AvTiOTOIXWV
TTPOANTITIKWV/BIOPOWTIKWYV EVEPYEIWV.
"evIKEG EAAXIOTEG TTPOBIOYPAPEG VIO
Toug EAelBepoug Zuvepydreg ‘Epeuvag
ME AVTIKEIMEVO TIG KAIVIKEG OOKIUEG

O1 EAeuBepol ZuvepydTeg ‘Epeuvag TTou
TTAPEXOUV UTTNPETDIEG KAIVIKAG €PEUVAG
o€ KAIVIKEG DOKIWEG TToU DieCdyovTal
oTnv EAAGSa uttoxpeoUvTal va TTANPOUV
Ta ak6Aouba:

1. Na éxouv £€dpa kal AOM oTnv
EAANGDQ, va Tnpouv Ta €K TOU vOuou
UTTOXPEWTIKA @OopoAoyIKa BIBAia kai
OTOIXEiQ, VO aoKOoUV ETTiCNUA TN
OpacTnNEIOTNTA TOUG Kal VA

gival eyyeypappévol oTIG EAANVIKEG
POPOAOYIKEG APXEC WG TTPOCTPEPOVTEG
UTTNPETIES KAIVIKNG €pEuvag

2. Na TTpoCc@EPOUV TIG UTTNPETIEG TOUG
WG €AeUBEPOI ETTAYYEAUQTIES

3. Na diaBétouv KatdAAnAo xwpo
€PYOCIOG TTOU VA AVTOTTOKPIVETAI OTIG
OpaCTNPIOTNTEG TTOU AVAAQUBAVOUV,
OUMTTEPIAGUBAVOUEVWY TWV
UTTOXPEWOEWY aa@aAloug diapuAagng
EUTTIOTEUTIKWV £YYPAPWYV Kal THPNONG
Kavovwy 0pBRG KAIVIKAG TTPAKTIKAG OTO
BaBuod tTou atraiTeiTal o€ GXEON WE TIG
UTTNPECIEG TTOU TTPOCPEPOUV

4. Na d1a8£Touv aBpoIoTIKG TOUAAXIOTOV
2 £€1n guTTEIpiag KATA TNV TEAEUTAIO
TTEVTAETIO OTIG SpaoTNEIOTNTEG

KAIVIKAG €peuvag TTou avaAauBavouv.
5. Na cupueTéxouv o€ €TNoIa oEUIvapIa
OuVEXICOPEVNG eKTTAIBEUONG, UE
QVTIKEIMEVO €va | TTEPICCOTEPA ATTO T
TTaPOKATW BEuaTa:

a. MeBodoAoyia kal KavovioUOoi TTou
a@pOopPOUV TIG KAIVIKEG DOKIMEG.

B. Opbn KAV TTpakTIKr (GCP).

Y. ZuoTiparta dlaxeipiong ToioTnNTaAG.

0. dapuakoeTTaypuUTIVNON KAIVIKWV
OOKIPWV.

€. KAivik@- emoTtnuoviké 6éuara mou
aPOPOUV 0€ KAIVIKEG DOKIUEG.

6. Na eival evrayuévol og KatdAAnAo Kkai
ETTAPKEG OUOTNPA TTOIOTNTAG, TTOU VA
e€ao@alilel TIG TTPOdIAYPAPES
TTOIOTNTAG TTOU OpIlel N vouoBeaia o€
oxéon pe 1n dieCaywyr KAIVIKWY

b. List of clinical research activities
undertaken by CRO
c. Curriculum vitae of the scientific

responsible, recently dated and signed

d. Curriculum vitae of the quality
assurance manager, recently dated and
signed.

Minimum Quality Requirements:

1. CRO certification based on a widely-
recognized quality assurance system
(e.g. ISO 9001) emphasized particularly
on the following:

a. Implementation of adequate internal
procedures covering the clinical
research activities undertaken by CRO
b. Design, performance and
documentation of an annual training
programme for permanent personnel
and external collaborators. Duration of
the continuing training programmes
should be of at least 16 hours on an
annual basis regarding issues related to
activities performed.

c. Clear job descriptions

d. Appointment of quality assurance
manager, who has documented
experience of at least one year in
clinical studies’ quality assurance. CRO
may delegate quality assurance
responsibility to a third provider. In this
case, the third provider must fulfill the
requirements hereof.

2. IT system with adequate access
control and suitable security (back up)
copies retention system, for data
protection.

3. Deployment of business contingency
plan (business contingency planning
foresight)

4. Deployment of internal audit plan and
relevant procedures concerning
reporting of findings and respective
preventive/corrective actions

General minimum specifications for
Research freelancers in relation to
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OOKIMWV.

7. Na £xouv uttofdAel, otov EOO,
OnAwaon Twv dpacTNEIOTATWY TIG OTTOIEG
TTPOCPEPOUV TTPOCKOMI(OVTaG

Ta €€AG BIKAIOAOYNTIKA:

a. ‘Evapn emtndeluaTog o€ OUVAPEG
QVTIKEINEVO OO TNPIOTHTWV.

B. KatdAoyog dpaoTnpioTTwy KAIVIKAG
£peuvag TIG oTToiEG avaAauBdvel o
QITWV.

y. Bioypa@iké onueiwua,
UTTOYEYPOUMEVO PE TTPOCYPATN
nUepounvia, 0To OTTOI0 va gu@avigeTal
ME Ca@nVeIa N EUTTEIPIa TOU aITouvTa o€
KAIVIKEG OOKIUEG.

Mpog Tov OKOTTO aUTO, TIPOCKOUICE!
KG&Be ek ToU NOUOU TTPOPBAETTONEVO
£YYpPaQo Kai ToTOTToINTIKO.

O EO® dievepyei EAeyxo Twv
uTTOBANBEVTWY eyypdpwyv. H dAwan
MTTOpPEI va TPOTTOTTOINDEI OTTOTEOATTOTE
ME

aTTAf TPOTTOTTOINTIKA OAWGT TOoU
EAeUBepou ZuvepydTtn ‘Epeuvag Tpog
otov EO® kai uttoBoAn emimTAéov
OIKAIOAOYNTIKWY, €AV OTTAITEITAL.

MNa kK&Be KAIVIKR) doKIUr OTo TTAQICIO TNG
oTToiag avaTiBevTal yia ) TTEPIOCOOTEPES
OpacTNPEIOTNTEG KAIVIKIG

£peuvag o€ £vav I TTEPICOOTEPOUG
EAelBepoug Zuvepydreg ‘Epeuvag, o
Xopny6g/CRO oeilel va oupTTEPIAGBEI
oToV QAKEAO yia £yKpIon KAIVIKAG
OoKIUAG TTou KaTaTiBeTal atov EO®
uTTEUBUVN drAwan Tou Xopnyou/CRO,
oTnV oTroia va KaBopidovTal ol
UTTNPETIEG TTOU £XOUV avaTeBei oTOV
EAeUBepo ZuvepydTtn ‘Epeuvag, kabuwg
Kal va dnAwvouv 011 0 EAeUBepog
2uvepydTtng ‘Epguva evidooeTal 0TO
oluoTnua To1I0TNTAG Toug. H €évragn Tou
EAe0Bepou Zuvepydrtn ‘Epeuvag oTto
ovuoTnua TToI6TNTAG Tou Xopnyou/CRO
TTPOUTTOBETEI, KAT €AAXIOTOV, £QapUOYA
O1adIKaglwy €TTIAOYNG TTPOUNBEUTH,
EKTTAIOEUONG KAl CUVEXICOPEVNG
agloAdynong. H utretBuvn diAwaon
TIPETTEI VA CUVUTTOYPAQETAl OTTO TOV
uTTEUBUVO TOU €pyou A dlacPAAIong
ToI0TNTaG ToU XopnyoUu/CRO.

O EO® karapriCel kai diatnpei EOvikd
Mntpwo Twv Kat’ avdbeon Opyaviopwyv
‘Epeuvag (CRO) kal Twv EAcUBepwv
2uvepyatwv Epeuvag (Freelancer) e

clinical trials

Research freelancers rendering clinical
research services for clinical trials being
conducted in Greece are obliged to fulffill
the following:

1. They should be legally seated in
Greece and bear Greek tax registration
number, keep the legally compulsory
tax books and records, officially conduct
their business and be registered with
the Greek tax authorities as providers of
clinical research services.

2. They should render their services as
freelancers.

3. They should possess suitable
workspace corresponding to the
activities undertaken, including the

(fulfillment of) obligations to safeguard
confidential documents and adherence
to rules of good clinical practice to the
extent required with respect to the
services rendered.

4. They should have aggregately
experience of at least two years during
the last five years in similar activities as
the clinical research activities
undertaken.

5. They should participate in continuing
training seminars, on an annual basis,
on one or more of the following subject-
matters:

a. Methodology and
concerning clinical trials
b. Good clinical practice (GCP)

c¢. Quality management systems

d. Pharmacovigilance in clinical trials

e. Clinical — scientific issues concerning
clinical trials

6. They should be included in suitable
and adequate quality system, ensuring
the quality specifications defined by the
legislation in relation to the conduct of
clinical trials.

regulations

7. They should have submitted to
E.O.F. a statement of the activities
performed, presenting the following
supporting documentation:

a. Commencement of business activity
regarding a similar/related activities’
object
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OAeG TIG TTANPOPOPIES TWV
UTTOBANBEVTWY EyYPAPWV.

KE®AAAIO IV
ApBpo 25
OikovouikA Alaxeipion
'OAEG 01 OIKOVOUIKES TITUXEG TNG KAIVIKAG
QOKIUNG Ba TrepIEXOVTAl O oUPBaoN
METOEU TOU Xopnyou, Tou KUpIou
€PEUVNTA, TOU VOONAEUTIKOU IDpUNATOG
Kal Tou Popéa OIKOVOUIKNG dlaxeipiong.
O mrpoUTToAoyIoudG CUVOAIKA Kal avd
KEVTPO dle€aywyng TiBeTal uTTOWN TNG
EEA. Z1ov mrpoUtTroAoyioud Ba
TTEPIEXOVTAI AVAAUTIKA OAEG OI da-
TTAVEG APECES KAl EUPETES TTOU
TTPOKUTITOUV AOYW TNG CUPMETOXNG EVOG
ATOMOU O€ KAIVIKF) DOKIMN.
Mpiv TV évapgn TG KAIVIKAG dokIuAg Ba
£x€el oAoKANpwOEi N utToypaPn g
ouppaong peTallu GAwv Twv
OUUBOAANOUEVWIV HEPWV.

KE®AAAIO V
ApBpo 26
MAnpo@opiakéd ZuoTnua
O EO® opiCetal EBvIKO onueio eTTapng
OTTWG TTPoBAETTETON 0TO GpBpo 83 ToU
kavoviouou (E.E.) apiBu.536/2014.
OAeg o1 ETTIKOIVWVIEG PETAGU TWV
EUTTAEKOUEVWY POPEWV OTNV aiTnon, TNV
afloAdynon Kai TNV €yKpion Twv
KAIVIKWV OKIPNWY Qapudkou, Ba
TTpaydaToTToIoUVTal HEOW TNG TTUANG Kal
NG Bdong dedopévwy s E.E.,
oupewva ue Ta dpBpa 80 kai 81 Tou
kavoviouou (E.E.) apiB 536/2014.
O EO® cival utreubuvog yia Tnv
avdAaTTugn Kai TNV GuvTrpnon
OUCTHPATOG ETTIKOIVWVIAG Kal
avtaAAayng TTAnpogopiwv Je TRV EEA,
TOV XOpNyo Kal TOUG UTTOAOITTOUG
EMTTAEKOPEVOUG QOPEIG OE EBVIKO
etTiredo.

Apbpo 27
EBviké MnTpwo Bioiatpikig Epeuvag
(E.Mn.B.E.)

b. List of clinical research activities
undertaken by the applicant

c. Curriculum vitae, recently dated and
signed, where the experience of the
applicant in clinical trials shall be clearly
described.

For this purpose, the Research
Freelancer provides any legally required
document and certification.

E.O.F. reviews the submitted
documentation. The statement may be
modified at any time by a simple
revising statement of the Research
freelancer towards E.O.F. and the
submission of additional documentation,
if required.

For each clinical trial, in the framework
of which one or more clinical research
activities are delegated to one or more
Research freelancers, the
Sponsor/CRO is obliged to include in
the dossier for authorization of the
clinical trial to be submitted to E.O.F. a
solemn declaration of the
Sponsor/CRO, by means of which the
services delegated to the Research
freelancer shall be defined, as well as
by means of which it shall be declared
that the Research freelancer has been
included in their quality system.
Inclusion of the Research freelancer in
the quality system of Sponsor/CRO
requires, at least, the implementation of
supplier  selection, training and
continuous evaluation procedures. The
solemn declaration must be co-signed
by the project manager or the quality
assurance manager of the
Sponsor/CRO.

E.O.F. sets up and maintains a National
Contract  Research Organisations
(CRO) and Research freelancers
Registry with all information of
submitted documentation.
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Anpioupyeital EBviké MnTpwo
Bioiatpikig ‘Epeuvag (E.Mn.B.E.) ue
onuoaia Kal dwpeav TTPOoacr, To
oTT0i0 aTTOTEAEI BATIKOG 1 ETTIKOUPIKO
MNTPWO TNG d1EBVoUG TTAATPOPUAG
HNTPWWV KAIVIKWY SOKIPHWY TOou
Maykéopiou Opyaviopou Yyeiog
(ICTRP 1ou MQY). Na 1o Adyo autd
oQeilel KAt eAAXIOTOV va TTEPIEXEI TO OET
dedouévwy TG B1EBVOUS TTAATOOPUOG
ICTRP Tou MNOY (BA. Tapdptnua). Z10
EBviké Mntpwo Bioiatpikig ‘Epeuvag Ba
TTepINAPBAavovTal TTANPOYOPIES YIa KABE
£peuva TTou SIEEAYETAI OTA VOO NAEUTIKA

10pUuaTa TG XWPAG.

Apbpo 28
‘Evapén 1o0x00¢ - MeTaBaTikég
dilarageig
1. Ta dpbpa 2, 5, 6, 7, 8, 9, 10, 11, 13,
14, 15, 16, 17, 18,
19, 20, 21, 22, 23, 24, 25 ka1 27 TnG
TTapoUoag, YUE TRV ETTIGUAAEN TWV
AVAPEPOPEVWV OTNV NAEKTPOVIKHA TTUAN
NG E.E., TiBevtal o€ 10XU TNV avtioToixn
nuepounvia Tou TpitTou (3ou) pRva atmo
NG dNMOCIEUCEWG TNG TTAPOUCAG.
H Trapouoa TiBeTan o€ TARPN 10XU0 attd
TNV NUEPOUNVia £VapEng EQapUoyng Tou
Kavoviopou (E.E.) 536/2014,
oUPewva Je Ta opi{dueva oTo GpBpo 99
auTou.
2. ATTO TNV nUEPOMPNVia TToU avagépeTal
OTO OEUTEPO £BAYIO TNG TTPONYOUMEVNG
TTapaypdaPou, Kal TauTOXpova JE TNV
Katdpynon tng odnyiag 2001/20/
EK, oUppwva pe 1o apbpo 96 Tou
Kavoviopou, Katapyeital n Koivi
UTTOUPYIKA atrépacn eVOWHPATWONRG
NG, utr apiBu. AYT3/89292/31.12.2003,
OTTWG 1I0YUEl,
Ol UTTOUPYIKEG aTTOQATEIG
A6/10983/1/20.12.1984,
Y60/3462/2.8.2000,
AYT3(a)69150/7.10.2004, AYT 3a/T".IM.
125341/06/29.1.2007 kai KGOe AGAAN
avTiBeTn pe TNV TTapouca ATTéQACH Kal
Tov Kavoviopo (EE) 536/2014 trpo-
nyouuevn diaTagn.
3. Katd TapékkAion atrd TNV auEows
AVWTEPW TTAPAYPAPO 2, EQAPPOLETAI N
peTaBarikr didtagn Tou GpBpou
98 Tou Kavoviopou (E.E.) 536/2014, ot

CHAPTER IV
Article 25
Financial Management

All financial aspects of the clinical trial
shall be included in an agreement
among the sponsor, the principal
investigator, the medical institution and
the financial management body. The
total budget and the budget per clinical
trial site shall be brought to the attention
of NEC. All direct and indirect costs to
be incurred due to the participation of
an individual in the clinical trial shall be
detailed in the budget. Execution of the
agreement by all contracting parties will
have been completed prior to the start
of the clinical trial.

CHAPTER V
Article 26
Information System

E.O.F. is designated as the National
contact point as provided in Article 83 of
Regulation (EV) 536/2014. All
communications between the bodies
involved in the application, assessment
and authorization of clinical trials on
medicinal products, shall take place
through the EU portal and the EU
database, in accordance with Articles
80 and 81 of Regulation (EU) 536/2014.
E.O.F. is responsible for the
development and maintenance of a
system for communication and
exchange of information with NEC, the
sponsor and the other bodies involved
at national level.

Article 27
National Biomedical Research
Registry
A National Biomedical Research

Registry is set up, accessible publicly
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OUVOUOOWO HE TO TTPWTO £8APIO TNG
TTPWTNG TTapaypd@ou Tou TTapdvTog
dapBpou. O1TO0U OTO APOPO 98 TOU
Kavoviopou avagépetal n Odnyia
2001/20/EK, voeital n KoIvj UTToupyIKI
ammoégaon AYT3/89292/31.12.2003,
OTTWG 1I0YUEL.

4. EKKpepEic auToelg, Kabwg Kal
EYKPIOEIOEG KAIVIKEG DOKIUEG TTOU DEV
£Xouv OAOKANPwWOEi Katd Tnv £vapén
I0XUOG TwV TTPOBEGUIWV TNG
TTapaypdageou 1 Tou TTapdvTog Apbpou,
avTioToixa, agloAoyouvTal Kal
OAOKANpwvOVTal CUPPWVA HE TIG
O1aTAEEIS TTOU I0XUOUV KATA TOV

XPOVO KOTABEONG TWV OXETIKWV
AITACEWV, UTTO TNV TTPOUTTO0ECN OTI eV
Ba utrepPaivouv Ta aTTWTATA XPOVIKA
dlacTAPaTa TNG WS Avw PETARATIKAG
d14Tagng Tou Kavoviouou Kal Tng
TTapaypda@ou 3 Tou TTapoévTog GpBpou.
H mmapouoa ouvodeueTal aTTd
Mapdptnua, TTou aTToTEAEI
avattéoTTacTo PEPOG TNG.

NMAPAPTHMA
Mivakag TTpog avapTnon TTANPOQopPIWV
oT1o EBviké MnTtpwo BioiatpikAg
‘Epeuvag (E.Mn.B.E.)
1. AvayvwpIoTIKOG apIBUOG HEAETNG OTO
TTPWTEUWYV PUNTPWO
2. Hu/via karaxwpnong oto E.Mn.B.E
3. AguTEPOYEVEIC AVaYVWPIOTIKOI
apiBuoi
4. Y0vtoun TTePIANWN PE To Aoyikd
OXeDIAONO TNG HEAETNG
5. Tnyég xpnuatoddtnong f UAIKNAG

UTTOOTAPIENS
6. Xopnyog

7. ETTaQn yio epWTAPOTA aTTO TO YEVIKO
KOIvVO

8. EmTapn yia emoTnPovIKG epwTthuata
9. Anudoiog TITAOG TNG PEAETNG

10. EmoTnUOVIKOG TITAOG TNG HEAETNG
KAl OKPWVUUIO,EQPOTOV DIGOETEI N HEAETN
11. Xwpeg 610U TTPORAETTETAN
oTpatoAdynon acBevwv

12. EpeuvnTIK& KEVTPO

13. N6oog ) mpoéBAnua uyeiag utod
MEAETN

14. MapepPaoelg uttd PEAETN

15. Kupia kpitipia €vragng Kai
OTTOKAEIoOU

16. TUTTOC KOl OKOTTOG TNG MEAETNG

and free of charge, which is a primary or
partner registry of the international
clinical trials registry platform of the
World Health Organization (WHO
ICTRP). For this reason, it must at least
include the data set of the international
platform WHO ICTRP (see Annex).
Information regarding any research
conducted at medical institutions of the
country will be included in the National
Bioethics Research Registry.

Article 28
Entry into force — Transitional
provisions

1. Articles 2, 5,6, 7, 8,9, 10, 11, 13, 14,
15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25
and 27 hereof, subject to the provisions
referred to the EU portal, shall enter into
force on the respective day of third (3™)
month as from publication hereof. This
decision shall enter into full force and
effect as of the effective/applicability
date of Regulation (EU) 536/2014,
pursuant to the provisions of Article 99
thereof.

2. As from the date mentioned in the
second subparagraph (clause) of the
previous paragraph, and simultaneously
with the repeal of Directive 2001/20/EC,
pursuant to Article 96 of Regulation
(EU) 536/2014, the joint ministerial
decision No DYG3/89292/31.12.2003,
by means of which such Directive was
implemented, as in force, the ministerial
decisions A6/10983/1/20.12.1984,
Y6a/3462/2.8.2000,
DYG3(a)69150/7.10.2004,
DYG3a/G.P.125341/06/29.1.2007, as
well as any other previous provision
contradictory to this decision and
Regulation (EU) 536/2014 are repealed.
3. By way of derogation from the above
paragraph 2 hereof, the transitional
provision of Article 98 of Regulation
(EU) 536/2014, in conjunction with the
first subparagraph (clause) of the first
paragraph of this Article, applies.
References to Directive 2001/20/EC in
Article 98 of Regulation shall be
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17. Huepounvia otpatoAdynong Tou
TTpwTou acBevr) otnv EAAGDa

18. MéyeBog deiypartog (apiBudg
a0BevWV TTPOG OTPATOAGYNON)

19. KataoTaon peAeéTng (Aev €xel
gekivoel akOun; €XEl

gekivioel N oTpaToAdynon; EXEl
TEAEIWOEI N OTPATOAOYNON, EXEI
TIPOCWPIVA DIAKOTTEI ) €€l DIOKO-
Tel; OAOKANPwWONKe oTnVv EANGDQ;
OAOKANpwOnKe

0€ OAEG TIG CUMMETEXOUOEG XWPEQ)
20. MpwTapxIKOG OTOXOG Kal
TTAPAUETPOI TNG MEAETNG KOBWG Kal
XPOVIKA onueia Tou Ba yivel N agloAo-
ynon Toug

21. AguTepoyeveig oTOXOI Kal
TTAPAUETPOI TNG MEAETNG KABWG Kal
XPOVIKG anueia Tou Ba yivel N agloAd
ynon Toug

22. Huepounvia yvwpodoTtnong mng
EBvikr¢ EmiTpoTirig AcovToAoyiag kal
€ykpiong améd tov EO® (6tav
QTTAITEITAI) 1} AVTIOTOIXO
YVWHOBOTIKO/EYKPITIKO

6pyavo.

23. AladikTuakn TTUAN (portal) Tng
MEAETNG (epdCOV diaTiBeTaln)

24. AtroteAéapaTa TNG HEAETNG (TO
puNTPWO Ba TrepIAaUBAvEl Evav
OUVOECHO YIA TIG ETTIOTANOVIKEG
dnpoaolevoelg TNG HEAETNG. H uTTOBOAN
TWV OTTOTEAETUATWY Ba
CUPMopwvETal, 6TToU gival duvaTtdv, Ue
Ta TTPOTUTTA TNG E.E)

25. Huegpopunvia tTng TeAeuTaiog
TPOTTOTTOINONG TNG EYYPAPNAG OTO
E.Mn.B.E.

H amégaon auth va dnuoaoieudei atnv
Epnuepida 1ng KupBepvrioewg.

ABrva, 21 NoguBpiou 2016
O1 Y1roupyoi
Oikovopiag kal AvaTtrTuéng Yyeiag

AHMOZ NMAMNAAHMHTPIOY ANAPEAZ =ANOOZ

construed as references to the joint
ministerial decision
DYG3/89292/31.12.2003, as in force.

4. Pending applications, as well as
authorized clinical trials that will not
have been completed upon the entry
into force/effectiveness of the deadlines
set in paragraph 1 of this Article,
respectively, shall be assessed and
completed in accordance with the
applicable provisions at the time of
submission of the relevant applications,
on condition that they shall not exceed
the maximum time periods of the above
transitional provision of Regulation and
of paragraph 3 of this Article.

This decision is accompanied by Annex,
constituting integral part hereof.

ANNEX

Table of information to be posted on the
National Biomedical Research Registry

1. Study identifying number assigned by
the primary registry

2. Date of registration in the National
Biomedical Research Registry

3. Secondary identifying numbers

4. Brief summary with the study logical
design

5. Sources of monetary or material
support

6. Sponsor

7. Contact for public queries

8. Contact for scientific queries

9. Study public title

10. Study scientific title and study
acronym if available

11. Countries of
recruitment

participants’

12. Trial sites
13. Health condition or problem studied

14. Interventions studied

15. Key inclusion and exclusion criteria
16. Study type and purpose

17. Date of first enroliment (enrollment
of first participant) in Greece
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18. Target sample size (number of
participants planned to be enrolled)

19. Study Status (has not started yet,
recruitment has started, recruitment has
ended, has been temporarily suspended
or has been suspended, has been
completed in Greece, has been
completed in all participating countries)

20. Primary study targets (outcome) and
parameters (metrics) as well as
timepoints of assessment thereof

21. Secondary study targets (outcome)
and parameters (metrics) as well as
timepoints of assessment thereof

22. Date of issuance of the opinion of
N.E.C. and of the authorization of
E.O.F. (if required) or of a respective
consultative-advisory/authorizing body

23. Study portal (if available)

24. Study results (registry shall include
a link to scientific publications of the
study. The submission of the results
shall comply, where possible, with the
EU standards)

25. Date of final registration/recording
modification in the National Biomedical
Research Registry.

Said decision to be published in the
Government Gazette.

Athens, November 21, 2016
The ministers

of Economy and Development
Economics of Health
Dimos Papadimitriou Andreas Xanthos
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