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IIPOAOTOX

* To 8e0vTOAOYIKG KO EMOTNUOVIKG KPLTAPWOL Yia 1 S1EvEpYELo PlOOTPIKGY EPELVAV Gt
avBpamovg éxovv Swpopombel kui kobiepwbel o SiebBveic Kddweg IMpaxmikig,
nepapfavopévng mg Awxrpuéng tov Eletvi, tov Awebvadv Kedikov Asovioloyiag ya
Biowrpuc ‘Epeova avagopicd pe avBpdmovg, xar tov Kodikev yo Kol Kivum
Mpoxtua g Haykdéopag Opydvacng Yyeiog (ILO.Y). H ovppdpenct pe tovg kddikeg
avtodg cvuBdider om Swopdhior apeveg eV TG TPOAYMYNS TG OEONPENEING TMV
Suconmpdtov, TG acpiielng Kol g sunuepiog Tov Hetexdvimv of Epeuves, apetépoy dg
16 0EL0MOTIOG TOV OTOTEAEGHATOV TV EPELVAV.

‘Ohot o1 Biebveic Kddukeg Tpaictuchis amaitodv 8e0vIoAoYKO KOl ERICTHHOVIKG EAeyy0
g Prowatpikils épevvog kabdg emiong kot TV evnuepopévr, cuykatdbeon kol
déovon mpostucia ekeivav Tov advvatody va cuykatatefodv g urapaitnta péTpa yia
™V TpocTucia Tov WM KUl TV KOWOTHTOV Tov petéyouv 6e Epeuves. [o. Toug
oxonolg Tov Kedikev avtdv, 1 fowtpi épsvva mepihapfdver psova pe edppaio,
TpkéG GuoKeELEG, akTwvoforln Yo 1aTpiKoDg oKOTOVG, YEWPOLPYIKES Swidikociec,
wrped pntpdo kot Pokoyicd  Setypoto, wobbdg ko smdnoloyikés, yevetkic,
KOW@VIKEG KoL YoyoAoyikég EpEDVEG.

O Kddwkeg avtoi £yovv oxomd va digvkohdvouy kot va vrootnpifouy o Prondikd kat
deovtohoyké Eleyyo tov mpoypappdtov épeuvag ko Bacilovion oe evdeheyn eétaoy
v mpodnobicemy Yo Eheyyo, Ommg avtdg Kabiepdvetur oe diebvels katevBuvipieg
YPOLRES KAl KOOIKES.

Me Béon myv Hoayxdome Opydvect Yysiag (I1.O.Y.), otig meplocOTEPE] TEPITTAGEL TO
KuptdTEpo kiviptpo Y Protatpuc épevva vmfiple M wpoondfeww Vo w@eekndotv Hdn
TPOVOLIODYEG KovoTNTEG. Avtd avtukartomtpiletar oto yeyovog om 1) ILO.Y. vroloyilet
6t 10 90% twv mopwv mov Swtifeviol Yo épevva Kar ovATTLEN GYETIKG. HE 10TPIKE
npoPAfjuate SwtiBsviar Y10 ao0éveieg Tov TpokahoUv diydtepa Tov 10% Ttwv onpeptvay
wpoPAnudtev moykécpie. Etot, ehmilet kdmotog 6t 1 kabiépmon 5186vav xwdixav mov
vroPonbodv v evioyuon eV duvatotitov 1o dsovioroyikd Eleyyo, g Prowatpudic
épevvag oe OAeg Tig Ydpeg, B GLUBGAEL GTIV AVTHETHTOT] GUTHG TIG OVIGOPPOTHAG.

LKOIIOX

Zxondg v Kodikav Ipaxtikig sivar 1 copforn omv avértoén cwotrg pebodoloyiag
Y tov Pronfikd xo deovioroyikd €heyyo g Prowrpikhc épsvvag oty Kompo.
[IpdBeom eivar o1 Kddixeg avtol va amoTehécovV T0UG KAVOVISHODE KOl TPAKTIKEG TV
Emtpondv Bionburg (EB) oe oyéon pe v Buowrpua épevva. Ev mpoksyéve, o
Kodwkeg Ipaxtxic xobiephdvovv éva ebvikd emimedo v Siooedlon molotikod
Bronbkod ot deovioroywkol  eAfyyou. Ov Kadiwkeg [poktikig npémer  va
y¥pnowonootvrar and v Emtponsy Bionbwng yio v avdmtody, afioddynon ko
Babwaio. avapdpewcn tev Swdikacidy yio Pronbikd xar deovioloyikd fheyye Tng
Browzpikng épevvog.
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O POAOY. MIAY. EIITPOITHY BIOHQIKHE (EB)

-O oxondg pag EB otov éheyyo g Prowrpucic épevvag eivon va copfdairer oty
KaToXOpOOT) TG AEI0TPENEIOS, TOV SUHIONGTOY, TG dCQEASINS Kul NG sonueploc Ghev
060V petéyovv 1 Suvatd vo. petdoyovy oe épevveg. Mia Paotc apyf g épevvog otV
omoia. petéxovv GvBpwmor efvon o ceBuopds g abonpéneiac Tov npochrav, O otdyo
NG £PEVVUG, OV KAl GNUAVTIKOL, Sev mpénel moté va. emtpansl vo VIosKEAMGOUY mv
onuacio g vyelog, g eunpepliag kar g epovtidag TV peTEXGVTOY oE e épgvva. Ot
EB 6a mpéner emiong vo MdpBavovv vrdyn mv apyd g Swatoctvig. H ducanoctivy
amotel OTmg To 0pEAN Ko Ta Bépn TG £pEUVag KOTAVELOVTAL 1605TKaIN avApEGH OE OAEG
Tig opddeg ko TaLelg TG kowaving, AapBdvovtag vroyn v nada, 1o yévog, v
OTKOVOWIKT] KOTAGTACT, TV KOLATOBPA KoL T0VG 6VIKODG OPEYOVTES.

O1 EB 6o mpéner vo ackobv aveblptnro, emapkn Kol &ykoipo &heyyxo NG deovioroyiag
TOV TPOTEWVOUEVOV Tpoypappdtav. Ztm odvleon, ong Swdaoieg kal oTic ATOPACELS
Toug o1 EB Ba mpéne va sivan aveEdpmreg and moktik, Beopuchc, EMOLYYEAHOTUICEG Ko
owovopukés emppogs. Eniong Ba mpérer va herrovpyodv pe tcavémyra kot EMAPKEL.

Ot EB eivat vmedBuveg va. ehéyyouv ta TpoTetvopeve Tpoypauete W amd v Evapén
Tovg kar va Befondvovar 6 o Toyouv cyeTuchg Syxpone. Amd mv oTiypt] 7ov éva
mpdypoppa Toxer Bemkiig éykpiong kon.apyicet, oo EB Ba mpénel va dwsparilovv 6T Oa
yiveta toxtua] a&10M6ynoT] Tov and mhevpds Prondudic kot deovroloyiog.

O EB fa mpémet va evepyodv yia SiacpdAion; Tov GOUGEPOVTOC SuviTikdY UETEXOVTDV
G€ EPEVVEG KL TOV EVILAPEPOUEVOV KOWVOTHTMV, Aapfdvoviog VIOY TC. CLUEEPOVTA
KOL TIG GVOYKES TOV EPEVVITOV Kabdg KUl TIG GMOITHGELS TV GLVAPOV poboTikdV
(QOPEMV KA1 TOV &V 10%01 VORL®V.

EI'KAGIAPYZH TYITHMATOE EAETXOY BIOHOIKHY & AEONTOAOTIAY

Ta xatd wdmovg 1pvuata/epevvitég to. onoia/omoior Sie&dyovy epeuvnTIKEG doKIES Kot
emepPloeg mov oyetilovion pe v PowTpucy Kot Proteyvohoyioc o mpémer va
amevbivovian oe €va cbomuo ehéyyov Pronbudic kar Seovioloyiag mov Oa copPaiiet
Beticd otnv Sielaywyn mototikrg Epevvag péco oe cmGTE Prondikd Ko deovroloyikd
mhaicw.  To cvotnua ehéyxov Piombuic kar Seovroloyiag kabopiletar 6T O
exopdeton o péow g dnovpyieg Emrpondv Biondudig (EB). ‘Oleg o1 emtpomnég
7OV VEGYOVTL 6TO GUGTNHO. eAéyyov Biondukrg xon Seoviohoyiag Oa mpémer va sival
avetdpTnree, molvBenotkés ko molvowovikis. H Efvicy Emtpony Bionbwrg
Kompov mov Bo. eykabidpoet cvotipata ehéyyon Bionbuchc kot deovtoloyiog Ba. Bondd,
Kot 70 dvvatd, 1o oo otd. Mia Emrponn Bionbucc, DROYPEOVTAL VO BEYETOL
ka1 vo emAaufaverol athceny oo 0o epmintovy pEGT 6TOV TopElg gb@0bvng mov Ba Tovg
xobopicer m Ebvuay Emtponsi Biomducic Kdmpov. Metd omd amdeoctn, 7wov o
AapPéveron and v E6vich) Emrponty Bionfucig Kompov, pia Emtpomi) Bionfutig Ou
rropel va. emlapfaveror 61010V wtficeny pe owovopkt emBapuven Tov Ty 1 oV
8pouatog/opyavicud tov artnl (avté Ba amopaciletar petuEd Tov 1TNTH KOl TOov
1Bpduatog/opyoavicuod tov). :
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Ov Emrponég Biomfwig (EB) 6a mpémer vo avamtdEovv pnyovicpovg mAfpmg
ovvepyaciog kat emxowvaviag pe v E6vikr Emepom} Blonbikig Konpov (EEBK) nov
0o dnwovpyheet kat Ba Swatnpst apyeio g epevvnTiktig dpactmpiotytag oTiv Kbmpo.
Ou EB, 0o, mpénet emiong ve. mpodyovv, otov peyakidtepo dvvatd Pabud, myv avamtoln
00 PronBkod kar deovtodoywod ehéyyov oty Kompo oe oyéon pe v Prolatpur
épevva. Inpeid@vetor 0T, pe Tig odnyieg autég kadiepdvoviol opotdpopees Siduasiss,
oe eBvikd eminedo, Yo Tov fheyyo Ohwv TtV mpwtokdrAev tav Poiatpikdv
npoypoppdTayv Epgovag, nov Ba dwedyovtor, oty Kinpo. 'Etol, dnwovpysital éva
cootd mhaicto Promducod xar Ssovioroyikod ehfyyov oe Ok to emimeda. IIpémel
mhvtote vo. evBappBveTon 1 cuppstoxy] Ghev Tev emmédav g kowoviag/KowotTag
otV Swdwacic tov Bionduod eréyyov g ProioTpikg Epevvag.

ZYETAYH MIAY EIITPOITHY BIOHOIKHY (EB)

H obvBeon tov EB Ba npéne va eivor tétowe dote v Sncpodilel Tov anotehecpaticd
Eleyxo kor Ty afoAoynon 6kov Ttav Pondikdv kul Ss0VTOAOYIKOV TTUYHOV TOV
npoypapundTey Epeuvag mov SieEhyovror kot va eEacealifel 6L To £pyo Toug Bo givan
amadaypévo amd TPOKATOARYELS KOl EMPPOEs oL SvvaTd Vo EMNPEGOOVLY TNV
aveEaptnaio Toug.

Ot EB 0a mpénet va eivor moloBepatikéc wol mohvtopsakés ot 6OvOEGT] TOVG KAl VO

nephapPavovy  1ooppomnuévr  coppetoy). 7mpochrwv, OnAadh  ERGTAHOVEG

sumelpoyvapoveg kodbg ko prp eldfpoveg mov Ba aVTITPOCHREDOVY, GTO HETPO TOVL
~ Suvartod Kot EQUCTOD, T, GUPEPOVTA KoL EVLUPEPOVTE. TG KOLVOTNTOG.

Ta péin tev Emzpondv Bionburc (EB) xabopilovrat kat eykpivovton ard tnv EBvikn
Emtpony Bionfuaig Kompov (EEBK). H EEBK, pmopel vo {nmoel and dpbuarta,
opyoviopovg, Grope, xuPepvitikég vanpeoieg, k.. va vmofdlovv eonyficeg Yo
proynee uéhn tov EB, petd omd v cvpmpocn ka amootod, oty EEBK, tov
oyemikod Evromov EEBKO1. Ou EB Bpiokovtar kdte and Trv duect sv@dvn won
enonteic g EEBK. H EEBK pmopei vo sgovciodotel tig EB vo peherodv xai va
exdiSovv amopdceg o8 oygon He To. mPOYPAppaTo £pevvag mov vroPdAloviar mpog
éyxpion.  Emiong, m EEBK, pmopel va eEovcodotel g EB va mapaxolovbobv ta
TPOYPELUOTA EPEVVAG Y10, TV THPTON TV Kavévey Bonbumg ko deovioloylag. H
EEBK éyer 10 Swaiopo yio mAfipny &heyyo, tav EB wxabdg emiong ko avatpomg
omowcdfmote amdpaong mwov hauBhvetar an6d EB, eite avtemdyyehta site wordmv
aitnong omd kamolo evdiapepdpevo Gropo. H avatpord omoacdninote andeocns EB
omd v EEBK yivetar pe Suwconokdynon g andpaong (and v EEBK). Xe mepintaon
7oV vdpyet Srapovie petabd kdmotov artne ko g EB, n EEBK propei va avaddfel
Ko poéro pecolafnrh yia va Aubei 1 ToxGv Swapopd mov vrdpyet. Ot amopdceig ov Ha
happaver n EEBK 8a givar Seopeutikég kot TEMKES Y10 OA0VG.

O apBuég tov EB mov Ba dnuovpyodvat f/xat 6o Asitovpyodv yia tov EAEYXO NG
Botatpikhg épevvag oty Kbnpo Ba kabopiletar and v EEBK. Qg ek’ todtov, 0
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apbuoc tov EB pmopel va avfopeidveral avihoyo pe TIG TEPICTAGELS KoL TIG GVAYKES
c1o EBviko eninedo. O ydhpog oréyaong/iertovpylag ping EB Oa mpénel va toyyavel g
&yxpiong and v EEBK.

O1 Spoompromiteg tov Enttpondv Bionfug B npénet va cuvoyiloviol 6g pia takmks
(ethioe) éxcBeom. '

OPOI AIOPIZMOY XE EB

H Ebvikn} Emirpomtiy Bronbwiig Kompov, mov B dnpovpyst EB, Oa kabepd@oer copsic
dwdwacieg yia v mposéhkvon dvvnTikdv pehdv g Emrpomg mov emiupel vao
dnpovpyncel. Oa mpémet va Sutunedel SHloon Tov Vo avaespsl To TPOGOVIO, TV
vroyneiev pekdv. Bo mpénel eniong va tepAABAVEL TEPLYPAOT TOV me’nmvm)v Kat
gvfuvav Tov ueh@v pwog Emtpontg Bronbuc.

Ov mpouvmoBéoelg yo v Onpovpyia plag EB won tov Sopiopd pekdv o auth
mepthapPavouy, TovAdIoTOV, To. aKOAOVOA:

1. H E6vixr) Emutport} Bronfucrg Kbdmpov, avéhoye pe TV eKTIUNGT] THE Y10 TIC
VRAPYOVGES avaykeg Smpovpyel, dwutnpel kot xatapysi Emtponéc Bionbudic.
To Tov koTapTiopd KatoAdyov vroymeiov peddv yio g Emrponéc Biondug,
1 EBvucy Emponi} Bionbukiig Kdrpov (EEBK) pmopsi, v to embopei, vo, {ntsi
EI0TYNCELS Y10 LTOYTPLO pEAT) a7d OTOLOOHTOTE KPATIKG 1] [T} KPOTIKG TUAMO,
Bpoua, chpe, eopéa, opdde otépwv, ko H EEBK, éyst to Swaiope va
xotaptilel Tov ded g Kurdhoyo Kot vo emA&yst amd avtdv Tovug dukolg TG
vroymeiovg yio péin tav Emrpondv Blonbucrg.

[N

INo «8Be Béom oty Emtpomny Bionbuaic Oo emiéyovior 2 tovldyistov
vroyniglol. Me andeaon katd mhewoyneia, o wéln mg EEBK 6a smAéyovv
éva and tovg 6vo vroynelovg yio kGbe Béon oy Emzpony Bonbwre. T
uéin mov Ba emheyodv xar Ba amodsybovv Tov dopiopd oty EB Ba thyouv
tedknig £yxpiong and v EEBK. H vrofoln vroyneiotitov yio g Emtponsg
BionBunc, Oa mpémet vo. yivetal petd v coprifipwon tov Evronov EEBK01
nov B amoctédieton oty EEBK. Ta péhn tng EEBK 6o vrofdilovv Tig
£10TYNoELS TOVG Yo voyneiovg Tov Emtpondv Blonbucig orov/etny Ilpdedpo
¢ EEBK e culijnon xou Mjym anopdceov katd 1ig cuvedpieg tig EEBK.

3. H dupxen g Onteiag g xdbe Emtpomntic Btoneucﬁg 8a kabopiletor amd v
Efvikny Emtpom] Bionbuaig Kompov kot Ba owatpspsmt omy Tl £ykpion
TV LeEMDV NG,

4. H EEBK 0a &ye1 tqv eubovn va &gl kotdhoyo AVOTANPOUOTIKOY HEADY G’
aVTIKATAOTAOT] LeADV IOV propel vo anoy®piicovy wpwv to mépag tng Bnreiog
0uG. Alopiopds oty EB avomdnpopaticod péhovg EB o yiveral, wddwv and
v EEBK.

5. ZUYKPOOGELS CUUPEPGVIOV TPETEL VO GROPEDYOVIGL GTODC SLOPIGUOVG, MG
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otav avtd sival avandesukto Bo TPENEL VO DIAPYEL HUPAVELS GYETIKG [E T
GUREEPOVTA OVTA.

Ta péhn piog EB 0o propodv va sroverdheyodv 1o dsbtepn ovveydusvn Onteio.

. Aropa wov Oa efvar péhn picg EB vy 1 1 2 Bnreieg (cuveydpeveg) Bo umopodv

va givar vrowneol, mhAv, yia Stopiopd oe EB apod mapédbsr mepiodog 1
TovAdyiotov Onteiag amd tov tehevtaio xpdvo mov Setéhecav péin g EB.
Nositor 6T vroynEdThro, Yo Sopiopud o EB, Ba propody va vroPdiovv
Gropa o omoia amoydprnoav omd wo EB Adye AMigng g Onteiog 1 Toxdv
TOPCLTIONG TOVG.

H EEBK 6&bdvazol va teppatiost 10 Siopiopd onolovdimote péhovg EB Adym
TopoTETONEVTG aobéverag, adikaordyntay amovcidv 1] yio ampent] 1 avrifem
L€ TODG GKOTOVG TG cvotacng g EB cupnepipopd.

Onowodfmote péhog g EB §vvoror onotednmote va mopaitnOel amd my Géom
Tov vroPdirovtag &yypuoen mapaitnon wpog v EEBK.

Onotodnmote dtopo 1o omolo &yel xatayyerdel and v EEBK, yo nopaficcn
tov xodikov nourg kar dsovioloyleg oy Poiatpcy Epevvo, dev pmopel va,
vinpetiicet cav péhog EB.

POYIIO®EXEIX AIOPIEMOY XE EB

Ba mpéner vo. cuvToydel dnhoon mov va tepthapfdver ta axérovbo:

1.

"Eva péhog Oo mpénst vo givar mpoBupo vo dnpociomoticel To TApeg Gvoua Kol
TO ENAYYEALA TOV/TNG.

. Oheg o1 damdveg yio, Toydv epyosio evrog g Emrpomnig Bionbudig 1 oxgnika pe

v Emtpont Bronbikig Ba npéner va xataypdpoviar kot vo, SwtiBevial oto
xowo 6tav avtd Cnreitar.

"Eva péhog Bo mpémet vo vroypayel COREAVIN EUTIGTELTIKOTITOG OVOQOPIKE HE
TIg £pyacisg TOV cuVedpLdY, TiG CLTHGELS, TATPOPOPIES Y10 TOVG UETEYOVTEG O
£pguva Ko cuvopt B€pata.

To péhr tov Soumuikod mpocemikod (Bev €ovv Swkaiope Yhgov) g
Emtponfic Bionbwfg 0o mpémst vo vroypyouv  mapOpol  cuppmvia
gumorevTicdTTog (BAETETE TO TAV®).

Kavéva péhog EB 8ev pmopet vo. eivor péhog tavtdypova oe b0 EB 1 wog EB
kot g EEBK.
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AEIOMATA, YYNGELH KAI AEITOYPITA EB

1.

(93]

. 10.

11.

12.

Ot Emtporéc Buonbwrg Oa zpémer va dnpuovpynioovv capdg xoBopiopéva
abibpata (Tpdedpo, Avimpdedpo, I'pappatéo) yioo TNV opoAf] Goknon Tov
BronBucov ko deovroroyikod ehéyyov. H EB katd v mpdTn g cuvedpioon Ba
exhé€er tov Tlpoedpo xar Tpopparéa. Emiong, Ou katapticst xatdhoyo tov
npochnov (e ohpafnmk oepd) to omoio, Bo cokolbv, €k TEPITPOTNG,
kaffrovia Avnimpoédpov. O xdbe Avimpdedpog ackel ta xabdfjkovTo Tov yua
nepinov 6 pfvec. Xe mepintoon amovciag tov IIpoédpov, g cuvedpinorg
poedpevel o ekdoTote Avtinpdedpoc.

O Emtponég Bionbucrg Ba amotehodvion amd 9 pédn.

O EB 6a mpénet va nepthappavouv: 4 mpdoeno amxd ToV yOpo ToV ITPLKOY Kol
Boroyikdv emomudv, 2 wpdoeno amd ToV XOPO TOV CVOPATOTIKMV Kol
KOWOVIKOV EMOTNHGV, 1 TPOCMTO 076 THY VOULKT EMGTIUY Kot 2 TPOCHN o
omowdnote GAAN sMOTALY T enGyYEALO 1) TO KOwaViKd ohvolo (Enpeidvetal
ot dev emrpéneton péhog Tng EBvuxig Emrpomniig Bionfuig va eivon tawtdypova
kot pérog omowcdnmote EB. Emiovg, pélog picg EB Sev pmopsl va eivor xot
uérog piag GAAng EB).

O eldyotog opBuos peldv mov amaiteiton yw oxnpaticpd omaptiog etvar 7
(repriopfavopévov kot tov/trg IIpoédpou kat o mepintmon anovciag Tov/mg,
TOV/TIG GVTITPOESPOL).

"Eyxvpeg amopdoelg Aappavovior opdpwva. Edv avtd eivar adbvaro, toTe, pe
Betwkn Yo 5, TovAdyioTov, HeEAdv.

O Emtponéc Bionbuciig mpéner va cuvedpidlovv oe kofopiopéveg npepounvieg
7OV VO, VOKOLVOVOVTOL EK TOV TPOTEP@V.

Ov cvvedpieg mpénst vo mpoypoppotiloviol oOUE®VE HE TG AVOYKES TOV
EPYUCLOV.

Tig cvvedpudcels cvykokeli o mpOedpog Kot KWALOREVOL TOVL TPOESPOL ©
avTipoedPog.

Me mpatofoviic Tov mpoEdpov 1 KATOTY CTHNATOS TPOV TOVAGXIGTO HeADV
dbvarar va cuyrhnBobv kai ktakteg f/xar tpdobeteg cuvedpriosis.

Trnpobdvon Tpaktikd TV epyacidv kde ovvedpiaong g EB e mhfipn otoyeia
Y10, TLG GmOQAGELS, Tov TPOTOL pe Tov omoiov AfpOTKav, kobdg eniong Kol Tov
GYETIKOD GKENTIKOV.

Ta wpoktucd enikvpdvovar pe v évapén g endpevng cuvedpiaong g EB
Kol VTOYPEEOVTOL 07d ToV TPOESPO 1 TOV aVTLTPOESPO.

K&fe pilog vmoypsovtor va Smidoet mpv amd v Evopln omowcdimote
ovvedplaocTc, onolodinote TPooWTKOS 1| GIeco 1 EUHECO GLUPEPOV OV dvvaTd



1480

vo Exsl am6 v ExPaot tov vid culimon Bépatog. Ta vméhoura pély g EB
amogacilovv oxeTikd yio v e€aipect) Tov péAOVG amd TV cuvedpiaot.

13. @a wpéner va diverar emapkhg ypodvog ota pékn tov Empondv Blonbualg va
e€etalovv ta oyeTikd yypopa mov vroPdiioval Yo EYKpLoT.

14.0 oumrfig, yopmyOc wave epsvvntic,  duvatd vo mpookaAsital Y va
ropovotdlel v wpotacn 1 vo eneknyel cuykexpuéva Bépata.

15. Avvatd va mpookododviar avedptnror oOpfovior o1 ovvedpia yia va
pofaivouv og yparntd oydile vio TV aipecT] GLHPWVIOV Y10, EPTUGTEVTIKOTITA.

16. Emzpdaebeto mpog Tovg afropatodyovg g Emrpomig Bionbumg, wa Emtponn
Bionbuiig Oa wpéner va éxel enopicés d101km TG TPOCMTKOG Yia. T dteknepainot
TV evbovav mg.

17. Mia EB 8a pmopel va xootoroyel to €pyo Tov Pirondikod eléyyov epevvrTikdV
TpoTacE®mV Tov vIofdAiloviol, oty EB, yia éyxpion. H EEBK 6o kafopiler 1
Ba eyxpiver tétoeg kootoloyfoelg pe mocd mov Bo kubopiler m . Ta
Kovdhlo Tov Oa EIGTPATIOVINL a6 TIC TUYGY KOGTOMOYHGELS Y10 TO £pY0 TOV
PronBucod ka1 OsoviohoyikoDh eléyyov TV EPELVITIKOV TPOTACE®V, O
Bpioxoviar k41 and v dueon gvbdvry g EEBK f/xol omowvdfjmote GAkov -
TPOCOTOL T wpochHeV 7oL B vrodeifer 1 EEBK ki o Swtibevron yio v
Aeitovpyia, Swrfpnon woi Pedtioon Tov  ovotfuatog  Pionbucod  wan
deovroloyikod eréyyov T Biolatpikr|c Epsvvag otny Kinpo.

ANEEAPTHTOI YYMBOYAOI

O Emzponég Bionbucrg ddvavtor va rpocpedyovv og aveédptntong copfodrovg 1 vo
xotaptilovv pévipo xotdroyo tétowwv ouvpPodrev, mov mapéxouv efedikevpéveg
yvioeg omv EB yio mpotewvdpeve epevvnmikd mpotoxkolia. Ot ZdpPovdior avtol
pmopel v efvor eidicol 660V apopd deovTOAOYIKEG 1| VOHIKEG TTVYEG, GUYKEKPIUEVEG
acBéveleg 1 pebodoloyieg 1 umopel vo givorl exTpOGSONOL KOWOTHIOV, acBevdv 1
kv ouddmv. ,

H EB 00 mpéner vo kabopioer cupeic 6povg evtorfg vy avedptntong cupfodiovg mov
npotibetal v cupfovievbel.

EKTIATAEYXH MEAQN EB

Ta péhn tov Emtpondv Buombucig Ba mpémer va €qovv pia ovveyl exmaidevon
avaopwkd e m Biondikn kot deovroroyia tng ProtaTpucic épevvag. Ztic EB Ba mpénet
vo, ovagEpovial ot vrapyovoss dievbetioces Yo péhn tov Emtpordv Bionbikhg va
TOYOVV TPOKUTUPKTIKAG exmaidevonc yio o épyo pog Emtpomng Bionbuikig kabdg kot
TIC veloTdpeveg svkonpieg Y evioyvon g wavoTnrdg Toug Y Pronfwd won
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Seovroroywcd Eheyyo. H exmaidevon avtr dvvatd vo dievbetnBel, 6tav sivat epixtd, oe
ovvepyacia pe v E6vuai Emtpont] Bionbuic Kdnpov, pe dhleg Emrtponéc Bronbuig
oIV TEPLOYN, OTH YOPQ Kol oIV ZEPLoy, kabdg kat drheg evkapleg yi v
gknaidevon tov pehdv tov Emtpondv Bionbikig.

YIHOBOAH ATTHXHY I'TA ETKPIYH IJPOTPAMMATOY EPEYNAY

Atton yw heyyo g Bronducric ko Ssovroroyiag TpoTevopevng Plotatpikig Epevvag
8o mpémer va vmofdileten amd Eumelpo 1] TUANVTOUYO epevvnTh vmevBuvo Yo TN
deovrtoloyuky] kot emoTnpoviky SieEaymyn g épevvac. H Aimnon Bo vrofdiietan ota
"Evrona EEBK02 won EEBK03 kot 60 emiovvantoviar 6ha ta dhia oyeTikd mon Tuydv
va. kaBopilovion ota wo whve viuna.

¥ng EB 6a mpémel va vroPddhovtal v &ykpion Hovo eketva to mpoypapuate mov Oa
vhomoBody apov &yovv efacporicst mpdTa TNV amoToduevT ¥pNHAToddTHoN. e
sEopetikég mepurtdostg ou EB Ba amopacifovy, petd and mhipn dikatoAdynot amd Tov
oatnT, KoTd moco Oo amodéyoviar yo €heyxo mpoypGupate mov dev Bu gxouv
eEaocpokicer v omoitovpevn ypnuotodommon. AveEdpmte pe Ta Mo TAvo, KovEV
npoypappa dev Bo viomoteiton v dev eEacpadicel TpdTa TNV BeTikr éykpion g EB.

Ot EB 6o smdapfavoviar citficemv mov £xouv vroBindel tovAdyiotov 3 efdopddeg mpv
and v nuepopunvio tov taxtikdv covedpidosd@v tovg. Omowadtimote aitnorn mov Oo
vroPdiheton 68 EB o8 Mydtepo an6 3 efdopddeg Ba pmopei va petaoépetat, and v
Emtpont|, 6Tnyv emdpev Guvedpiact e,

Ou EB 6a £éyovv vmoypéwon to apyotepo 40 mpépeg perd amd v vmoPods Tng
sopmlnpopivic aitong va avakolvOGovY YparTTdg Ty OTOQUGT| TOVS TPOG TOV GITITY
ypnowonoudviag to ‘Eveomo EEBK04. H andpoon g EB (Evrurne EEBKO04) pali pe
ol Ta GAho oyeTikd évromo (cvpumepriapfovopévav kat tov Evroneov EEBK02 kot
EEBKU03) g aitnong Ba xowonotobvtat dpeca kor oty EEBK.

To ypovodidypoppa mov Oa axolovbeitar o mepmrtdosg mwov 1 EB  {ntel
ovpminpopaticés TAnpoeopieg 1) cdhayés o £yypaga omd tov it Ba xabopiletar
amo v EB.

Autnriig 1 autfiTpla mov dwpavel pe v arxdpac g EB npénel npdrta vo. vrofdiiet
ypantdg 7mpog tnv EB oyemikd oxdio wor va {nel v ex véov perémn tov
npoypdupotog mov vréfore. H EB éxer péypr xon 30 nuépeg v vo smavaronofernOel
gl tov Bépatog. e mepintwon mov 1 Sweovia sEaxolovbiicel va vrdpyet T0TE O
atrTig propet v vrofdier ypantdg mpog v EEBK oyemikd oyxdha ko vo {ntd
éyxpion Tov mpoypduporoc Tov. H aitnon mpog v EEBK 8o mpémer va yiver oyt
apybtepa amd 30 mpépeg perd omd v mapaiafi g yveudevorng and v EB. O
attig, Ba amootédiet mpog v EEBK, £xtd¢ TG KUALRTIKNG EMGTOANG TOD, TNV TpAOT
oehida tov Evromov EEBK02. H EEBK, petd tnv Ajyn tétowov artripotog, Bo exdidet
pie deopenTiKy Tpog OAeS Tig TAeVPES ATdQOCT] TO GLVTOROTEPO JUVATOY.
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TEKMHPIOYH THY AITHEH®

Ola 10, £yypapa oD ATartovvToL yia £vay evoehey kot AN py EAsyyo g Pronbkrg Kat
Seovtoloylag mpoTevopevoL Tpoyphppatog wpénetl va vrofiéhiovian amd tov onTnT.
Ta éyypopo ovtd mpénel vo. mepihopfdvovv, Oy OUMG TEPOPIoTIKE, T Evroma
EEBK02 kot EEBK03.

I8witepn éppaon Sidetar oty pehétn OAOV TOV YYPAQ®YV TOV €XOVV GYECT] UE TNV
ovykotdfeot mov mpénet va didetan and Gho To. GTONC TTOVL GUUMETEXOVV OTNV HEAED
(ry. BEvroma ovyxatdbeong EEBKO03, évumo ovykerdbeong ot yidooa (oTig
YADOGES) oL avTiAapPavoval ekeivol Tov SuVATO VO LETACYOVY GTNV €pebva Kul, GToV
ypewiletal, e GAleg Yhdooeg, meptypapt) tng dwdikaciog mov Ba ypnoiponomOel gite
yio Ty e€aopdion kal TekpnpinaeT) TG cuyKaTtdbeonc, K.AT.).

EEETALH AITHZHY I'TA BIOHOIKO KAI AEONTOAOTTKO EAETXO

‘Olec o1 dedvtog vroParidpeves artfioelg Oa wpéner va eetdlovial Eyxopa (40 mpépeg
petd awd v vroPolts TG CUUTANPOUEVTS aiTnoTC) Kol COUPOVE ps g Swdikacieg
gEétaong omo g EB.

To mpatupyxd xabfxov poag Emrtponfg Bionbuig eivar n efétaon npotdcenv yw
£PEVVEG KU1 TV GYETIKOV DIOCTNPIKTIKAV £YYpaomVv Tovg, Ba mpémer de va didetar
1dwitepn  npocoyy ot Swdwacio ovykatdbeang KATOMV  EVIHEP®OTS, OTNV
Texpnpioon kot TNV ketoAANAOTTe Kol 10 €PIKTO Tov TpwTokdAlov. Ot Emitpomég
BionBikrig Bo. mpémer va AapPavouy vadyn Toydv TpoTYOUHEVES ITHCEIC/ATOPAOELS Kol
TIg OMAITAGEL VOPOV Kot Kovovicudv mov Ppickoviar o 1oy, ‘Ola to otoyeio mov
Inrotvion, kabog eriong ko to ‘Evrora EEBK02 xor EEBK03 npénet vo pehet@von
TOAD TPOCEKTIKG. '

Ov Emtporég Brombucic Svvavron vo kobopilovv Swdikacieg yoo v emiomevon
gEétaong mpotdosov v épevva. Or Swbwooies avtég mpémer va kabopilovv e
axérovba:

1. Tn o¢bdon TV MTHCE®V, TPOTOMOWCE; KOl GAAOLG TOPAYOVIEG 7OV
Swcarohoyodv v exionsvon mg eEétaomgc.

2. Trnv tpodndbeon (Tpobnobéceic) yia amoptio Yo exionevon g eEétaomg.

3. To koBeotdg twv amopdoswv (my vmoksitor oe empefeiovon amd v
o,opérewn g Emtpomntic Bionbuc 1 6yy).

AHYH ATIOPAYXEQN ATIO TIX EB

- Otav omogoocifer 1o atfiosg 1o Prondicd ko Seoviohoywd Eheyyo ProwTpucs
épevvag pio Emvtporn Bionbuig mpémer vo Aopfdver vr’ Syr, TovAdyictov, 1a
axorovfa:
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1. "Eva péhog mpénet va amocsvpetar and my cuvedpio mov Ba AapBaveton anéQUoT
avopopwcd pe aimon dtav eysipetan Bépo oiykpovorg cvupepévrav. H
GUYKPOVOT) GOHPEPGVIMV TPETEL VO, UVAPEPETAL CTOV/CTIY TPOESPO TPV ORd TIY
ebétaon g aityong Kat Vo, KoTaypaeeTal GTo, TPOKTIKG.

2. Amopaceig pmopei va AngBovv, 0pod mopucyedel enopicrg xpévog Yo e&étuot
kar ovfAmon wog aimong, xepic vo {nmPsi dnoyn f/kor oty omovsio Tov
LT TH, TV AVTITPOGATWY TOV XOPTYoD, aveEapTniay cuEBovAmv KA.

w

Tehxég amopdoeig mpémer va Aopfévovrar pévo oe cuvedpieg otig onoieg
vrhpyeL n emaptio nog mpoPiénstar onig ypantég Siadikacisg Aertovpyiag TV
Emtpondv Bionbikrg.

4. Ta Evrone EEBKO02, EEBKO03 ki @)Aho £7Ypo@a mov anaitobvial yio TANPN
ebttaon g aitmong mpémer va eivonr mhApn, Tt Se oyeTikd ctotygio. mov
OVOQEPOVTOL MO TAVE Of ovTA WpEmel va efetdloviar mpw amd TV Mym
amdeacngs.

5. Movo pén mov Svvovtal va yneicovy mpémet va HETEROvY GTIV Iym amdpacc.
6. Ta Mym omépacng cuvictdror émmg Aapfdvovia andcpdcstg He opopmvia,
6mov tovT0  givar duvatd. Tmg mepurtdcelg mov Qaivetal amifavo Vo, ordpEer
opopavia covietdra émmg 1 Emtporns Bionbikig anopasilel pe TAELOYNQUCH

- ymeopopia.

7. ZopPovdi mov Sev Ba eivan Secpsvmic SHvatan v EMCVVARTETAL GT|V OIOQUOT].

8. e mepurtdoeig Myng amopacemy vad dpovg mpmel va kaBopilovion cagpeig
glNyNoEl; Yo avadedprorn kot Sdwacio yio enavetétaom g aitorg.

9. Mio dpvnuxi} eméeoct yia ‘a{mcm npémel va vrootnpiletoan pe copdg
avapepopevoug Adyouc.

KOINOHIOIHEH ATIO®PATHT
H anépoon e EB xowonoeitar otov/omy arnmi/atitpia ko v EEBK HE TO

‘Evrono EEBK04 61 apydtepa and dvo eBdopddeg amd my cvvedpio kotd v onoio
Mpdnke n andeao.

HAPAKOAOYOHEH ITPOTPAMMATON AITO TIE EB

Ov Emuzporég Biombuciig mpéner vo xabopicovy Suaducasio napakorodineng g
Tpo6dov Ghev TeV HEAETOV yia Tig omoleg xer Anplel Oetua) andeact) omd TNV OTIYRT
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7ov Mjebnke 1 amdeact péxp TOV TEPHOTICHO g Epevvag. Ta Tov 6Kond TovTO
yproiponoeital, Tovkdyiotov, o Evrvre EEBKOS. Enagietan oty EB vo arnopaocicet
1660 cvyvé o mopokohovBei éva cuykexpipévo mpdypappa. Ot ypapues EMKOVOVIAG
petafd mg Emtporng Bionbudic koi tov catntr mpémel va xaBopilovrar capdg. H
Sraducacio moparokovnong Tpénel va Aappavet vmoyT, ToVAdYLeTOV, Ta oKokovla:

1. Tig mpobmobécelg Yo oymuaTiopd amaptiog yie my dwdikacia g€étaong Tov
Evrorov EEBKOS.

[

H ouyvéta vroforfig tov Evtomov EEBKOS 6o kabopiletor and v faten}
KO TOL YEYOVOTA TRV EPELVITIRADV EpYaV av Kot kb mpatokoAiro fa TPETEL VOl
vnoPalAeTan o8 eEétaom TopoKohodONGeNg TOVAGYIOTO Wt YOpd ToV ypbvo.

Tug oxdiovbeg mepwmTdoelg 1 yeyovoto omonteitol emefyouso emavelétoon kol
napaxoodBnon pog peAETng:

1. Omowdfmote Tpomomoinon mpeTOKOAAOD mov mPavé va enmpedoet T
Sucondpato, TV 6cedhew kavT Ty svnueplo tov petexdviay Ty EpEva |
mv Siefoyoyn g pekémg.  Aftnon oo my deeoporoinot ov apyuKon
TpwTokéAov Ba vroPdiietar oto Eviono EEBK10.

2. ToPapd wor ampdomTa SUCHEVY] YEYOVOT® CYETIKA HE TNV Sielayayfy g
pelémg (avéloye pe v kGPe mepintwon, mpimel va GUUTATpOVOVTUL TA.
‘Bvono.  EBKKO07, EBKK08, EBKK09). Xt ovtég TG TEPITTOGELQ
enovebetdleton 10 mpdypoppe kor 1 EB Oa AapPaver omdpaom mov Ba
KOWOROE(TOL OTOV GITNTH  avaeépoviag TNV Tpomonoinet, ovactol 1
TeEpUATIoNG TG apyudis andpaons g EB 1| my emPePainon ot 1 aPYLKT
omopaocn mov siye MaPer n EB axdun woybdet.

W)

Onowdfmote yeyovdg 1 véo mhnpogopie mov pmopel va ennpsicoer Ty
ovehoyia o@Elovg/kivdbvon g peErETNG. '

Te mepintoon mPO®ENG GVOCTOANG/TEPHATIGHOD TG HEAETNS, O aitnTig wPEmMEL va
eonotel v Emtpomn Bionfuig Yo Tovg Adyovg g ovactolg/ton TEPLATIOHOV ME
Béomn tov Evrimov EBKKOS.

Or Emtponéc BionBuaig mpémel v Aoppdvovy eldonoinon and tov o kath Ty
oroxhpoon piog perémg pe to Evrono EBKKO6.

TIAPAKOAOYQ®HIH ITPOTPAMMATON ATIO THN EEBK

AveEGpTnTa. HE TNV TopaKolobnoT| TaV TpOYPUpUATOY TG Browzpiknig emoTiung OR0
¢ Emrponég Bronduciig, | EGvikn) Emirpont| BronBukrg Kompov &yel 10 dkaiopo, OTOTE
KoL 6v ovTH TO amopasicel, vo. Siepevvijoel kol va. eAéyEel omoodfimote TPOYPALLA
gumintel k4t omd TG oppodidnieg . AveSapmiTa pe Ty omote. OmOQacT) NG
Empomiig Blonfuig, n Eévuc Emrponii Bionumg Kompoo gl avé Tdoo oTiyun To
Sucaiopo Vo, TpOToTomoEl, Vo avooTeilel, vo Teppatioet 1 va, emPefardoet TV apyuc)
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amdpact g Emtpomiig Bionbukfc. H andpacn g Ebvikic Emtpomic BronBuwrig sivor
BecLEVTIKT Kol TEASIOTIKY. ATOQAGELS Tponomoinong, avaGTOANC 1 TEPUOTIGUOD TOV
mpoypapportos and v EEBK kowomototvar apéowg (evidg 3-5 nuepdv) mpoc Tov
vrebduvo Tov Tpoypdupatog kot Ty EB. O vmetBuvog Tov mpoypaipotog gyl o ko
povaducr) evkaipla va {ntficer, apod texunpidbost 1o oimpo Tov, ané v EEBK vo
enovebetdoel myv anépacn mov éhafe. To aituo emavebétaong mpémet vo vrofindel
omv EEBK oy apydtepa and 25 nuépeg and mv nuepopnvia mov 1 EEBK éhafe v
andgact) me. H EEBK ex8ider myv teheiotucr g andpaon (n omoia efvar deopevmic
Y 6Ae 0 PEPN) TO GUVTOUOTEPO Suvatd. Avth Kowomotsital Tpog Tov VIEHBIVO ToV
mpoypdppatog kat v Emrpont Blonbukg mov sixe peherficet xar exddaet T oxeticn
amoPUCT).

H EEBK 6o xatayyéhher onig appodieg KuPepvntucss Yampeoieg #/xan Evpomoixée
Ymnpeoieg tig nepintdoeig mov Somotdver ampobupic cuvepyosiog oty dexmepoioon
TV £pyov mov g Exet avabécel to Kpdtog kur n Evpomoikh Evaon.  Avéioyeg
katayyehies yivovron dtov dev efacpaiileton éykpion Emtponig Blonduic fi/kon dtav
dwumotdveron amdxhon omd o Pronbucd kol Seoviokoyikd whoici deEaymyng
Prowrpikdv Tpoypappdtoy.

TEKMHPIOYH KATI APXEIOGETHZH

Oho 1o éyypago ko o1 xowomowjoelg g Emrpomfic Bionucig mpémel va
TPOTOKOALOVVTAL, VO, KOTAY®DPOHVIAL GE QUKEAODG KOL VA GPYEI00ETODVTAL GCOUPOVEL IE
ypunteg Swdikaoies. Xpewdletor Snlmon mov va kaBopiler v Sadikasio mpdoPaotg
xar avédnymg (nepirapfovouévav sEovoiodompévev TPoGOTOY YL T Sipopa
Eyypapa, poréAOVG Kol apysio).

Tovietdton T Eyypago. va mopaucivouy apyeofetnpéva o TovAdysTo Tpia xpdvic.
uetd v copmAnpoon piog peAdng.

‘Eyypaga mov mpémer vo kotayopodviar e @okéAovg kol va apyeiofetodvion

nephapBavovy, aAld Oyl TEPLOPLGTIKA:

1. To xatactatkd, T ypantés Swadcaoisg Aerrovpyiag g Emtpomig Bionbucig
Kot Tig ToKTikég (etroteg) exbioeig,

S

Ta Bioypagkd onpeidpato 6Aov tov pekdv g Emtponiic Bionbucic.

(U5]

Omnov woydel, M xataypaen Ghov tav ecddov ko eEddmv g Emtponfc
Bionbixrig mepttopfavopévev emdopdtov kot mAnpoudv mov yivoviol ot
ypappateio kol ota uén g Emvrpornsg Blondudig.

4. Toyév Snpoocievleioeg watevBuvenpies ypouppés oo vroforf] épyov mov
xafopilet n Emtpont Bronbuic.

5. Hmnuepriowo Sidtakn tov cuvedpudv g Enttporric Blonfucic,



10.

11.
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Ta. Tpaxtikd tov cuvedpidv g Emtpontg Biondudic.

Avtiypuoo OAGV TeV evTHTeV Tov dTOPEALOVTAL GO TOV GITNTY.

H alnhoypoopio pehdv trg Emrponiic BionBukig pe amés, v EEBK 1
evdiopepOpevo. LEAN avoQopiKd HE TIC OUTHGES, OROQAGELS KOL TV

TOPUKOLOVENGT| TPOYPULLUATOV.

Avtiypago g anéeocng kar onowdirote ovpPovki 1) 6povg oV CTEAAOVTL
¢’ évo T,

OGP M ypomth Texunpioon mov AapPdvetoan kotd v Sudpkeln g
TUPUKOLODENGTG TOV TPOYPAUUETOV.

H eidomoinon v v cOUTARpOGT, TPO®PY GVAGTOAT 1| TPO®PO TEPHOTICHO
oG pekétne.
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TAOYRYAPIO
Ot opopoi mov Sidovior 610 yAwoodpo wuté 1oybovY Yo Opove TS OVTOL

xpnoonoodvial oe avtodg tovg Kddweg Hpaxnxrg. O opot Suvatd va &govv
SoupopeTikég Evvotsg og (Al Kelpeva.

Andoucn
H Betuc 1 v Berur| vmd 6povg 1 apvnrik amdveron poag EB og aitua yia éheyyo piog
TPOTEVOLEVTG HEAETIG GE GyEom) e Trv Pronbikiy/Seoviokoyua eyxopdTntd. Tg.

Avmmicd/ Ao

Toavtovyog(a) epevvntig(Tpia) mov avalapfdver v emompoviKy koL Seoviohoyud
gulivy v epevvnTicd €pyo elte v Aoyapiacud tov/mg gite Y@ Aoyopono
opyavicpod/ofkov mov {ntel ambpoon and po extrpont Prondudic e Tomucy aiton.

Epsvvnmic-Emotnuovikée Yrenbuvog

Tohavtovyog emotiuovag o omoiog avelapBhvel smICTNUOVIKY Kol SEOVIOAOYIKT
£000vn site yio hoyaploopud tov/tng elte yio Aoyopaopd opyovicpov/oikov/i8pbduetog
K.G. Y10 TV GEOVIOLOYIKY] KOl EMOTIHOVIKY] GKEPIOTITE VS EPELVITIKOD EPYOV GE
GUYKEKPUYLEVO HEPOG 1) GUUTAEYHO Liepdv. Te Heplices REPITOGELS £VOG CUVIOVIGTIKOG 1)
Booucdg epevvnmig dvvatar va Sopiotel og o vredBuvog apynyds WG onddag vwo-
EPEVVIITOV. e TEMITOGEIG oV Kebopiletor «ZvVIOVIGTASY TOL TPOYPELLILATOS, TOTE TO
Gropo tobTo Bewpeitar, Yo oxomods Ttov mticemv fonducod ehéyyov, Kol o/
Emompovikog/m Yrevbuvoc/n.

Topopa

INa zoug oromotg tov Kodikav avtdv «ISpupo» svvosizar omowodfmote Spupe,
OPYOVIGHOG, VOGTASUTIPIO, TUVEMGTIIIO, GOVOEGUOG, GOUE, K.G. mOD acyoheitol pe
Brotazpuar kot Protegvoroyia mov éxel oyfon ue tov GvBpwmo.

Kowdmro

M xowdtnro. efvar pio opdda mposhnav ov fempeitor dT Exovv KO TEVLTOHTTA
Moy eneidr] £0VV KOV KOWOVIKG XopaxTnpiotikd. Qg kowdtnra Svvatd ve, Genpnbel
po opddo Tposdrmy mov fouvv oto 8o ywpid, oty e TéA 1| omy 1810 ydpa Kol
étol éxovv y id1a yemypagik Tpoéhevon. Mie xowédtnTe pnopset vo xopaxTnpioTal
dpopeTicd og pia opdde avBphrmv wov &xouvv Tig 18ieg apyéc, o, 1810, eviiapépovra §
v id10 achéveia.

Metéywv oe épevva

Atopo mov petéxsl oe BrowTpikd epsuvnmiks Epyo efte @¢ Gpeco ovTikelpevo piag
emépfacng (enepPotuct Swdwooia) 1 péon napatipnong dedopévav mov 0popody To
nwpécomo. To dropo owtd duvatd va elvar éva vyiég mpécero mov mpoduvuonoieital v
UETACYEL GTNV £pevva T Tpdowmo pe wabnon Goyety ue T Siekayduevy épesuva mov
npoBuponotsitonl va LeTdoygl ot Epsvva ite Tpdceno (cuvifeg acbevic) Tov onoiov
1 w&B1jon elval oYETIKT HE TNV £pgvve.

Opot

'Opot ce oyxéon pe amopdoeig eivar decuevtikd ototyele mov ekepalovy Seoviohoyikong
nopdyovieg Tov omolmv v epappoyn 1 EB f/xon 1 EEBK amoicel xoi Osmpet
VROYPEDTIKY Yia TNV Se&oymyi) g Epeuvac.
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IHpwtdkolio

‘Evo. éyypago mov Sivel 10 10TOPIKS, TOV AOYO KOl TOV OVTIKEWEVIKO 6KOnG (oKomong)
. gvog Prowatpiicod EpELVITIKOD £pYOV Kat meplypdost To oxedacpd, v pebodoloyia kot
Ty opydvact Tov, TepAapPuvopévav SE0VIOAOYIKOV KOl GTOTISTIKOV TaPayOVIMV.
Mepikol amd Tovg mapayovieg avtods Suvatd va mepiEyoval kol oe GAAA &yypopa o
AVOQEPOVIAL GTO TPMTOKOAAO.

20yxpovon suueepdvtav yio uén EB

ZOykpovot) cuppepdvtav mpokvrtel 6tav éva péhog (1 péhn) g Emrpontig &xst (€xovv)
CLUPEPOVTN GE GYECT| LE GUYKEKPIIEVES CUTHGELS Y10 EAEYYO MOV duvatd va exnpedlovy
dvcpevag v wovoTTd Tov (tovg) va mpofel (TpoPolv) o ehedbepn kat avedpnTh
a&loAbyNoT TG EPELVAS TOV 0POPE TNV TPOCTACIA TMV UETEXGVIOV GTIV §psuve, 1y/Kat
TNV vAomoinoT g £pevvag. Zuykpodoels coppepdvTav duvatd va mpokdrtovy Stav
évo. pélog pog EB f/kon 6tav 1o i8pope pélovg wag EB éxet owovopikde, vhikéc,
Becpikég 1) kovavikég oygaelg pe v aftohoyodpevr épevva 1 6tav évo uéhog wag EB
acyohreital 1| embvpei va aoyodnfel pe to avriksipevo g £pevvag mov afohoysiton.

Zoufovin
Mn Secpevticol mapdyovieg mov mpootibevtol e [ erdPUOT) e GKOTO TNV TOPOYN
BonPelag og TPOCHONN TOV PETEXOVV GTIV EPELVA,

Tpomomoinen Tpmtokdiion
T'panty meprypagn pog ahhayng evog tpwtokOAlov.

Xopnyocg '
Ipéowno, etarpla, Bpopo 7 opyoviopudg mov ovodapPdver evbivyy yiw v
¥PMHOTOdOTIION EVOG EpEvVITIKOD §pyou.
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ENTYIIA AITHXEQN KAI
HAPAKOAOYOGHXHX
HOoY A®OPOYN

BIOHGIKO KAI AEONTOAOI'TKO
EAET'XO

IMPOTPAMMATON IHOY AXXOAOYNTAI
ME

TON ANOPQIIO XTOYX TOMEIX THX
BIOTEXNOAOI'TAY, BIOAOTITAL,
IATPIKHY, TENETIKHY,
OAPMAKEYTIKHY, IATPIKHX
OPONTIAAY won THE ANOPQIIINHX
IHAPEMBAXHY XTHN BIOAOI'TA KAI
I'ONOTYIIO TOY ANOPQIIOY
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EIZHT'HZH I'TA ETKPIZH MEAOYXZ
EIIIPOIIHY. BIOHGIKHX

H EIXHT'HXIH YIIOBAAAETAI XTHN EGNIKH
EIIIPOITH BIOHOIKHXL KYHOPOY

v Ebvua Emrpomi BronBucs




1491

Lopmipaverat anb To ibpopa/opyaviepd/odpa/k.é. mov elonyeitay, Tpog v EBvuai} Emrponiy
BronBuctig Kdapov, vroyijgro(e) pirog(n) yie Emrponi BionBusic

Tniépe

Tniégevo:
Dak:

Hlextpoviké Tayvdpopeio:
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Atopo 1} Atope wov wpoteivovrar yue Extrponty BlonBucdic:

T'o xG0s Gropo mov mpoteiveron 7o waveo B mpémer va
emovvanteTal froypagiké onpsiopa (uéypt 2 oehideg).
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Topmknpdveran omé Ty Efvuc Emitponn Bronfucijg Kdzpov

AIIOD®AXH EONIKHE  BIOHOIKHY KYIIPOY
EHITPOIIHX

Zyoha/Andpac:

‘Méln e Ebvuciic Emrpomic Buonfuxiic Kémpov mov pehitnoay Ty 8L
“Emifset ‘0

O/H Ip6edpog tng EOviktig Entrpontic Bionfucic Konpov:

Enibero:r ..o Ovope: ..o Hpepopnvia: ....................
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EMIIIXTEVTIKA EFTPAGRA

YHOBOAH AITHXHZ
I'TA ETKPIZH HPOIPAMMATOL AIIO
‘ ‘ EIITPOIIH
BIOHOIKHY KAI AEONTOAOITAX

HAITHIH AYTH IIPEITET NA YITOBAHOET KAI 2 F HAEKPONIKH MOP®H

HpotnéBeon yra Tyv vrofels aftnong sivan 6t To mporewvépevo Mpbypappa &yt -
stacgalios Tyv exapaityTy LpHReTod6TIG Yi TV VAoTOiR G TOV
(Ze mepinTwon mov 1y aitnon 6a vrofariermr mpiv T ebacpdiion LpnpatodoTnong Ba mpénel va
didovrar hentopepeis eneEnyioeis y1a Tovg Adysvg wov {nreitar i fykpion and Emrpomi
Bion6ixrig xar Asovrol.oyiag)

TTPOZOXH: H aityen avti pe 60¢ to smicovanTopsva EvIond, 6xeg enleng Kot
n ané@oo s EB, npénet va wowomomBei oty EEBK.

0lec o1 Emrponéc Bionbuijc (EB) fiplcrovral kdTw and Ty GiETH] EROTTEID THS
Eéviaijc Emrrpomijc Bioybuajc Kvnpov (EEBK). H EEBK éyer e€overodotijost iy
Emzpomij BionOixijc vo HEAETHOEL KOL VO ATOPACIGEL CYETIKG HE THY AITHON OV
vrofidlierar. H anépacy wc EB, yio v aityay avtif, unopei va eraveberaclsi
oné v EEBK, edv o axtyrijc/y oxvijTpia Siepovijoel je v anépacy s EB.

Zoprdigpaverar and tov(zny) Emotnpoviko()) Yrevbove(n) Tev Hpoypappatog
(Ze nepintw

INUEIOGT: Ltnv coprnhipoot Tov sviomov avtod oto omoio {nrodvron
oroyyeia mov dev woyvovy e o Lpdypappa o o omolo vroPdailerar nn aitnon,
o avTn e/ artiiTpie Tpénel va avaypaoesal tig Aéeig «AEN IZXYED.
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Zvpminpdvovrar amd Tov(Tyy) Emstypovi(i}) Yretbuovo(n)(ZTvvroviars) ‘

1Ikpn stotyeio

(Na 30boby eniong 1 mafiprg Siedbuven, mlépava, eat, EKTPOVIKO TOY,, K.A.T.)




1496




1497




1498




1499




1500

T

Tpéyete NAI OXL: oo .
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AEi‘Sog o0 Hpvoypduuatog

O ap1Bpdg tov popéwv mov Bu Aéfovv Lépog 6To
Tp&ypappa '

O cuvolMkog aptBpdc Tov aTtopmv Tov B0 GUPUETACKOVY
oto Tpdypoppo

Armiohdynon g HeAETNG

Y7oBudpo tov Ilpoypdpuartog

Yrobéosignov Btel 0 Ilpdypapiilo

Txondg Tov [poypdappatog

Avuksevikol otoyot Tov Ilpoypdppatog

Doeerog ov Ba mporcdyet and to Ipdypoppa

Tyebuoudg tov [poypaupatog

ApBuog Tov peyéboug tov Setypatog

Arnoldynon yio Tov aplfpd tov deiyparog

Kpiripla swodoyiig oto Hpdypappa (inclusion criteria)

Kpripioe yioo pnp swdoyn oto Ipdypoppo  (exclusion
criteria)

Awdicacieg kor pédodot

Tponot empETpTong 1} EKTIUNGTG TOV ATOTEAEGUATMV

TTATIOTIKY ovVIALGT

Tovednti ovvaiveon e cuppetoyr] oto Hpdypappo

AwkaoTikég amolnpiboslg Tpog dropa 7ov o AdBouvv pépog
oto Ipoypappe (moog Ha pépet v evdivr ;)

Tyetikdg amolndoeg aTopey Tov 00 GUBUETAGKOVY GTo
TIpéypoppo 7 ToxGv  meplopicpol omy  SukooTikt
azolnpinscTn tovg

Armiohdymon yio v ¥prion YeveTukdv dedopévav

Aentopépsieg yioe to mpocomikd Sedopéve mov Do
covodebouy 1o Setypo Tov TAnfuopol tov Ilpoypdpipatog

Aemtopépeieg yia to dnpoypagkd dedopéva mov Oa
cuvodedovy To detypa Tov Thnbucpod Tov Ilpoypdppatog

Abypon TpocemKdv Sedopévay

Audypor yevemiky dedouévav

Atdyoon derypdrov ysvetukod vitcod 1) Ghiov froloyikdy
dgyndtov

TIpdcPoaot ce mANpoEopieg ¢md TOVG GUMUETEXOVTEG GTO
Tlpdypayia oAAG Kol GUYYEVOV TOVLG

Xp6vog amoffkevong Kol KOTAOTPOPHG OSIYHAT®OV KoL
debopévav

Awdicocio vroBoAfic Topardvev N ketayyeMdv
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Emcuvcuu:etm ('ypawg'ca NAD N «OXD) ...

Emovvinteron; (ypayete «<NAD f «OXT) ...
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Y95 MnyavioHovgmov 8
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Zopminpdveror amd Tov(tyy) Emotnpovicd () Ynebbuvo(n) Tov ITpoypappatog

Zvppetoyn avOpdrav

Zoppetoyn atopmv pe ewdikég avdykeg mov dgv pmopodv va Sdcovy
amb POVE TOVG TNV Guvaiveon Tovg

Zoppetoyn oTopmv petald 16- 18 erdv

ZoppEToYn oTOH®V KATo TV 16 etdhv

Zoppetoyn svniikav eBehovidv

Toppetoyn kg opddag oobevodv

Xption omotovdfinote avBpdrivav Brodoykdv detypdrav

Xprion avBpATIVoL YeEVETIKOD DALKOD

Xp1fion PAOCTIKOV KUTTIPOV

KXpnon Brooticdv xuttdpov ond avOpdmiva EuBpua

Xp1ion PAooTIKOV KUTTAP@Y 6o avBphroug

Xpnon euPpoikod wwto

Xpnion avBphmvev epfpiov

Xpnon avBpomvov aapiov

Xprion avlpOmMVEOV CTEPUATIKMOV KLTTAPW@V

Xp1ioT) QUPUAKEVTIKNG Ay@YNS

Xpnon sicovikdv eoppdrav (placebo)

T'voortéc mapevepyeleg oapudkov o fa yprotuorombodv

Awyeipion TpocoTKdY dedopuivav

Awyeipion wrpucdyv dedopévav

Awyeipion Broynpikdv dedouvav

Awyeipion yevetikdv dedopévav

Awygipion Sedopévav mov Ho. ypnoyonoimfody ovdvopa

AvBpdnvn Khavoroinon

IIpoomabeia avBphdmiving KAWVOTOINGTG Y10l OVITOPAY®YT

Anuovpyio avBpdmvev sufpdaev (Ao Ta 6Tédin)

Enéufaon yio pévipn aklolmon ato avBphrivo yovidioue (orioimon
7o o KAnpodoteirar)

Xpnon Lbov

Anpovpyia i) gpniion dayovidiekdy opyuvicudv

Xprion roctikdv xutthpov awd (ba

EnénPocn ye poéviun ordoiwon ot yovidiopa {dov (aloiwon mov Ba
KAnpodoteizar)

Kprion YEVETLKG TPOTOTOINUEVAY HUIKPOOPYaVIGUAV/0pyavioudv

Xpfien YEVETIKG TPOTOTOMHEVAV QUTHV

TeveTiky) Tpomonoine HIKPoopYUVIGHAY H/KOL QUTAV

Amnchevbépwon | oto  mepifddlov  YEVETIKGA  TPOTOTOMUEVEV
WIKPOOPYAVIGHLAV /KAl 0pYovVICHOY /KoL QUTHV
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Hpepopmvio: ..o YROYPODT: oo




Kohelote vo. ooppetboyete oe éva epevvnTIKG mpdypoupe. Iho kdte (BA.
«Impogopies yia AcBeveic 1/xaor Efshovrécr) Oa oag 60800V eEnynoelg ot

amhr YAOGGa GyeTkd pe o T B ntnbel ond odg f/xar Tt B0 cog cupPet o
€GAG, 6V CUUPMVIGETE VO, GUUIETAGYETE GTO TPGYpappo. O O0G TTEPLYPAGOVY
onowwrrote kivévvor pmopel va vmdpEovv 1 todouropia wov toydv Ba
VTOGTE TE 0 TV cvppeToXh Gag 6To TPSypapipe. O cog emeEnynOet ue k&g
Aentopépeia T Ba {ndei and ecdg kot moiog | motor Oa Eyovy pocPoon otig
mAnpogopieg f/icar GAAo vVIkd mov efehoviiké Bo Shoete Y T0 TPOYPOLLLL.
Bu cag dobei 1) ypovikn wepiodog yio, v omoia o1 vEEdHVVOL TOV TPOYPALLLOTOC
Ba &yovv mpbéoPacn otig TANpoEopisg H/kar VIS mov Bo Shosts. O oG
eme€nynOei 11 ehnilovpe vo pdBovpe ond to TPOYPOLME GOV OTOTEAEGILA KO TG
ducg cag cvppetoxfis. Emiong, Ba cag Sobei pio gktiunon yo to dpehog mov
pmopel va vmépfel Yo Tovg epguvntig /Kot XPNHaTodoTeg cvtod Tov
TPOYPAUUATOG. AgV TPEMEL VO, GURUETAGYETE, EGV HEV emOopeite 1 eqv &yere
070WVGO1T0TE  EvdoluopROvS OV gQopoby TRV CULUETOYY] ©UG GTO
npéypappe. Edv omogosicste vo cvppstdoyere, TPETEL VO OVOQEPETE &GV
eiyate oLppETAGYEl Ge omowdNmoTe GAAO TPGYpaLLLQ épeuvag UECH GTOVG
tehevtaiovg 12 pfves. Edv amopacicete va pmv GUUUETACGYETE KAl &glote
acBeviig, N Bepomeia cag dev Oo empeaoctel and v andgaoct cag. Eiote
ehevBepor va amocvpere omowdimors oTIYNA gotig emBopeite v
cuykatabeon yua v cvppetoyn cug oto mpdypappo. Eav elote acbevig, 1
amOQACT] Gag VO, ATOGVPETE TNV cuyKatédeon cag, dsv Oa &gl OTOLEGONTOTE
emntdoels omv Ogponsia cog.  Eyete 1o Sikaiope va vroPdiets ToydV
TUPATOVE. T KaToyysAies, TOV 0QOPODY TO TPOYPULLO. 6TO OTOi0 GUUUETEYETE,
mpog v Emitponty BionOucig mov evékpive to mpdypappia 1 acdun kot otV
Efvucy Emizpons BronBucrig Kdmpov.

Ilpéner Gheg o1 cEMiBeg TV evidmmv  ocuyKatdlsong va Qépouv 10
OVOHOTETMVOHO KOl TNV VIOYPAQT| Gag.
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Sopmhnphcore o fvruno cuykatdfesng eosic TpocwTIKd,;

Tovg tehsvtoiong 12 prjveg £XETe GUUUETAT)EL 68 0mO0dMoTE GAkO EpgLVITL 0
TpOYPOpIL,

AwBéoote kK kotoAdBate Tig TANpogopies Yo acBeveis fi/kor eBelovies;

Eiyate v svko1pio. Vo pOTACETE EPOTHTELS Kt vo, cLENTHOETE T0 TIpoypappa,;

AGBNKOY TKOVOTOWTIKEG GOVTAGELS Kot EENYNOELS OTA TOXOV EPOTHNATE 5aG;

KotahoBaivete 6t propeite va amocvpbeite amd to npdypoppa, 6note 0éete;

KatohaPaivete 61, &Gv omocvpbeite, Bev givor  ovaykaio vo ddoete
omolecdfmoTe eENYNOELS Y10 TNV SIOQUCT) IOV TTHPOTE;

(T aoBeveic) katahaBoivete 6T, eav amocvplsite, dev B viapEovy emmTdCELg
oV TV Bepomeia mov woipvete T mov pmopel vo, Thpete pekhovTikd;

TopQ@VEITE VO GOUPRETAGYETE 6TO TPOYPUAUL;

Me no16v vrebbuvo WANGaTE;




HAHPO®OPIEYX T'TA AYGENEIX 1j/kar E@EAONTEZ




IAHPO®OPIEY I'TA AX@ENEIX #f/xax EGEAONTEL, cvvéysia:
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EMHIZTEYTIKA EITPAGA

AIIO®AXH
EIIITPOIIHY BIOHO®IKHX
I'TA
EI'KPIXH H ATIOPPIYH
HPOIPAMMATOZX

H ardgacn e Emtponijc BioyOuajc 0a npérer va kowomomOei mpoc v Ebvixi
Emtpomij BionOwsijc Kbnpov pali pe dla ra vndloma évroma mov apopodv to
poypappa yia 1o orolo JjpOnke cyetikif anépaci.
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ngﬁlngd)vs‘cm amd v Emirpon BronOucc
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Zyoha omd v Emrpom) Bionwkric, cuvéysio
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Topminpavstol and tnv Emrpom) Bronfumic

Btoypwpmd 2’[01)(8{(7. OAQON tov épeuvnté§ KOl TV @QSP’Y&TCSV tévg k

AfA®CT] 11) GUYKPOVOUEVEOV GOUPEPGVT®V

Tleprypagi} Tov eidovg Tov Ipoypappatog

Tleprypaoi} tov tAnBuopod mov Ba, peketndel

O tpodmog e tov omolo Bu oTpoToroynfdoty dropa yio to Mpdypappa

Meletbnxav mpocektikd Ta Evrura cvykotddesnc (EEBK03);

Ta évrono wov Bo yproporomBoiy Yo Ty 6TpaTordYNon ATORGY

OLéKAPO 10 TpWTHKOIAO Tov TIpoyphupatog

ArooAdynoT Yl TNV Xp1IoT EIKOVICHS QUPHOKEVTIKAG OymYAG

Yred8ovn dnAmon amd dhovg Tovg epeuvijTEg KoL GUVEPYETES TOVG OTL
T0. EVIUTO TANPOQOPTIOTS KAl GUVAIVEST]G ToVG SEGUEDODY

Mocediion g mpoctocicg Tov dedopévav Tov apopoBV 1o, GTONA
mov Ba AdPovv pépoc oo TIpdypaupa

Agntopépeieg via v ypnpatodotnon ov Tpoypdppotog

‘Exovv exb0oBei e1d1kd copBoraio oe oyéon ps apoiPéc ;

Qo didovior apoBéc ot drope mov Oo  cvuuetdcoLY  GTO
Hpdypappa ;

Oa. vrdpLovy omoEecHNOTE OtkovouLKES EmPapOVOELS Y10 T GTOpY
7oL Bo. coppgTdoyovy oto Hpdypoppa ;

Ov gpevvntég 1/kat ovvepydteg tovg Bo maipvovv opoBés ;

"Exovv meprypagei Ta avapevopevo, ogéin tov TIpoypapatog ;

Exsv Swogovel 61t mpoxdmwrovv omowdNmote OQEAN WPOG TOV
YAPMHOTOSOTY, TOVG EPEVLVNTEG KCOL TOUG GUVEPYATEG TOVG 06 TO
Tp6ypoppa ;

Edv mo méve sivon NAI, v e€nynost:

"Eyovv texunpuoBel 6heg ot Sievbetroeig mov £ywvov o YECT] HE TG
vrnpEcisg Tov TVYOV Ba TupacyeBotv yia o Tlpdypopua ;

Oo vEapyel cVVEXTG EVIHEPMOT] Y10 THV OGEAAELL TOV ATOR®V 7oL Ho.
Aopfdavovv pépog oto Tlpdypapo. ;

Yndpyovv Stadikaoieg yio Tnv v7oBols TapATOVOV/KATEYYEAM®DY;

Awoceaiiloviol emopkdE T SIKOMAROTO TOV EPSUVITOV 0l TIg
SNUOGIEDGELS TOV UTOTEAECUATAY |

‘Exel deopevbsl o/m Emotnpovikég Ymedbuvog 6Tt dev 8o yivovv
omotecdnmote ahhoyig oto Ilpdypoppa ard v fpépa wov Ba eykplost
amd Tnv Emtponn Bionfwig ;

*Amotehel g080vn g Emtpomniic Bienbwiis va stabpiser 6ha ta sroygia mov
&yovv 6o0el, va ddoer v arapaityty PopiTtnre ekei mov ypewdleTor ko va
LaPer anépacn wg mpog To KaTd ooV Exovv Hobsel tkavoroTikEg ensnyosig

ot oyfon pe o Tpotevépevo lpodypappa.
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TIp6edpog

Avar. IIpdedpog
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TAPAKOAOY®HIH IPOTPAMMATOE AIIO
EIMTPOIIH BIOHGIKHE

TopmAnpdveror amd tov(trv) Emomnuovikd(n) Yredbovo(n)
hog TIpOypaiia:
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Exouv yivel onolecdimote oAhoyég oe oyéon pe 1O apyko
TPMTOKOALO OV eyKpifnke and v Emrpont Bionduig ;

Ymip€av omowdiimote TPOPANHOTH OV GITTOVIOL TV
Oepdtov Pronbukig ;

Yrfpéav omorwdiote Tapdrova 1) xorzayyshiec;

No. §oBovv dheg o1 AemTopépeleg, edv 1) AnGVINGT 6€ 0noladiroTe EPAOTNOT o TAVE®
firay «NAI»

Ernifeto Emotpovikod(fg) YredBuvoo(ng):

‘Ovopo Emotnpovikod(ric) Yred0uvou(ng):

Yroypaon:

Hpepopnvia:




1527

- ANA®OPA TIA THN OAOKAHPOZH
IPOTPAMMATOX EPEYNAZL

EopmAnpdvetar and tov(my) Emotnpoviko(r) Yredbovo(n) yio va avapEPEL TNV
ohoxAfipwon tov I1 G 2

H avogopd avti, Yo v odoxhijpaen tov Hpoypappatog Epevvac,
npénel vo, anostarei ko oty EOviki Entrpomi Blonbuic Konpov.



1528

AITHXH HIOY YIHOBAAAETAI IIPOX THN
| - EIITPOIIH BIOHOIKHX
I'TA ITAPATAXH HNPOI'PAMMATOX

) Em

M_pcb

-Eivar gv080vy g Emtpomijg BlonOuaig va kpiver kot va amopacicer
MG TPOS TO KATA Tdoov cuVTPEOVY AGYOL Y10 TOVG 0TT0i0Vg 1] aitnon
ovty, Yw TNV wapdrocn Tov Ilpoypdpparog, 0o wpémer va
kowonou}0ei oty EOvikn Emitpont} BionOuaic Kvzpov.
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Zopminpdveton amd tov(my) Emotnuovike(d) YretBovo(n)
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MH-ITPOTPAMMA TIEMENH
AIAKOIIH HPOIPAMMATOXL

AITIOAOTHZH IOY YHOBAAAETAI ITPOX
THN EIIITPOIIH BIOHOIKHX

Zupnhppdverar and Ty Emrpo
H

Eivor ev0vvy g Emrponiig Bronbudig va kpivel kai vo. aropacicsl
Mg TPOG TO KATA TGoOV GVTPENOVY AGYOL Y10 TOVG 0TOi0VG 1] GVaPOpPa.
avt, Yo T1ijv Swekom) Tov Hpoypappoerog, Oa wpémer va kowvomonOei
otnv EOviki Emrponii BionBung Konpov.
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ANA®OPA EKTAKTOY HEPIETATIKOY IIPOX
- THN EIITPOIH BIOHOIKHX

)

Zopminpdvetar omd Tov(mv) Emompoviko(i) Yredbove

Eivar s000vn ¢ Envrponiis BionBucig va kpivel kot vo arogoacicel
¢ TPOG TO KATA 1660V GUVTPEYOVY AGYOL Y10 TOVG 0TT0I0VG 1) AVAPOPE.
avti, Yw. ékTakto mEpleTaTikd, Ou mpémer va Kowonomezt oTnYv
Efvucy Emirponi) BionOumig Km:pm)
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AITHZH MOY YIIOBAAAETAI IPOX THN
EIITPOITH BIOHOIKHZ
TTIA AIA®OPOIOIHZH IMPQTOKOAAOQY

() E ovik6(1) Yredbovo(n)

Eivar s000vn g Emrpomiig Bronfikiic va kpivel kol va anogacicst
@G TPOG TO KuTA OGOV cuvTpéyovy Adyol yia Tovg omoiovg 1} aitnon
avTy, Yo TV ahlayl TpeToKOAlov, Bo Tpénel va kowvomomOei ot
EOviki} Emitpom Blon0ukiig Konpoo.
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ADOPTED GUIDELINES BY THE CYPRUS NATIONAL BIOETHICS COMMITTEE

The Cyprus National Bioethics Committee, with very few changes, adopted the
“Operational Guidelines for Ethics Committees that Review Biomedical Research®

formulated by the World Health Organization, to form the basis of the guidelines issued to
the Cyprus Ethics Committees.

PREFACE

The ethical and scientific standards for carrying out biomedical research on human subjects
have been developed and established in international guidelines, including the Declaration
of Helsinki, the CIOMS International Fthical Guidelines for Biomedical Research
Involving Human Subjects, and the WHO and ICH Guidelines for Good Clinical Practice.
Compliance with these guidelines helps to ensure that the dignity, rights, safety, and well-

being of research participants are promoted and that the results of the investigations are
credible.

All international guidelines require the ethical and scientific review of biomedical research
alongside informed consent and the appropriate protection of those wnable to consent as
essential measures to protect the individual person and the communities who participate in
research. For the purposes of these Guidelines, biomedical research includes research on
pharmaceuticals, medical devices, medical radiation and imaging, surgical procedures,
medical records, and biological samples, as well as epidemiological, social, and
psychological investigations.

These Guidelines are intended to facilitate and support ethical review in all countries around
the world. They are based on a close examination of the requirements for ethical review as
established in international guidelines, as well as on an evaluation of existing practices of
ethical review in countries around the world.

The majority of biomedical research has been predominantly motivated by concern for the
benefit of already privileged communities. This is reflected by the fact that the WHO
estimates that 90% of the resources devoted to research and development on medical prob-
lems are applied to diseases causing less than 10% of the present global suffering. The
establishment of international guidelines that assist in strengthening the capacity for the

ethical review of biomedical research in all countries contributes to redressing this im-
balance.

OBJECTIVE

The objective of these Guidelines is to contribute to the development of quality and
consistency in the ethical review of biomedical -research. The Guidelines are intended to
complement existing laws, regulations, and practices, and to serve as a basis upon which
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Ethics Committees (ECs) can develop their own specific written procedures for their
functions in biomedical research. In this regard, the Guidelines establish an international
standard for ensuring guality in ethical review. The Guidelines should be used by national
and local bodies in developing, evaluating, and progressively refining standalo operating
procedures for the ethical review of bio-medical research.

THE ROLE OF AN ETHICS COMMITTEE

The purpose of an EC in reviewing biomedical research is to contribute to safeguarding the
dignity, rights, safety, and well-being of all actual or potential research participants. A
cardinal principle of research involving human participants is 'respect for the dignity of
persons". The goals of research, while important, should never be permitted to override the
health, well-being, and care of research participants. ECs should also take into consideration
the principle of justice. Justice requires that the benefits and burdens of research be
distributed fairly among all groups and classes in society, taking into account age. gender,
economic status, culture, and ethnic considerations.

ECs should provide independent, competent, and timely review of the ethics of proposed
studies. In their composition, procedures, and decision-making, ECs need to have
independence from. political, institutional, professional, and market influences. They
need similarly to demonstrate competence and efficiency in their work.

ECs are responsible for carrying out the review of proposed research before the
commencement of the research. They also need to ensure that there is regular evaluation
of the ethics of ongoing studies that received a positive decision.

ECs are responsible for acting in the full interest of potential research participants and
concerned communities, taking into account the interests and needs of the researchers,

and having due regard for the reqmrements of relevant regulatory agencies and
applicable laws.

ESTABLISHING A SYSTEM OF ETHICAL REVIEW

Countries, institutions, and communities should strive to develop ECs and ethical review
systems that ensure the broadest possible coverage of protection for potential research
participants and contribute to the highest attainable quality in the science and ethics of
biomedical research. States should promote, as appropriate, the establishment of ECs at
the national, institutional, and local levels that are independent, multi-disciplinary, multi-
sectorial, and pluralistic in nature. ECs require administrative and financial support.

The institutions that will establish an EC must establish also the mechanisms for the
administrative and financial support of the Committee. An EC is compelled to accept
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and review applications that may emanate from individuals that do not belong in the
institution that founded the EC. The EC will review such applications without any
economic debit to the applicant.

The ECs must develop mechanisms of collaboration and communication with the Cyprus
National Bioethics Committee (CYNBC). These mechanisms should ensure clear and
efficient communication. They should also promote the development of ethical review
within a country as well as the ongoing education of members of ethics comumittees. The
present Guidelines establish effective procedures for the review process of biomedical
research protocols. Thus, a network of ethical review is established at the national or
local level that ensures the highest competence in biomedical review while also
guaranteeing input from all levels of the community.

COMPOSITION OF ETHICS COMMITTEES (ECs)

The composition of ECs should be such that it ensures the effective control and
evaluation of all bioethical issues related to biomedical research programs. In addition,

" its composition, should ensure that review processes will be carried out without any bias
and influences.

ECs should be multidisciplinary and multi-sectorial in composition, including relevant

- scientific expertise, balanced age and gender distribution, and laypersons rep1esentmg
the interests and the concerns of the community.

The composition and the members of the Ethics Committees must be approved by the
Cyprus National Bioethics Committee, by forwarding the relevant Form EEBK01. The
ECs operate under the direct supervision of the Cyprus National Bioethics Committee.
The Cyprus National Bioethics Committee provides permission to the Cypriot Ethics
Committees to review research study protocols. The Ethics Committees have the
responsibility to see that all studies secure an Ethics review and, if approved, they are
followed-up However the Cyprus National Bioethics Committee TeSeIves the right to
an Ethics Commxttee. Thls decision of the Nat10na1 Bioethics Committee, must be
communicated in writing, to the Ethics Committee, providing full justification for its
decision. The Cyprus National Bioethics Committee, in the event of a disagreement
between an investigator and an Ethics Committee, will act as mediator. If consensus

decisions cannot be taken, the decision of the Cyprus National Biocethics Committee, is
binding for all involved parties.

The activities of the ECs should be summarized in an annual report.

MEMBERSHIP REQUIREMENTS

Any organization, institution, etc that wishes to establish an Ethics Committee must
establish a procedure for identifying or recruiting potential EC members. A statement
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should be drawn up of the requirements for candidacy that includes an outline of the
duties and responsibilities of EC members.

Membership requirements should be established that include the following:

1.

The nominations for members of Ethics Committees should be put forward by a
team, named “Nominating Team”. This team should consist from 3-5 scientific
and/or medical experts and the chairperson/president of the organization/
institution/etc that wishes to establish an Ethics Committee. The appointment of
each member of the “nominating team” should be at least as much as the
appointment of the members of the Ethics Committee.

For each available position in the Ethics Committee, at least 2 candidates should
be nominated. With a majority vote, taken by the nominating team, one of the
two candidates should be selected. The individuals that will be selected, by the
Nominating Team, and will accept their nomination as members of the Ethics
Committee, will need to be approved by the Cyprus National Bioethics
Committee. Approval will be obtained by completing and forwarding, to the
National Bioethics Committee, Form EERBK01.

The Nominating Team will be responsible for providing a list' of substitute
candidate members to replace members of the Ethics Committee that may resign.
The appointment of a substitute candidate member as a member of the Ethics
Committee will have to be approved by the Cyprus National Bioethics

Committee.

Conflicts of interests should be avoided in nominations, but if this is not possible
there must be full transparency of such nominations so that the correct action

~ and/or decision may be taken.

Members of an Ethics Committee will be nominated for a period of 3 years and
will be able to be re-nominated for a second continuous 3-year period. Members
of an Fthics Committee who serve for 1 or 2, 3-year membership period(s)
(continuous) may be nominated again provided one 3-year period has eiapsed
from the end of their last appointment to an Ethics Committee.

The Nominating Team, after receiving approval by the Cyprus National
Bioethics Committee, may terminate the appointment of any member of an
Ethics Committee who continuously fails to attend meetings due to extended
illness and/or unjustifiable absences and/or for inappropriate behavior which

does not abide with the terms of the references and scope of the Ethics
Committee.

Members of Ethics Committees who wish to resign from their position must
submit a written resignation to the Cyprus National Bioethics Committee and

send a copy to the Nominating Team who appointed him/her as a member of the
Ethics Committee.
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CONDITIONS OF APPOINTMENT

A statement should be completed by all members of an Ethics Committee that should
indicate that:

(98]

. A member must providé their full name and profession.

All expenses that may be incurred for work performed within an Ethics
Committee or in relation to the Ethics Committee must be transparent and should
readily available to the public upon request.

A member of an Ethics Committee must sign a confidentiality agreement relative
to all the meetings and deliberations of the Committee.

The Administrative Personnel of an Ethics Committee (who are not permitted to
vote) must also sign a confidentiality agreement (see above).

No one can be simultaneously a member in two Ethics Committees. The
members of the Cyprus National Bioethics Commitee cannot be members in any
other Ethics Committee in Cyprus.

All Ethics Committees must have at least 3 members who are not members of the
personnel or do not have any administrative position or do not have any other

responsibility and/or relationship to the institution/organization/etc operating the
Ethics Committee.

OFFiCES.. COMPOSITION, AND FUNCTION OF ETHICS COMMITTEES

1.

[9%)

Ethics Committees should establish clearly defined offices for the good
functioning of ethical review. A statement is required of the officers within the
Ethics Committee (e.g., chairperson, secretary), the requirements for holding
each office, the terms and conditions of each office, and the duties and
responsibilities of each office (e.g., agenda, minutes, notification of decisions).
During the first meeting of the Ethics Committee, its members must nominate the
Chairperson and the Secretary. In addition, the members should prepare an
alphabetical list with their names so that each member will serve, by rotation, in
the office of the Vice-chairperson. Each member serves in the position of the
Vice-chairperson for a period of approximately 6 months. In situations where the
Chairperson is absent, the Vice-chairperson chairs the meeting.

An Ethics Committee consists of 7 members.

The members of an Ethics Committee must include: 3 individuals from the field
of medical and biological sciences, 2 individuals from the field of humanitarian
and social sciences, 1 individual who would be a lawyer, and 1 individual who
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11.

12.

13.

14.

15.

16.
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can be from any other field or profession (Under no circumstances should there
be more than 4 members in the Ethics Committee that are also members and/or

have an administrative position in the institute/organization/etc that establishes
the Ethics Committee).

The minimum number of members required for quorum is 5 (including the Chair-
person or the Vice-chairperson in the absence of the Chairperson).

Valid decisions are taken, if possible, unanimously. If this is impossible, then,
with the positive vote of at least 4 members of which one vote must be from a
member who has no administrative/ professional relationship with the
institute/organization/etc that has established the Ethics Committee.

The Ethics Committee must meet on scheduled dates that will be announced in
advance.

Meetings should be scheduled according to the needs of work.

The Chairperson calls the meetings or in the absence of the Chairperson the Vice-
chairperson.

The Chairperson or in the request of 3 members of the Ethics Committee, the
Committee can meet for extra-ordinary meetings and/or additional meetings.

Accurate minutes should be kept for all the meetings of the Ethics Committee.

The minutes must also include full detalls of the decnsmns taken and the rationale
behind each decision taken.

The minutes are approved by the Chairperson or in his/her absence, the Vice-
chairperson, at the commencement of the next meeting of the Ethics Committee.

Each member is obliged to report possible conflict of interests with matters that
may be discussed and decisions taken by the Ethics Committee. The rest of the

members of the Committee will decide whether they will excuse the reporting
member from the meeting.

Sufficient time should be given to the members of the Ethics Committee to
examine the relative documents that are submitted for approval.

A person, sponsor, and/or investigator submitting a study for review by the Ethics

Committee .may be invited to present the study and/or parts of it to the
Committee. '

After a confidentiality agreement is signed, independent consultants may be
invited at a meeting of the Ethics Committee to help the members of the
Committee to formulate a decision on a matter and/or study that is under review.

Tn addition to the members of the Ethics Committee, an Ethics Committee should
have adequate support staff for carrying out its responsibilities. This should be

provided by the insitution/organization/etc establishing the Ethics Committee.
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INDEPENDENT CONSULTANTS

Ethics Committees may call upon, or establish a standing list of independent consultants
who may provide special expertise to the Ethics Committee on proposed research
protocols. These consultants may be specialists in ethical or legal aspects, specific
diseases or methodologies, or they may be representatives of communities, patients, or

special interest groups. Terms of reference for independent consultants should be
established.

EDUCATION FOR ETHICS COMMITTEES

Ethics Committee members have a need for initial and continued education regarding the
ethics and science of biomedical research. The conditions of appointment should state
the provisions available for Ethics Committee members to receive introductory training
in the work of an Ethics Committee as well as ongoing opportunities for enhancing their
capacity for ethical review. Tliese conditions should also include the requirements or
expectations regarding the initial and continuing education of Ethics Committee
members. This education may be linked to co-operative arrangements with other Ethics
Committees in the area, the country, and the region, as.well as other opportunities for the
initial and continued training of Ethics Committee members. The training of members
appointed to Ethics Committees 1is solely the responsibility of the
institution/organization/etc establishing the Ethics Committee.

SUBMITTING AN APPLICATION FOR REVIEW

4145 O A S Nle £ [ 1 ) .
Ethics Committees are responsible for establishing well-defined requirements for

M
submitting an application for review of a biomedical research project. These
requirements should be readily available to prospective applicants.

An application for review of the ethics of proposed biomedical research should be
submitted by a qualified researcher responsible for the ethical and scientific conduct of
the research. The application should be submitted by completing Forms EEBK02 and

EEBXKO03 together with all relevant supporting documentation required in the above
Forms.

Ethics Committees in general will review applications that have secured funding. In
very-rare situations and after adequate justification is provided, the Ethics Committees
will consider applications that are submitted for prior to their funding. Irrespective of the

above, no study should be implemented unless it secures the approval of an Ethics
Committee.
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Ethics Committees will review applications that are submitted at least 3 weeks before
their scheduled meeting. Any application filed within a period less than 3 weeks from
the next scheduled meeting, the Committee reserves the right to carry-over the review
process to its next-following meeting.

An Ethics Committee within a period of 40 days, after the submission of a complete
study review application, must announce its decision on the application by completing

relevant documents including Forms EEBK02 and EEBK03 must be forwarded to the
Cyprus National Bioethics Commiitee.

The timetable that will be followed in cases where the Ethics Committee requests
additional information or changes in documents submitted by the applicant will be
determined by the Ethics Committee.

Any applicant who disagrees with the decision of the Ethics Committee should first
submit in writing to the Ethics Committee his/her comments requesting a re-evaluation
of the application. The Ethics Committee will have 30 days to re-evaluate the
application. In case where the disagreement continues to exist, the applicant has the
right to apply to the Cyprus National Bioethics Committee and explain the reasons for
requesting re-evaluation of the application by the Cyprus National Bioethics Committee.
The application to the Cyprus National Bioethics Committee must be submitted together
with all relevant documents no later than 30 days after the receipt of the decision from
the Ethics Committee. Together with all other relevant documents, the applicant, must

submit also Form EEBK(02. The decision of the Cyprus National Bioethics Committee
will be final and binding to all parties.

~ ADDITIONAL SUPPORTING DOCUMENTS TO THE APPLICATION

All the documents that are necessary for the review process should be complete. In
addition, submitted documents should also include Form EEBK02 and Form EEBK03.

Particular emphasis should be given to all the documents that involve the process of
obtaining written informed consent from the individuals who will participate in the
proposed study (i.e Form EEBK03). These documents must be written in a way that
can be understood thoroughly by all prospective study participants.

THE REVIEW PROCESS/EXPEDITED REVIEW

All the duly submitted applications must be reviewed in a timely fashion in accordance
with the established review processes/guidelines of the Ethics Committees.

The fundamental duty of the Ethics Committee is to review applications and related
submitted documents, giving particular emphasis to the process of obtaining informed
consent, to the full documentation of the study, and the appropriateness and feasibility of
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proposed protocols. Ethics Committees, in their deliberations, should take into
consideration previous decisions/applications and relevant laws and/or regulations. All

the requested material, including Form EEBK02 and Form EEBKO03, should be
reviewed very carefully.

Ethics Committees should establish processes by which a review of an application can be
expedited. These processes should take into consideration, at least, the following:

1. The nature of the application, modifications and other factors that justify a speedy
review process.

2. The quorum requirements of the Ethics Committee, if different, from the regular

meetings of the Committee necessary to evaluate faster the submitted
applications.

DECISION-MAKING

The Ethics Comumittees, during their declslon-makmc7 process, should take into
consxderatlon at least, the following:

1. Any member of the Ethics Committee who has a conflict of interest with an
application that is been reviewed should be withdrawn from the decision-making
process. The conflict of interest should be reported to the chairman of the

Committee before the examination of the application and be recorded in the
minutes.

2. Decisions can be taken, after thorough examination and discussion of the
application, without necessarily requesting the opinion and/or the presence of
the applicant, the sponsors and any independent advisers.

3. Decisions, concerning an application, should be taken only in meetings with a
quorum in accordance with the written operational guidelines of Ethics
Committees.

4. Form EEBK02, Form EEBK03 and Form EEBKO04 and any other relevant

documents should be submitted fully completed so that they can be reviewed in
detail before reaching a decision.

5. Only voting members of the Ethics Committee can participate in taking a final
decision of an application,

6. Final decisions, regarding an application, are recommended to be taken, if
possible, with unanimity. In cases where this is not possible, it is recommended
that decisions are taken by majority vote.

7. In cases where additional supporting material may be requested by the Ethics
Committee, the Committee members should indicate, to the applicant, their

recommendations and the conditions for the re-evaluation of the application.
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8. A decision “not to approve” a proposed program must be accompanied with a
detailed and clear report, from the Ethics Committee, on the reasons that
prompted the Committee to reject the program during the ethical review process.

COMMUNICATING A DECISION

The results of the review of an application is communicated, by the Ethics Committee, to
the applicant and the Cyprus National Bioethics Committee by using Form EEBK04.

This should be done no later than two weeks from the decision-making meeting of the
Ethics Committee.

FOLLOW-UP

The Ethics Committees should determine procedures and/or a management system to
successfully follow-up the progress of all studies that have been approved. To achieve
this, Form EEBKO05, should be used as a minimum follow-up requirement. The Ethics
Committee should decide how often it will follow-up an ongoing program. The lines of
communication between the Ethics Committee and the applicant should be clearly
defined. The follow-up process should clearly define, at least, the following:

1. Ethics Committée quorum requirements for evaluating Form EEBK0S.

2. The frequency of submission of Form EEBKO05 by the applicant will be

determined by the nature of the program, however, it is highly recommended that
it is submitted at least once a year.

Under the following circumstances or events a program should immediately and urgently
be reviewed and foliowed-up:

1. Any modification of the study protocol that is likely to influence the rights, the
safety and/or the prosperity of the individuals participating in the study or the

general conduct of the study. Application for changing the initial protocol should
be submitted via Form EEBK10.

N

Serious and unexpectedly unfavorable outcomes of the study (depending on the
particular circumstances, Form EEBK07, Form EEBK08 and Form EEBK09,
should be submitted). In each of these cases the program is re-evaluated by the
Ethics Committee which will communicate its findings and/or decisions to the
applicant. The Ethics Committee may decide to approve changes in the study
protocol, terminate the study, postpone the study, etc.

L)

Any event, outcome or information that may influence the risk to benefit ratio of
the study.
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In cases of premature termination of the study, the applicant must communicate this

outcome and the reasons, for the premature termination, to the Ethics Committee, using
Form EEBK®S.

Upon the completion of a study, the applicant informs the Ethics Committee using Form
EEBKO06. ‘

FOLLOW-UP BY THE CYPRUS NATIONAL BIOETHICS COMMITTEE

Independently from the follow-up procedures of a program by an Ethics Committee, the
Cyprus National Bioethics Committee has the right, whenever it considers necessary
and/or appropriate within its terms reference, to proceed with its own investigations on
the ethical evaluation of any program and take any decisions it deems appropriate for the
reviewed program. Within these lines, the Cyprus National Bioethics Committee has the
right to modify, suspend, terminate or to confirm the initial decision of an Ethics
Committee. The decision of the Cyprus National Ethics Committee is final and binding
to all parties. Decisions taken by the Cyprus National Bioethics Committee to modify,
suspend or terminate a given program must be communicated within 3-5 working days to
the Principal Investigator of the Study and the Ethics Committee that approved the study.
The Principal Investigator of the study, has the right to appeal the decision of the Cyprus
National Bioethics Committee by writing to the Cyprus National Bioethics Comumittee,
within 25 days from the date. the National Committee issued its decision. The Cyprus
National Bioethics Committee reviews the appeal as soon as possible and issues its
decision (the decision is communicated to the Principal Investigator and the Ethics
Committee that approved the study) which is final and binding to all parties.

The Cyprus National Bioethics Committee has the right to report, to the appropriate
authorities of the Republic of Cyprus and/or European/International authorities, those
who demonstrate unwillingness to collaborate with the National Committee in
establishing the highest possible standards of ethical practice in conducting biomedical
and/or clinical studies in Cyprus. Similarly, the Cyprus National Bioethics Committee
has the right to report, to the appropriate authorities, any organization, institution,

laboratory, group or individual conducting studies without a clear and defined code of
ethics.

DOCUMENTATION AND ARCHIVING

All the documents and the notifications of the Ethics Committees should be archived (if
possible in electronic and paper form) according to written procedures. Procedures
should be established on who has access to the various documents, files and archival
material of Ethics Committees.

It is highly recommended to archive the documents for a minimum of three years after
the completion of each individual study.
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Documents that should be registered and archived include, but not limited, to the
. following:

I.

[

(V%)

10.

11.

12.

The constitution, written standard operating procedures of the EC, and regular
(annual) reports;

The curriculum vitae of all EC members;

A record of all income and expenses of the EC, including allowances and
reimbursements made to the secretariat and EC members;

The published guidelines for submission established by the EC;

The agenda of the EC meetings;
The minutes of the EC meetings;
One copy of all materials submitted by an applicant;

The correspondence by EC members with applicants or concerned parties
regarding application, decision, and follow-up;

A copy of the decision and any advice or requirements sent to an applicant;
All written documentation received during the follow-up;

The notification of the completion, premature suspension, or premature
termination of a study;

The final summary or final report of the study.
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GLOSSARY

The definitions provided within this glossary apply to terms as they are used in these
Guidelines. The terms may have different meanings in ether contexts.

Advice

Non-binding considerations adjoined to a decision intended to provide ethical assistance
to those involved in the research.

Applicant

A qualified researcher undertaking the scientific and ethical responsibility for a research
project, either on his/her own behalf or on behalf of an organization/firm, seeking a
decision from an ethics committee through formal application.

Community

A community is a group of people understood as having a certain identity due to the
sharing of common interests or to a shared proximity. A community may be identified as
a group of people living in the same village, town, or country and, thus, sharing
geographical proximity. A community may be otherwise identified as a group of people
sharing a common set of values, a common set of interests, or a common disease.

Conflict of interest

A conflict of interest arises when a member (or members) of the Ethics Committee holds
interests with respect to specific applications for review that may jeopardize his/her
(their) ability to provide a free and independent evaluation of the research focused on the
protection of the research participants. Conflicts of interests may arise when an Ethics
Committee member has financial, material, institutional, or social ties to the research.

Similarly, conflict of interests may" arise when an Investigator, research pamcxpant
and/or sponsor has ties and/or gains from the research.

Decision

The response, (either positive, conditional or negative), by an EC to an application

following the review in which the position of the EC on the ethical validity of the
proposed study is stated.

Investicator/Principal Investisator

A qualified scientist who undertakes scientific and ethical responsibility, either on
his/her own behalf or on behalf of an organization/firm, for the ethical and scientific
integrity of a research project at a specific site or group of sites. In some instances a

coordinating or principal investigator may be appointed as the responsible leader of a
team of subinvestigators.

Protocol

A document that provides the background, rationale, and objective(s) of a biomedical
research project and describes its design, methodology, and organization, including
ethical and statistical considerations. Some of these considerations may be provided in
other documents referred to in the protocol.
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Protocol amendment

A written description of a change to, or formal clarification of. a protocol.
Requirements

In the context of decisions, requirements are binding elements that express ethical

considerations whose implementation the ethics committee requires or views as
obligatory in pursuing the research.

Research participant

An individual who participates in a biomedical research project, either as the direct
recipient of an intervention (e.g., study product or invasive procedure), as a control, or
through observation. The individual may be a healthy person who volunteers to
participate in the research, or a person with a condition unrelated to the research carried
out who volunteers to participate, or a person (usually a patient) whose condition is
relevant to the use of the study product or questions being investigated.

Sponsor

An individual, company, institution, or organization that takes responsibility for the
initiation, management, and/or financing of a research project.
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APPLICATION AND FOLLOW-UP
DOCUMENTS

FOR

THE BIOETHICAL REVIEW
OF BIOMEDICAL STUDIES/PROGRAMS
| 1IN
CYPRUS
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APPLICATION FOR APPROVAL OF
- MEMBERS TO AN
ETHICS COMMITTEE

THE APPLICATION IS SUBMITTED TO THE
CYPRUS NATIONAL BIOETHICS COMMITTEE

To be completed by the Cyprus National Bioethics Committee

- Date received by the Cyprus National Bioethics Commiittee -

Day Month: Year: tlme
Individual Who accepts the apphcahon on behalf of the Cyprus Natlo "Bioethics'
Comimittee - : e : R

Application Number
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To be completed by the organization/institution/bod

y/ete requesting the approval of members for
the establishment of an Ethies Committee.

Legal Name of Institution/Organization/etc, -

telephone:

Fax:

Email:
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The proposed individuals for the Ethics Committee of the

For each candidate, attach a biographical note of not more
than 2 pages.



Please declare all the individual
members of the Ethics Committe
(inciuding administrative

Institution/Organization/ete submitting

(7

the
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To be completed by the Cyprus National Bioethics Committee

Decision taken by the Cyprus National Bioethics C

ominittee
Comments/Decision:

Members of -the Cyprus National Bioethics Committee who studied the
application

The President of the Cyprus National Bioethics Committe:

Lastname: ... First Name: ... Date: ..o



1559

CONFIDENTIAL DOCUMENTS

ROGRAM/STUDY
C

REVIEW BY AN ETHICS COMMITTEE

This application wiil be accepted for review, by an Ethics Committee, provided
the proposed study has secured all the necessary financial resources for its

implementation and completion.
(If a review is requested prior to securing the necessary funds, full and detailed explanation, of
the request, should be provided to the Ethics Committee so that it can decide on whether to
accept or reject the application)

CAUTION: This application, its attached forms/materials, and the decision

taken by the Ethics Committee should be forwarded to the Cyprus National
Bioethics Committee.

In accordance with the Law of the Cyprus Republic, all the Cypriot Ethics
Committees are under the direct supervision of the Cyprus National Bioethics
Committee. The Cyprus National Bioethics Committee has provided permission to
the Ethics Committee to review and decide on research study proposals. The Cyprus
National Bioethics Committee reserves the right to re-evaluate any proposal submitted
to an Ethics Committee.

To be completed by the Principal Investigator
1

To be completed by the Bioethics Committee accepting the application
Day: __Month: 7 __Year:
 Protocol Number given by the Ethics Committee. -

Person receiving the application on behalf'of the Ethics Conimittee -+ &~ -

Note: During the completion of this application, if there are any questions that
do not apply to the Program, for which an Ethics Review is requested, the
applicant should respond with a “Not Applicable” indication.
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To be completed by the Principal Investigator (Project Coordinator) of the
Program

The Principal Investigator must provide the name of his/her Organization/Institute/etc

If the- Orgamzatlonllnstltute/ t(; -of the Principal Investlgator (PrOJect Coordinator) is.

not- located in Cypru s, the Project Coordinator must appoint-a representative in.
Cyprus

The Principal . Investlgator (Progect Coorchnator) of thxs prOJect hereby
appoints as his/her fepresentative in Cyprus: -

(Provide full details of name, address, telephones, fax, E mall)
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Attach Curriculum Vitaes for all persons/investigators participating in the Program
(Up to 2 pages per person/investigator)

Indicate all persmm/uwesugators partlupafmg in the Prooram a»d
each participant in the Program. .-

ain the role of
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Declaration of “No Conflict of Interest” from all persons/investigators.

All of us who will participate in the proposed Program, we hereby declare that we do
not have any direct or indirect conflict of interest in relation to the proposed Program

First and Last Name K Signature < Date
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Study Summary (Ore page study summary which will include, at Jeast
the study, its rationale, and the study objectives).

, the purpose of
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Type of Study (e.g. pilot, clinical trial, sequel to previous study, genetics study, multi-
centre, etc)

 Description of the Study Populatio
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Does the Program require the participation of mentally incompetent patients?

Write YES or NO: .o

If the answer above was “YES” provide full details on the process to be followed for
obtaining consent from a legitimate proxy.

Write YES or NO: oo

If the answer above was “YES?, -provide full justification why it is necessary to
include individuals, in the Study, who are not capable of providing consent.
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Does the Program require the participation of minors (under the age of 18 years)?

Write YES or NO: ... .

If the answer above was “YES” provide full details on the process to be followed for
obtaining consent from a legitimate proxy.

Write YES 0r NO: oo
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Attach the entire protocol of the Program, which should address, at least, the
following topics. Indicate the pages where one can find each of the indicated topics.

Subject Page(s)

Type of Study

The number of sites engaged in the Study

The number of subjects in the total Study

Rationale of the proposed Study

Background to justify the Study

Hypotheses of the Study

Purpose of the Study

Objectives of the Study

Benefits resulting from the Study

Study design

Sample size of the Study population

Justification of the sample size

Recruitment - inclusion criteria

Recruitment - exclusion criteria

Methods and Procedures

Outcome measures

Statistical Analysis

Indication of whether all potential subjects would be able to
give consent

Indemnification of the Study

Relative compensation for harm suffered by participants
and/or restrictions to their compensation

Rationale for the use of genetic data

Personal data that will accompany the sample
Demographic data that will accompany the sample
Distribution of any personal data

Distribution of genetic data

Distribution of DNA and/or other biological samples
Information and justification for access by patients/relatives
Duration of storage and destruction of samples/data
Process whereby the personal data/samples will anonymized
Process of filling complaints during the Study
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Justification of Placebo (for Placebo-Controlled Studies only)

Treatments that are currently used in the treatment of the disorder

‘Effectiveness of the cirrently used freatmen

"Measures that- will be tak:
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For Clinical Studies: Indicate the results of pre-clinical tests or reasons for not doing
pre-clinical tests. ‘
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For Clinical Studies: Indicate methods for searching, recording and reporting adverse
effects (describe when, by whom, and how).

For Clinical Studies: Rules for stopping or prematurely ending the rial at the present ,
site(s) or as a whole. R T e :
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For Clinical Studies: Provide a summary of the Medicinal Product Characteristics
that will be used for the Study. Below indicate with a “YES” or “NG* whether the
summary is attached. If the answer is “NO” indicate the reasons for not attaching the
summary.

Is a summary provided?(write « YES» or «NO®) o

Lol alidCil . L
Is the authorization attached? (write «YESy or «NOv»)

s the éuthbnzatlon attached? (write «YES» or «NOy)

-=;proy1de Lproyiding this cop
Is the importer’s authorization attached? (write «YES» or «NOw) ..

For. Clinical Studies: = Were there any viral safety studies carried - out with the.
Medicinal Product that will be used in the Study? T T DR
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Describe previous experience of the conduct of similar studies at this site and by the
Principal Investigator.

‘Describe any foress
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Attach all the relevant documents for providing information and cbtaining consent

from the subjects, and/or parents, and/or legal representatives (inclusive document
EEBKO03).

Signed declaration from &
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Adequate safeguards should be in place at the time of the Study to protect the privacy
of the individuals who are the subjects of the information to be used in the research
and the confidentiality of that information.

Provide details of the Administrative safeguards that will be enforced in relation to
the above.
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Financial Agreements

Provide ALL the details of the financial agreement(s) in relation to the proposed
study. '

e subjectsiof the Study: |

‘Provide details of any possible costs that may bé ingurred.
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Provide details of the expected results and benefits that will result from this Study.
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Provide detallq how the investigators will provide on-going 111f01mat10n to subjects
regarding safety and their participation in the study.
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To be completed by the Principal Investigator of the Study

Answer with a “YES” or “NO” whether the Study includes the following topics:

Subject/Topic

YES

NO

Participation of human subjects

Individuals who cannot provide own written consent

Individuals between the ages of 16- 18 years

Individuals below the age of 16 years old

Participation of adult (above the age of 18 years) volunteers

Participation of specific group of patients

Use of any biological samples of human origin

Use of human genetic material

Use of stem cells

Use of stem cells from human embryos

Use of stem cells from human subjects

Use of embryonic tissue

Use of human embryos

Use of human oocytes

Use of human sperm cells

Use of pharmaceutical regimes

Use of placebo

Known side effects of the pharmaceutical regimes

Management of personal data

Management of medical data

Management of biochemical data

Management of genetic data

Management of anonymous data

Human cloning

Human reproductive cloning

Production of human embryos (all stages)

Intervention for the introduction of permanent changes in the human
genome (heritable change)

Use of animals

Generation or use of transgenic organisms

Use of stem cells of animal origin

Intervention for the introduction of permanent changes in the animal
genome (heritable change)

Use of genetically modified microorganisms/organisms

Use of genetically modified plants

Genetic modification of microorganisms or/and plants

Release of genetically modified microorganisms and/or organisms
and/or plants
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The Principal Investigator of the Study should indicate his own speculations on the
bioethical issues relating to the proposed study.

Where applicable, the representative of the Principal Investigator (Project
Coordinator) in Cyprus signs below

OVOUOL oo Enifero:




CONSENT FORM
For Participation in a Research Study
(These documents consist of ... pages)

You are requested to participate in a research program. Below (please see
"Information for Patients and/or Volunteers') you will be provided with all
the details and explanations, in simpie language, regarding your participation in -
the study and what may happen to you, if you agree to participate. All the
dangers concerning your health and rights, resulting from your participation in
the study, will be explained to you in full detail. In addition, you will be warned
for any possible discomfort that you may suffer. You will be informed on the
information and/or material that you will be asked to provide voluntarily for the
study and who will have access to this information and material. The duration,
for which the investigators will have access to the information and/or material
that you will provide, will be specified to you. The aims of the study, will be
explained and what is hoped to be achieved as a result of your participation.
Also, the benefits of the investigators and the financial sponsors, that may result
from the study, will be outlined. You should not consent to participate in the
study should you have any doubts concerning the study and your health
and rights. You should not consent to participate if the study if you find it
unclear. Should you decide to participate, you must provide information and
details on whether you participated in any other research study within the last 12
months. Furthermore, if you decide to participate and you are a patient, your
treatment will not be altered nor affected by your decision. You are free to
withdraw from the study at any time you wish. If you are a patient, your
decision to withdraw from the study, will have absolutely no repercussions on
your present or future treatment. If you participate in the study, you are free to
file substantiated complaints on any aspect or against any investigator of the
study. These complaints may be filed/reported to the Ethics Committee that
approved the study or directly to the Cyprus National Bioethics Committee.

All the pages of these consent documents should bare your name and
signature.

"~ Short title of the Program you are asked to participate

Principal Investigator of the Program you are asked to participate’

(Last name: First name:

Signature: Date:




CONSENT FORM
For Participation in a Research Study
(These documents consist of ... pages)

Short title of the Program you are asked to participate

Did you complete the consent documents your self?

Within the last 12 months, did you participate in any other research study?

Did you read and fully understand the information provided regarding the Study?

Did you have a chance to ask questions you may have regarding the Study?

Did you receive adequate answers and explanations to your questions?

Do you understand that you can withdraw from the study at any time you wish?
Do you understand that, should you withdraw from the study you do not have to
provide any explanation for your decision to any one?

Do you understand that, should you withdraw from the study there will be no

consequences on possible therapeutic treatment you are receiving or may receive
in the future?

Do you agree to participate in the Study ?

With whom did you meet and discuss the study?

Last name: First name:

| Signature: Date:




CONSENT FORM

_ For Participation in a Research Study
(These documents consist of

.................. pages)

Short title of the Program you are asked to participate

INFORMATION FOR PATIENTS AND/OR VOLUNTEERS

Last name:

First name:

Signature:

Date:




CONSENT FORM

For Participation in a Research Study -
(These documents consist of

.......... i..... pages)

Short title of the Program you are askéd to participate

INFORMATION FOR PATIENTS AND/OR VOLUNTEERS

Last name:

First name:

Signature:

Date:
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CONFIDENTIAL DOCUMENTS

DECISION
OF AN ETHICS COMMITTEE
REGARDING THE
APPROVAL OR REJECTION
OF A STUDY

The decision of the Ethics Committee should be communicated, together with all
other supporting documents, to the Cyprus National Bioethics Committee
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To be completed by the Ethics Committee

Study/Program title

Comments ‘of the Ethics Committee that documents its decision regarding the:
application. Foe o T I S Pt B
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Comments of the Ethics Committee, continued
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To be completed by the Ethics Committee

The Ethics Committee received satisfactory supporting documents for the following:

Topic ‘ Yes | No
Curriculum Vitaes of all investigators and collaborators
Declaration of no-conflict of interest
Description of the type of Study
Description of the Population to be studied
Recruitment strategies and methods
Information/consent documents (EEBK03)?
Documents to be used for the recruitment of subjects
The entire protocol and attachments of the study
Justification for using placebo
Declaration from all the investigators that the information and consent
documents are binding to them.
Adequate safeguards relating to protect personal and other data
relating to the subjects of the study.
Financial arrangements of the study

If applicable, investigator contracts regarding financial compensations
If applicable, bonuses/compensation to the subjects of the study;

Costs that may be incurred by the subjects of the study

Details of Investigator(s) compensation(s)

Benefits resulting from the study

Would there be any possible benefits to the Sponsox(s), investigator(s),
and collaborators as a result of the proposed study

If the above is YES please explain:

The provision of services was fully documented ?

Would there be continuous information on the safety of the subjects
participating in the study?

Are there documents for filing complaints ?

Are the publication rights of investigators protected ?
Declaration/commitment from the Principal Investigator that he/she
will not alter the contents of the documents reviewed by the Ethics
Committee.

*Anotelel £000vy g Emrpomiig Bronfucig va ctobpiost 6ho Ta cTovyEic mov
gyovv dobzei, va ddoar v anapaitnTy Bupdtnra kel mov ypardlermn ko va
LaPer anépaen wg mpog To KETH THGOV &o0vv dobsel tkavomomTikég enelnynoeg
ot oyfon pe 10 wpotewbpevo Mpéypappa.




1588

Declaration of “no conflict of interest” by members of the Ethics Committee

We, the members of the Ethics Committee, hereby declare that we participated in the
evaluation of the proposed study and that we did not have any direct or mdlreat

conflict of interest with the study

-First and last.na_me

| Signature. ..

| Date -




Study/Program title

Protocol Number given by the Ethics Corimittee

nature of the President/Chairperson and Vice-Ps
e :
President

Vice-president
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PROGRAM FOLLOW-UP REPORT
SUBMITTED TO AN
ETHICS COMMITTEE

To be completed by the Ethics Committee
This follow—up report: as. recelved by the li.thlcs Commlttee on

Day‘: Month ~ v Year: Tmlle:'
Individual receiving the Follow-up report on behalf of the Ethics Committee
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To be completed by the Principal Investigator

Question Answer (Yes or No)

Were there any changes made to the initial protocol that
was approved by the Ethics Committee ?

Were there any problems encountered during the study
relating to ethical issues ?

Were there any complaints filed concerning the study ?

Provide full details if for any one of the above questions the answer was “Yes”

Last name of Principal Investigator:

First name of Principal Investigator:

Signature:

Date:
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REPORT ON THE COMPLETION OF A STUDY

To be completed by the P1mc1pa1 Investlcvator
Programy/Study title - : S

To be completed by the Ethics Committee

Day. __ Month: _______ Year: _ :
Individual receiving the Report on behalf on the Ethies Committee . = -« +

This report must be forwarded to the Cyprus National Bioethics
Committee.
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APPLICATION THAT IS SUBMITTED TO THE
ETHICS COMMITTEE REQUESTING AN
EXTENSION OF A STUDY

To be completed by the Principal Investigator

Dﬁy: ‘ ] Hl\/i;)‘iith:. ‘ » AYekar_:r ‘ ‘ v »'I.‘in.le:4 .
Individual receiving the application on behalf of the Ethics Committee = =

It is the responsibility of the Ethics Committee to judge and decide
whether this application for extension will be forwarded to the

Cyprus National Bioethics Committee.
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To be completed by the Principal Investigator

Provide the reasons for requesting an extension to the duration of the study

Signature of the Principal Investigator

Last name

First name

Signature
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PREMATURE TERMINATION OF A STUDY

EXPLANATORY REPORT SUBMITTED TO THE
ETHICS COMMITTEE
JTo be com

pleted by the Principal Investigator

To be completed by the Ethics Committ
Day

Month:

Year:

Time:

Individual receiving the report on behalf of the Ethics Committee -

It is the responsibility of the Ethics Committee to judge and decide

whether this report for the premature termination of the study will
be forwarded to the Cyprus National Bioethics Committee.
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To be completed by the Principal Investigators

| Provide details on the reasons that prompted the premature termination of the study

Signature of the Principal Investigator

Last name

First name

Signature
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REPORT OF EXTRAORDINARY INCIDENT TO
THE ETHICS COMMITTEE

To be completed by the Principal Investigator

Day: Month: Year:

Time:
Individual receiving the report on behalf of the Ethics Committee .

It is the responsibility of the Ethics Committee to judge and decide

whether this report will be forwarded to the Cyprus National
Bioethics Committee.
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To be completed by the Principal Investigator

Provide all the details regarding the extraordinary incident and how it was resolved.

Signature of Principal Investigator

Last name

First name

Signature
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APPLICATION SUBMITTED TO THE ETHICS
COMMITTEE FOR APPROVAL OF SUGGESTED
CHANGES TO THE PROTOCOL OF A STUDY

To be completed by the Pr1nc1 al Investwator
“Program/Study ‘title - e

It is the respbnsibility of the Ethics Committee to judge and decide
whether this application will be forwarded to the Cyprus National
Bioethics Committee.
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To be completed by the Principal Investigator

Provide details of the suggested changes of the study protocol(s).

Signature of the Principal Investigator

Last name First name Signature




1601

To be completed by the Principal Investigator

Provide details on how the proposed protocol changes may affect the nghts and/or
health of the patients and/or subjects of the study

Signature of Principal Investigator

Last name -

First name

Signature

‘Eyive otic 11 Magtiov 2005.

ANAPEAZ 'ABPIHAIAHZ,
Ymovgyog Yyelag.




