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MEPOX 1

Kavoviotizxég Arowxnrixég IodEeig

AoOpog 175
O TIEPI BIOHOIKHZX (IAPYZH KAI AEITOYPI'IA
EGNIKHZ EIITPOITHY) NOMOX
' NOMOZ 150(I) TOY 2001

Alatoypa cUpeovo pie To aeboo 18

O Ymovugyds Yyelag aordviag Tig €E0VOIEC OV YoQnyouvial ¢ auidv
duvapel tov debgov 18 tov mepl Bronbixnc (Idouomn xal Asttovgyia EBvinrg
Emitonnig) Nopov tov 2001 exdidel o andiovbo dtétayd.

1. To maedv didtayna Oo avagégetal wg 1o mepi Kwdirwv Moaxtirig
(Zvotaon xat Aettoveyia Emitoondy Blondnnig yia tov ‘EAeyyo g Blolotot-
Mg otnv Kumeo).

2. OL x®OWMEG TEURTIXNG TOV emLoUvATtTOvVTIUL ¢ ITadeinuo Tibevial ot
£QUQUOYT UE TN dNUOCigVoN TOV TAEOVIOC.
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IIPOACIOX

" Ta 820VTOAOYIKG K01 EMGTNHOVIKG KPLTHPIO Y10 T S1evEPYEW PLOTPIKGOV EPEDVAVY GE
avOpamovg éxovv Swpopondsl xon kabiepwbel o diebveic Kddweg Ilpoxtichc,
nepthapBavopsvng g Awxrpuéng tov Elotvia, tov Awebvay Kodikov Acovioloyiog yo
Buowrpucy Epeova avagopucd pe avBpamove, xum tov Kodikav yo Kol Kiwvud
Tpaxtuay g Haykéowag Opyaveorg Yyeiog (ILO.Y). H coppoppncn pe tovg kdkeg
avtovg oupPdiier ot SwoPEMon aEeves HEV TNG TPOAY®YNSG THG CLIOTPENEING TV
dikanmpdtov, g acedielag kol TG sunpeplag TV PETEXOVIMV GE EPEVVES, QPETEPOD O
™G AEOTCTIOG TWV OMOTEAEGHATOV TV EPELVAV.

‘O)ot o1 S1ebveiq Kddixeg particfis omatodv  650viohoykd Kol EMOTIUOVIKG Eheyyo
mg Prowatpikils épevvag kabdg emiong kol TNV EVNHEP®UEVY), CUYKATAOECT) Kot 1)
déovoa mposTacia ekeivav Tov advvaTouy va coyketatebodv og anupaitnra HETPA Yo
v 7poctacic Tov BB Kol TOV KOWOTHTOV oD UETEYOVLV GE Epeuves. [0 Tovg
oxomovg Teov Kodikev avtav, 1 fowpikn épevva meprhapfdvel épevva pe @appaxa,
wtpkég ovokeveg, oktvoforie Y 1W0TPIKODE oKOWOUG, yewpovpyuké; dudikaciec,
wIpkd pntpoo kot Poloywkd Seiypoate, wabdg ko emOTMIOAOYIKES, YEVETLKES,
KOWMVLKEG Kol WYOYOLOYLKES EPEVVEG.

O1 Kddwkeg avtol Eyouv oxond va dievkoldvouv kot va vrootnpibouvy 1o Prondkod kot
Seoviohoyikd Eleyyo tov mpoypauudTov épguvag kol Bucilovio oe evieheyn sEétacn
tov mpoinobicemv Yo Eheyyo, ommg ovtdg kabiepdvetar oe debvels katevBuvipieg
YPOpREG Ko KDOLKEC.

Me Béaon mv Hayxéoma Opyévacy Yysiog (I1.O.Y.), otig nepicadtepes nepintdoetg 0
KupTEPO KiviTpo Yo Prowatpucr épevva vaipke M mpoondbew va @esAnfodv {dn
TPOVOHIOUYEC kowvhTTeG. Autd avrikatortpiletar oto yeyovog ém 1 I1.0.Y. vroloyilet
om 10 90% 1oV mopev mov JotiBevior Yo épeuva Kol ovamTuln OYETIKG UE 10TPIKG
pofinnate SriBevrat yio, aoBéveisg ov TPokoAoHY Arydtepa Tov 10% twv onuepvdv
wpofinpdtav Taykoopio. Etol, gAmilet kdnowog dm 1 kabigpaan diebvav kmdikav mov
vroPonBovv v evioyuon TV duvatoTNTeV Yo Se0VIOAOYIKO €Aeyy0, TG ProlaTpikiic
£pevvag 6e OAeg TIC YOpES, Bo. GLUPGAEL GTIV OVTIHETOTION CUTHS TG OVIGOPPOTOGS.

ZKOIIOX

Yromog tov Kadikev [Tpaxtikrg sivat 1 oopfors oy avintoln cwoothig pebodoloyiag
v tov Pronfixé xur deovioroywed €heyyo Tng Protatpikic €pevvag oty Kompo.
TIp6Beom eivar o1 Kddikeg avtol va omotehécovv Toug KUvovIGHOUG Kol TPUKTIKEG TV
Emtponav Bronbuig (EB) o oyxéon pe v Buowtpuai épsvve. Ev mpokeipévo, ot
Kodweg Ilpoarxtikre kobiepdvovv &va eBviké emimedo v Swwo@diion mo0TIKOL
BronBucod ot deovioroykoh  eAfyyov. Ov Kodwikeg Ilpoxtikfic mpémer vo
yonowonolovvion and v Emtpom, Bionbuaig yio v avdntoln, afliohoynon xol
Badwaio ovapopeecn tev Swdikacldv yio Pronbikd xar Ssovioloyikd fheyyo g
Browtpikng épevvog.
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O POAOX MIAY EINTPOITHY BIOHOIKHY (EB)

. O oxondg pag EB otov ékeyyo g Prowtpuais €pevvag eivar va ocopfdiier oty
KOTOYOP@OT| TG aEI0TPENENS, TV SIKOIOUATOV, TG Co@EAEg Kal TG sunpepiag OAwv
66V LeTérovV 1 SuvoTo va petdoyovv GE épsvveg. Mo Pacta] apyl TG £pEUVag otV
onolo petéyouvv GvBpwmot eival o cefucpde g abonpénelag v mpocdhnav. Ot otéyot
™G £pPEVVOG, OV Kal GNUeVTIKOl, dev mpémel mOTE vo. emTpansl vo vrookehicovv TV
onuocia g vyelog, g eunpepiog kot ™G epovtidag Tov HETEXOVIOV e pio Epevva. Ot
EB 6a mpéner exmiong va Adupavovv vdyn v apyf g dikaoodvre. H Swkaoahvy
amortel Omg To 0QERT Kon o Papr| T Epeuvag kotavEHOVTaL 1600iKoe avipesa ag Oleg
Tig opddeg ko TaEeg ™G Kowovins, Aapfdvovtag vmoyn v nlxia, to yévog, v
OIKOVOLIKT] KATAGTAGT], TV KOUATOP KUl 10U EBVIKoDg TapayovTes.

O EB 8a mpéner va ackodv aveEaptijto, emupir] Kot £yKoipo EAeyyo g Seovioroyiag
TOV TPOTEWVOUEVMV TPOYpaupdTov. Xt obvleon, onig Sudikeoieg Kol 6TIC amopdoeig
tovg ot EB Oa mpénel vo eivon avebapnreg and mohtikég, Becpiic, enayyEAHOTIES Kot
otkovotkég emppogc. Eniong Ba mpémet va Aettoupyodv pe tavOTITo Kot EmGpKeLd.

O1 EB eivar vrebBuoveg vo EAEyyouv o TPOTEVOUEVE TPOYPALLATE TPV and v EvapEr
tovug kat vo Pefordvoviar 6T Bo Toyouv oyxstuchs Eykpiong. Amd v oTiypn] 7ov éva
mpdypoupa Toyel Bemicfc Eyipiong kon.apyiocet, ot EB Ba npénet va dwasporilovv 6T Ba
yivetor ok oE0AoynoT Tov and Thevpds Pronbucs kot deovioloyiag.

O EB 0a mpénet vo gvepyolhv yio S106QAEAIOT] TOV GUUPEPOVTOS SUVNTIKDV UETEXOVTOV
G€ EPEVVEG KU TV EVILOQEPOUEVOV KOLVOTITMV, AapPavoviag vméyn 10 cupeEpovia
KoL TIG OVOYKEG TV EPELVNTAOV KuODG KOl TIG GMOITICELS TOV SLVAPAV puBLIcTIKOY
(POPEMV KAL TV EV 1GYDL VOULOV.

EIrKAQIAPYZH ZYZTHMATOX EAETXOY BIOHOIKHY, & AEONTOAOI'TAXY

To katd omovg Wpvpate/epevvnTég o omoia/onoior SieEdyouv epevvntikég Soxypéc kot
enepfdcelg mov oyetiboviar pe v Prowatpwkr kel Potexvoroyia Oa mpémer va
arevfivovial og éva chotnua ghéyyov Prondikfc xal deovioroyiag mov o copPdiiet
fetikd oty SieEayoyn ootk épevvag péca og cmotd Pronbikd kol deovtoroyikd
mhaicwe.  To ovomqua eiéyyov Pronbucric kot Sdeovrohoyiog koBopiletar 6T Bo
gkopaleton 6w péow g dnuovpyiog Emrpondv Biondwig (EB). ‘Oleg o1 emtpomég
oL VAdyovial oto choTnue ehéyxov Bronbucrg kor deovtohoyiag Ba mpémel va eival
ave€aptnres, molvbepatikéc xou molvoovikés. H Ebvixy Emrtponty Bionbucig
Kompov mov 6o eykadidpder cvotipata eréyyov Pronducig xat deovtoroyiog 6o Bonbd,
xatd 10 duvuro, o cvompe avtd. Mia Emrponn Bronbikiig, vroypeovtal va déxetol
kot va emAapPaveTal artioemy ov Ba. gpminTovy LEGT GToV TopElg bBGvNg Tov Ba Tovg
kabopioer 11 EBvikr) Emtpony Bionbuaig Kompov. Metd and amdeacn, mwov Oa
hopBaveran ard v E6vua Emtpont) Bionbucrig Kdmpov, pio Emtpom Bionbikig fa
propst v EmAGLPAVETOL TETOWOV ATHGEMY LE OIKOVOLLLKT ETBAPUVOT] TOV CLTNTH] 1] TOL
wpduparog/opyaviopd tov armrh (ovtd Bu amooooileton petafd Tov oitnyT KOl TOV
18pOUETOC/OPYOVIGHOD TOV).
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Ov Empoméc Buoombuig (EB) 6o mpémer va avamtdéouv pnyoviepodg mATprhg
cuvvepyaoiag kot emxovaviag ue v Ebvicly Emrponti Bionbumg Konpov (EEBK) mov
8o dnovpyficet kot Ba Satpel apyeio g epevvnTikig dpactrpdntag oty Kompo.
Ot EB, 6o mpénet eniong va mpodyovv, otov peyaddtepo dovato Pabud, myv avamtuln
Tov Pronbucod ko deovroroywod siéyyov oy Kompo og oyéon pe v Poiatpuxi
épsvva. Inueudvetol 0Ty, pe Tig 0d1yieg avtég Kabiepdvoviar opotdpopeeg Siadikacisg,
ce ebvikd emimedo, vy Tov €heyyo Ohwv TV mpOTOKCAA@V tav Prolatpikdv
TPOYPappATOV Epevvag, mov o Siefdyovian, omyv Kodmpo. 'Etai, dnpiovpyeiton Eva
onotd mhaiclo Pronbwod kai deoviohoyikod ehéyyov ce Oha to emimedo. IIpémet
Thvtote Vo evlappBVETOL 1) GUUPEETOYA OAOV TV EMAESMV TNG KOWOVING/KOWOTI TG
ot Swdkacio Tov BronBikod eréyyov g Protatpung épevvac.

ZYXTAYH MIAX ETIITPOTIHY. BIOHOIKHY (EB)

H o0vBeon rov EB 6a wpénet vo sivar této100 hote va Sieopalilel ToV 0ot AeGHATIKO
éheyyo war v ofoddynon 6kov tev fondikdv kol SeovIOAOYIKAOV TTLXAV TOV
TPOYPORpETOV Epevvag oy deddyovton kol va eEaceoulilel 6TL To £pyo Tovg Ba efvar
OTAAAOYLEVO OO TPOKUTUANWES KOl emippois mov Suvatd Vo EmPERcovV Thv
aveEopmnoio Tovg.

Ot EB 6a mpéret va. etvon modvBspatikéc kot molvropeakéc ot 6OVOEGT TOVG KAt vo
wepAaUPEvovy  1C0pPOTNUEVY,  GUMUETOYR]. TPOCOTMY, ONANST  emlGTHOVEG
gumepoyvdpoves kabdg kor un ewfpoves mov Be aVIITPOoWREDOLY, 6TO HETPO TOL
SuvaTod Kot EEIKTOD, TO. GOUPEPOVTOL KL EVOPEPOVTA. TIG KOLVOTHTOG.

Ta pédn 1ov Emtpondv Biondwkrg (EB) xabopilovtat kot gyipivovtor amd tny Ebvucy
Emzponn Bronbucc Kompov (EEBK). H EEBK, pmopei va {nmiocer and wWpouorto,
opyoviopolg, Gtopa, koPepvnTikéc vANpecies, k.o. vo. VIEOPEAOLY EIGMYNGELS Yo
vroynew pékn tov EB, petd and v coumhipoon kot amoctoAr, omyv EEBK, tov
oyxetikod Evromov EEBKO1. Ou EB PBpiokovtol xdte ond tnv dueor guBdvny xoi
emomtein g EEBK. H EEBK pmopsi vo. e€ovciodotei tig EB vo peherodv xai va
exdidovv amopacEl; Ge GXEOT) HE TO TPOYPAUUATO EPEVVOG OV VROPAALOVTUL TPOGC
éykpion.  Emiong, m EEBK, umopeil vo govcwdotel tig EB va napokoiovbodv 1o
TPOYPALIOTE EPEVVAG YO TNV THpTon Tav kavovey Bondung kor deovioloylog. H
EEBK éye1 10 dwaiopa yw mAfpn éleyxo, twv EB xabdg emiong kot avatpomig
onowcdnmote amépactg mov AouPdaveton omd EB, eite avtendyyehta eite katdmv
aitnong and xdmolo evdpepdpevo dropo. H avatpomii omoacdnnote andpactc EB
and v EEBK yivetol pe duaiohdynor g amdpaong (oo v EEBK). Xe nepintoon
oL VIdpyet Stapavia petafd kamotov vt ko pag EB, 1 EEBK propei va. avaAdBet
koL poro pecorafnTh yia va Abel ) Toxdv Sropopd mov vrdpyel. Ot amopdceig wov Ha
AapBdver 1 EEBK 6a givol decugutikég ko Tekég yia dLovg.

O apBpéc tov EB mov Ba dnpovpyodvon 1)/kar 6o Agitovpyolhv yia Tov EAEYYO TG
Brotatpikng Epevvag oty Koinpo Ba xabBopiletor omd v EEBK. Qg ek’ TodToV, 0
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apbusg tov EB propei va avfoueidvetor aviloya pe Tig TEPICTAGELS KOl TIG GVAYKES
oo Ebvixo eminedo. O yhpog oréyaonc/iettovpyiog plag EB a npénel va toyydver g
£ykpiong and v EEBK.

O 8pactprotites Tav Enttpondy BionBucig 8a wpénet va cuvoyiloviol 6 pio TokTK
(etficw) éxbean). ‘

OPOI AIOPIXMOY XE EB

H Ebvikr] Emtpomi) Bronbuciic Kompov, mov 6a dnpovpyel EB, 8o xabiephoer capeig
Sdwdwaoiec Yo v mpocéhkvon SvovnTikdv pehdv g . Emtponnig mov emBupel va
dnuovpynoet. - Qo wpénsl va Sotonmbel SHAwon Tov Vo avaQEPEL TO TPOCHVIL TOV
vroyneiev HeEAdv. Ba npénel enicng va TePAapBavel TEPLypupT| TOV KabNKOVTOV Kal
gvbuvav tov pehd@v wog Emtponig Blonuaic.

O mpovmoboetg Yo v Smuiovpyie piag EB ko tov Sopopd pekdv o vt
mepthapPavovy, TovhdyioTov, 1o axdrovba:

1. H Ebvixii Emtpont] Bionbucig Konpov, avdroye pe v extipnon g Yo Tig
Vrapyovces avaykeg dnuovpysi, dwwmpel kar katopyst Emrponéc Bionbuamic.
Ta tov koTapmopd katoidyon vroymeiov peldv yie g Emtporés Bionfudic,
1 Ebvucy Emzpont Blonbuchic Kbdmpov (EEBK) unopel, edv to embopei, va {ntel
EICTYH|OELS Y10, DIOYTQ10 HEAN G0 OMOOSNTOTE KPOTIKO T U1 KPOTIKG TUAMA,
ibpoua, cdpe, eopée, opddo atdpwv, ko, H EEBK, éxel to dwaiopo va
xozaptilel Tov Sikd g KaTdhoyo kon va emmAéyel omd avtdv Tovg Sukols TG
vroynelovg vy péin tov Emtpornav Bionbwcic.

)

INo xdBe Béom omyv Emtpomy Bionbuaig 6o emdéyoviar 2 TovAdyicTtov
vroyfiowt. Me amdpacn xotd mhewoyneio, to pékn mg EEBK 8o emiéyovv
éva and tovg 6¥0 vroynelovg v kGBe Béon oty Emitpony) Bionbwic. Ta
pédn mov o emikeyodv kot Ba amodsyBodv Tov Sropiopd oty EB 6o toyovv
Tehaxr|g Eykpiong and tiiv EEBK. H vrofoly vroymeiotitav Yo g Emtponéc
Bionfcrig, Ba mpénet v, yiveton petd tnv cvprinipoon tov Evrorov EEBK01
wov B amoctéddeton oty EEBK. Ta péhn g EEBK 6o vroBdilovv tig
E16MYTGELS TOVG Y0 IoYNPiovg Tev Emtpondv Biondrg otov/etnyv IIpdedpo
g EEBK yi0 culftnon kot Mym oropdoeov katd Tig suvedpieg Tig EEBK.

- 3. H &idpxewa g Onteiog g kdBe Emrponrg Bronbwknig Oa xabopileton amd v
Efvixry Emtporny Bionbwknig Konpov xat 8o avogépetal oty 1elkn £yxpion
TV LeMDV TG,

4. H EEBK 6a &yet tnv gv8bvn vo éyel xatdAoyo ovamAnpeuaTikdv HeAdv 6°
avTIKOTEOTOOT) HeA@V OV Umopel Vo anoy®pTicovV TP To mEPAG Tng Onteiog
Tovg. Aopiopdg oty EB avarmdnpopatikod péhovg EB 6o yiveral, mdhv and
v EEBK.

5. ZUYKPODGELS GUUPEPOVIOV TPETEL VO OMOGEDYOVIOL GTOVG Bl0PIGUODG, GHES
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6tav autd ivol avemopevkTo Bo TPETEL VO VIAPYEL SIUQPAVEL GYETIKG [E Ta.
GUUOEPOVTA ODTA.

Ta péhn piog EB 8o pmopovv va eraverheyodv yuo dedrepn ovveyduevr Onrelo.
Atopo mov Oo eiver péln piag EB ywa 1 1 2 Onreleg (cuveydpevec) Ba pmopodv
va eivar vroynoelot, mdlwv, v dwopwopd os EB apod mapélhbst mepiodog 1
TovAdyoTov OnTeiag amd Tov tekevtaio ypdvo mov Sietéhecsav péhn g EB.
Noeltar 6Tt vroymgoTte, i Sopiopd ce EB, Bu pmopodv ve vrofdiovv
atouo to omoia amoydpnoav amd wo EB Aéye AMEng tng Ontelog 7 Tuydv
napaiTnong Tovs.

H EEBK 6vvatol va tepparticel 10 dopiopd omowovdimote péhovg EB Adyo
TOPOTETAUEVS OGOEVELNG, adIKAOAOYITOV amOVGIdY 1] Yo ampent| 1 avibetn
JLE TODG GKOTOVG g cvotaotg ¢ EB cupmepupopd.

Onowdnmote pélog g EB ddvorar onotednnote vo mapartmBel and v Béon
Tov vroBdAilovTag £yypaen mopaithon pog v EEBK.

Onowdnmote dtopo 1o omoio éxet xatoyyeAbel and v EEBK, yo mopafioon
v Kodikov nbumg kot dsoviodoyiag oy ProlaTpikn épevva, dev umopel va
vanpeost oav péhog EB.

[POVYIIOOELEIX AIOPIEMOQY IE EB

Oa wpéner va guvtaydei dMhoon mov va tepriapfaver To axdiovdo:

1.

‘Eva péhog Ba mpénst vo eivor tp6Bupo vo dnpocionotfost To TATpeg GVOUO Kol
TO ENAYYEALA TOV/TYG.

‘Oheg o1 Somaves yio Toxdv epyasio evrdg tng Emrpontig Bionbuaic 1} oyetikd pe
mv Emtpon Bronbuknic 6o mpémer va kataypdoovion kot va dwtifeviol 610
Koo otav awtd {nreitar.

. 'Eva péhog Ba mpénet va vmoypdyel SOUGVIO eUmCTEVTIKOTITAG AVaQOPKd pe

TIG EPYAGLEG TOV GLVEIPIAV, TIG CLTIOELS, TANPOPOPIES Y10 TOVG HETEYOVIEG OE
épsuva Kot Guvaen Bépato.

To pékn tov dSwwmmikod mpocomikod (dev £xovv Sikoimpa YhHGoOv) TG
Emtponrig Bionbwclg Bo wpémer va  vrmoypdyouv mopdpor  cupeevio
gpmoteuTicdTnTag (BAENETE MO TAVD).

Kavéva péhog EB 8ev pmopei va givor péhog tavtoypova oe dvo EB 1 ag EB
xot g EEBK.
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AEIOMATA, YYNGELXH KAI AEITOYPITA EB

1.

(93]

. 10.

11.

12.

Ot Emtpornéc Buonbwrg Oa zpémer va dnpovpynoovv capdg koBopiopéva
abibpata (Tpdedpo, Avimpdedpo, I'pappoatée) yioo TNV OpoAf] Goknon Tov
Bronfucov ko deovroroyikod ehéyyov. H EB katd v mpdTn g cuvedpioon ba
exhé€er tov Tlpoedpo xar Tpopparéa. Emiong, Bu katapticsr xatdhoyo tov
npochnov (e olpafnmk oepd) to omoio. Bo cokolbv, €k TEPITPOTG,
kaffrovta Avnimpoédpov. O xdbe Avuimpdedpog ackel Ta xobdfjkovio Tov yua
nepinov 6 pfvec. Xe mepintoon amovoiag tov IIpoédpov, g cuvedpinomc
poedpevel o ekdoTote Avinpdedpoc.

Ot Emtponég Bionbucrg Ba amotehodvion amd 9 pédn.

O EB 6a mpénet va mepthapfavouv: 4 mpdceno amxd ToV yOpo ToV IUTPLKOY Kol
Boroyikdv emomudv, 2 wpdoeno amd ToV XOPO TOV CvOPATICTIKMV Kol
KOWOVIKOV EMOTNHGV, 1 TPOCMTO 076 THY VOUIKT| EMGTIUY Kot 2 TPOCHN A
onowdnote GAAN sMOTALY T enGyyeAULo 1) T0 KOwaviKd ochvolo (Enpeidvetol
ot dev empéneton péhog Tng EBvuxig Emrpomiig Bionfuig va eivon tawtdypova
kot pérog omowcdnmote EB. Emiovg, pélog picg EB Sev pmopel va eivor xon
uérog piag GAAng EB).

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

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

Ov Emitpoméc Bionbucrig npéner va cuvedpidlovv og kofopiopéveg npepounvieg
7OV VO, VOKOLVOVOVTOL EK TOV TPOTEP@V.

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

Tig ocvvedpudcels cvykokeli o mPOedpog Kot KWALOREVOL TOV TPOESPOL ©
avTiepoedpog.

Mze mpatofoviic Tov mpogdpov 1 KATOTY CTHNATOS TPOV TOVAGYIGTO peADV
dbvarar va cuyrkhnBobv kat ktakteg f/xar tpdobeteg cuvedpriosis.

Trnpodvor Tpaktikd TV epyacidv kdfe ovvedpiaong g EB e mhrfipn otoyeia
Y10, TLG GmOQAGELS, Tov TPOTOL pe Tov omoiov AfeOTKay, kobdg emiong Kol Tov
GYETIKOD GKENTIKOV.

Ta wpoktucd enikvpdvovar pe v évapén g endpevng cuvedpiaong g EB
KOl VTOYPEEOVTOL 07d ToV TPOESPO 1] TOV VTLTPOESPO.

K&fe pilog vmoypsovtor va Smidoer mpv amd v Evopln omowcdimote
ovvedplaocTc, onolodinoTe TPOooWTKO 1| GIeco 1 EUHECO GLUPEPOV TOL dvvaTd
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vo el amd v £xPaon tov vad culimon Bépatog. Ta vedhowwa péln g EB
amogacifovy oyxetikd ya v ekaipeon tov pélovg and Ty cuvedpiact.

13. @a npémer va diverar emapkiig ypévog ota péAn tov Emrpondv Bionbikig va
eEetalovv 1o oyeTkd Eyypopa wov VIOPBEALOVTHL Y10 £YKPLGT].

14.0 omtig, xopnyds wavt] epevvntic,  duvatd va mpookeAsitol Yy va
mapovaldlel v npdTacT M vo enctnyel Guykekpéva BEpaTa.

15. Avvatd va mpookohodviar avefdptrror odpfovior om ovvedpio v va
wpofaivouv og ypartd oydia vid TV aipecT] CUHEVIOV Y0, EPTIGTEVTIKOTNTO.

16. Emnp6obeta mpog Tovg aftmpatovyous g Emtpomig Bionbumc, po Exttpont
Bionfuic Bu mpémer va Exgl enapicég dlotknTucd Tpocwmks Yo T deknepainot
TV EVOLVAV TIC.

17. Mia EB 6o pmopei va kootohoyei to £pyo tov Pronbikod ghéyyov epsuvnukdv
TPOoTacemV oV vrofdAlovtal, oty EB, yur éykpion. H EEBK 6o kabopiler 1
Ba eykpiver Tétoleg kootoloyhoelg pe mocd wov Ba kabopiler 1 iduwr. Ta
xovdha mov Qo E16TPETIOVIOL Omd TIC TVYGV KOGTOMOYROELS Y10, TO £PYO TOV
PionBuod ko Osoviohoyikod eléyyov TV EPEVVNTIKGV TpoThoEwY, Oa
Bpioxovton k4T and v dpeon gubovn g EEBK 1fi/xo1 onowvdfimote dhhov -
Tpoc®@nov 1 mpochrmv mov Oa vrodeifer 1 EEBK kar O Swiribevron yo v
Aeitovpyio, OSwrtfipnon wor Behtiwon Tov  ovorfpatog  Ponbukod ko
Seovroroyikob géyyov tng Blotatpicrg épsuvag oty Kompo.

ANEEAPTHTOI YYMBOYAOI

O Emzponég Bronbiukiig dbvavto va rpocpedyovv og aveéiptnrong copfodrovg 7 va
xataptifouv pévipo kotdroyo 1étowwv cuvpPodrev, mov mapiyovv eEedikevnéveg
yviboeg omv EB yio mpotewvopeva epevvnricd mpotoxoiha. Or TdpPovior avrol
umopel vo elvar eldikol 66ov opopd deovrohoyikég 1| VOLIKEG TTVYEG, GUYKEKPIUEVEG
acBéveleg 1 pebodoroyieg i pmopel va givar sxtmpdoamnor kKowotitav, aclevdv 1
g0V opddwv.

H EB 6a mpénst vo kabopicet copeis 0povg evioAng yw aveEdptnroug copfodlovg mou
wpotibetal va copfovievdet.

EKITAIAEYXH MEAOQN EB

Ta pékn tov Emtpondv Bionbikrg 6o wpémer vo éyouvv upio cuveyn ekmaidevon
avaeopikd pe m frondikn kar deovtoroyia g Prowtpiki|c épevvag. g EB 6o mpémnst
vo. avagepoviar ot brdpyovceg devbetiiceg v péhn tov Emtpondv Bionbiig va
TOYOLV TPOKUTOPKTIKYG ektaidevots v o épyo pag Emtponng Blonbucg xabhg kot
TIG VLQLOTAUEVEG evkalpieg Yo evioypon TG KAvoTntig Tovg Yy Pronbikd ko
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Seovroroyucd Eheyyo. H exmaidevon avtr dvvatd vo devbetnBel, 6tav sivar epixtd, oe
ovvepyacia pe v E6vuai Emtponr] Bionbuic Kdnpov, pe dhleg Emrtponéc Bionburig
oIV TEPLOYN, OTH YOPQ Kol oIV ZEPLoy, kabdg kat dhheg evkapieg yi v
gknaidevon tov pehd®v tov Emtpondv Bionbikig.

YIHOBOAH ATTHXHY I'TA ETKPIYH IJPOTPAMMATOY EPEYNAY

Atton yw éheyyo g Brondukric ko Sgovroroyiag TpoTevOpeVnG PlotaTpikig EpEVVag
8o mpémer va vmofdileter amd Eumelpo 1] TUANVTOUYO epevvnTh vmevHuvo Yo TN
deovrtoloyuc] kot emoTnpoviky SieEaymyn g épevvac. H Aimnon Bo vrofdiietan ota
"Evruone EEBK02 won EEBKO03 kot 6o emiovvamtoviar 6ha ta dhia oyeTikd mon Tuydv
va. kaBopilovion ota wo whve viuna.

¥ug EB 6a mpémel va vroPddlovtal v &ykpion Hovo eketva to mpoypapuate mov Oa
vhomoBody apov &yovv efacporicsl mpdra TNV omouToduevT ¥pNHaToddTHoN. e
sEopetikég mepurtdostg ou EB Ba amogacifovv, petd and mhipr dikatoAdynot ad Tov
o, KoTd moco Oo amodéyovrar yo €heyxo mpoypGupate mov dev Bu gxouv
eEacpokicer v omoitovplevn ypnuotodommon. AveEdpmte pe Ta Mo TAVo, KovEVa
npoypappa dev Oo viomoteital v dev eEacpaiicel TpdTa TNV Betikr éykpion g EB.

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

Ou EB 6a éyovv vmoypéwmon to apyotepo 40 mpépeg perd amd v vmoPods Tng
sopmlnpopivie aitong va avakovOGovY YpaTTdg Ty OTOQUGT| TOVE TPOG TOV GITITY
ypnowonoudviag to ‘Evromo EEBK04. H andpoon g EB (Evrure EEBKO04) pali pe
oho Ta GAAo oyeTikd évromo (cvumepriapfovopévav kat tov Evroneov EEBK02 kot
EEBKU03) g aitnong Ba xowonotobvtat dpeca kor oty EEBK.

To ypovodidypoppua mov Oa axolovbeitar oe mepurtdoeg mwov 1 EB  {nrel
ovpmhnpopatices TAnpoeopieg 1) adhayéc o £yypaga omd tov it Ba xabopiletar
omo v EB.

Auvtniig 1 autfTpila mov dwpavel pe v ardpac g EB npénel mpdta 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 nmuépeg v vo emavaronofetnOet
gl tov Bépatog. e mepintwon mov 1 Sweovia sEarxolovbiicel vo vrdpyet T0TE O
arTig propet vo vrofdier ypantdg mpog v EEBK oyemikd oyxdha ko va {ntd
éyxpion Tov mpoypduporoc Tov. H aitnon mpog v EEBK 8o mpémer va yiver Oyt
apybtepa amd 30 mpépec petd omd v mapaiafi g yveudtevorng and v EB. O
atntig, Ba amootériet mpog v EEBK, £x1d¢ TG KUALRTIKHG EMGTOANG TOD, TNV TpAOT
cehida tov Evromov EEBKO02. H EEBK, petd tnv Ajyn tétowov artipotog, fo exdidet
pie deopenTiKy pog OAeg Tig TheVPES ATdQO.CT] TO GLVTOROTEPO JUVATOV.
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TEKMHPIOYH THY AITHYH®

‘Oha 10 Eyypopa oD arolTovvIoL Yo Evay evOekeys Kol TApn EAeyyo TG PronBuxhg ot
deovtoroyiag mpotevopevoy mpoyphppatog wpénet va vrofdiiovior and tov outnTh,
Ta éyypaga avtd mpéner vo mepthapfdvovy, ox OLOC mepopotikd, to Evruma
EEBK02 kot EEBK03.

Idwitepn éppaor didetarl otny peAéTr OAOV TOV EYYPAQ®V 7OV &YOUV GYECT] UE TNV
cvykatdbeot mov mpénetl vo dideTon and Gho To. GTONC TOV GURMETEXOUV otV HeRED
(m.y. Evromo ocvykatdBeong EEBKO03, évroma ovykatdfeong om yidooa (ot
yAhooeg) mov avriiapPavovor ekeivol wov Suvatd Vo LETAGYODY TV £PELVA KL, OTaV
ypetdleral, oe GAAeg YADooeg, meptypani g Swdikaciag mov Ba yprowonowmBel gite
v v eEaoediion kot TekunpinaoT) TG cLYKTAOEoTC, K.AT.).

EEETAZH AITHZHY I'TA BIOHOIKO KAI AEONTOAOTIKO EAE'XO

‘Okeg ot dedvrag vroPariopeveg armoelg Oa apénel va eetdlovion Eyorpa (40 npépeg
UeTd omd TV vIoPolt] TG GUHTANPGPEVIS aiTHOTIC) KAl CUUPOVE ps g Swdikaocieg
ekétaong omd nig EB.

To mpotapyéd xabixov piog Emrporrg Bionbudig eival 1 eféraon mpotdcemv yio
£PEVVEG KUL TV GYETIKOV DROCTNPIKTIKOV €Yypdo®v tovg, Ba mpénel de va dibetan
wwitepn mpocoyn ot Swdikacio ovykatdbecng KAUTOMV EVIHEP®OTC, OTNV
texpnpinon kot TV ketoAANAOTTe Kol 10 €QIKTd Tov mp®TokdAiov. Ot Emtpoméc
Bionfwg Bo. wpémer va AapPavouy vadyn Toydv TpoTYOUUEVES ATCEIC/ATOPAOELS Kol
TIC QMONTACELS VOOV Kot kKavovicudv mov Ppicikovtat o 1oy, ‘Ola to. otoiyeio o
Inrodvron, kabhg eniong kour to ‘Evrvra EEBK02 ko1 EEBKO03 npénet va peketdval
TOAD TPOGEKTIKA.

Ov Emitpomég Buonbucig Svvavton vo kobopilovv Sadikacieg ywo v emiomevon
gkétaong mpotdosov Y épevva. Or Swbwooies avtég mpémer va kabopilovy ta
axérovba:

1. Tn ¢bdon tov arficemv, TPOTOTOMCES Kol GAlOLG TOpPEyOVIEG 7OV
dicaroloyodv v enionevon mg eEétaonc.

2. Tnv mpotindBeon (rpoimobiceic) yia anoptia Yo exionevon g eEETaoTc.

3. To xoBectdg twv omoQdoswv (my vmokeitor ot smPePaiwon omd v
ohopérewa g Emrpomniic Bionfucric 1 6y).

AHYH ATTIOPATEON ATIO TIZ EB

Otav amogociler v ctAoelg v Ponbkd war deovioloykd €heyyo Prowzpiig
épevvag pia Emttpomny Brombwnig mpémer va AauPdver v’ Sym, TovAdyiotov, 1o
axdhovba:
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1. "Eva péhog mpénst va amochpetol and Tiv cvvedpio mov Ba happdvetol andpoot
avopopikd pe aimon oOtav eyeipeton Oépo GOykpouvohg ovpeepdvtav. H
GUYKPOLGT] GOUPEPOVIMV TPETEL VO AVaQEPETAL GTOV/GTIV TPOEdPO TPV ol Ty
e€éraon g altnong Kol va KoTaypaeeTal 6To TPOKTIKA.

2. Amogdoetg umopei va AneBotv, apod mopacyedel emopkig xpovos Yo eEétao
ko ovltnon pg aftneng, yopic vo (nmbst droyn f/kal oty amovoia Tov
AT, TOV AVIITPOSAOTMY TOV YOpiyoD, aveEapTnTav cupUPodA®V K.AT.

w

Telikég amophosig mpémer vo AapPdévoviar pévo oe cvvedpieg oTig omoisg
vrdpyeL 1 oraptio 6neg mpoPrémetor ong ypantés dabkaoisg Aertovpyiag Twv
Emtpondv Bionbikiic.

4. To 'Evrone EEBK02, EEBKO03 xoi Ghho £yypooo ToD omaitodvTol Yo TAfpn
gfétaon g aimong mpénel va eival mhpn, to 8 oyemkd otolyein mov
avoeépovior Mo WAve ot avtd wpémel va efetdlovral mpv amd TV Afyn
oambQacns.

5. Moévo puéhn mov dvvovtal ve Yneioovy Tpémet vo. petéyouv oty ANy omdpactc.
6. To Mjyn andpacng cuvictdtar 6neg Aapfdvovtol omdcpdcmg ue OpHOpmVie,
omov tovTo  givar Suvard. Emig mepmmTdoelg mov @aiverar amibavo va vrdpEe
opopmvio cuvictdtor 6nwg 11 Emtpomn Btoneucng ano@ooilel ne TAELOYNPIKT

- ymeopopia.

7. ZopPovin mov dev B eivar Secpevtit] SHvaTon v EMGVVATTETUL OTIY 0OPUCT].

8. e mepurtdosg Afyng amopdoemv vrd dpovg mpémel va kabopilovior capeig
glonyNoes Yo avabedpron kot Swedikacio yio emovetétacn mg aitnong.

9. Mia apvruiki] amoéQOcT Yo am]cn TPETEL VO, vnocrnp1§sra1 HE copdg
avapepOPEVOLS AGYOVC.

KOINOIIOIHXH ATIODPAYXHY

H onmépoaon g EB xowvomoweiten otov/otnv armmi/aimiplo. kor v EEBK pe 1o
"Evroro EEBK04 6y apyotepa omd dvo eBdopddeg and v cvvedpio xord v onoio
MeOnke 1 amdoaon.

HAPAKOAOYOHYH NPOTPAMMATON AITO TIX EB

Ov Emrpomég Bionbuciig mpémer va kabopicovv Swdikacic mopokorodnong g
TPoodov GV TV pekeTdv Yo TG omoleg Exet Anedel Betud andeucT and Ty oTypnq
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700 MOBnKe 1 omOQUGCT UEXPL TOV TEPUUTIOHS TG €pevvag. o tov okomd TohTo
ypricpomotettal, Tovkdyictov, To ‘Evroro EEBK(S. Enagieton omv EB va amopacicst
m6G0 Guyvd Ba mapokokovbel Eva cvykekpipévo mpdypapua. Ot ypopués emxowvmvicg
eto£d g Emitponfis Bronbucig kar tov autny mpénet va xabopiloviar copds. H
Swdikacio mapakorovdnoeng tpémel va Aapfdvel vTOyT, TOVAAYIOTOV, TO. AKOLOVEN:

1. T mpobnobécerg o oynuotiond amaptiog Yo ™y Swduacia e&étacrng Tav
Evtonov EEBKOS.

]

H ocvyvétmto vrofolng tov Evromov EEBKOS 6a xebopiletar and v ¢don
KOl TOL YEYOVOTH TV EPEVVITIKOV £pymv av Kot KGBe tpmtdxolho Ba mpémet va
vroPdiletor og e€étaom mopakolodBneng TOLALYISTO Hia popd Tov Ypdvo.

Ytic ax6hovbeg mepmTdoElg T yeyovotae omcateitarl emeiyovse emoveEtoom kot
TOPEKOAOVINGT) Hiag PHEAETNG:

1. Orowdfmote tpomomoinot, mpwTokOMoL mov MBuvd Vo ERMPEGACEL 1a
duaLdROTo, THY OGQAAELD KOV TIV EVTIHEPID TV HETEXOVIMV GTIV EPEVVA T
mv Siekayoyn g perétng.  Aftnon v mv Sogoponoinom tov apyikold
TpwTokGAho Ba voPdiketar oto Evtomo EEBK10.

2. ZoPapt wor ampdomTa Sucpevi] yeyovéta oyeTikd ue v Swebaywyn Tig
perémng (avdloyo pe Trv kdBe mepintwor, mPEmEL Vo, CUUTANPOVOVIUL TA
‘Evrona EBKK07, EBKKO08, EBKK09). Xg ovtég T mEPIITOGELQ
enovetetdleton to mpoypoppo kot 1 EB 6a AapPdver amdgaon mov Ba
Kowomoteltal otov aumneh] avaeépoviag TV Tpomonoinem, ovactoAn 1
TEPUATIGRO NG apyikhig andoaons ¢ EB 1 v emiPePoinon ot n apyxr
andépaon oo gixe AaPer 1 EB axopn woydet

(93}

Omnowdnmote yeyovdg 1 véa mhnpoeopio mov pmopel va emnpedoet v
avoloylo weélovg/kvdbvoo g pelétmg. '

Ye mepintoon TPOMPNG CGVUCTOAC/TEPUATIGHOD TNG UEAETNG, O OUINTAG WPEMEL Vo
gdonotet v Emtpomni} BionBikig yio Toug AGYODg TG OVAGTOATG/TOD TEPUATICHOD Ue
Béon tov Evromron EBKKOS.

Ov Emitponég Bronbixnig mpémetl va Aappdvouv edomoinet ond tov  cEnti Katd v
ohoxAnpoon piog perémg pe to Evtumo EBKK06.

ITAPAKOAOYOHXH ITPOTPAMMATON ATIO THN EEBK

AveEdpthta pe TV TopoKolovinon Tav mpoypappdtoy g fowTpikig entothung oxd
i Emtponég Biondug, 1 E6vikry Emtponti Bionfwkrig Kidmpov éyet to Sikaimpa, dnote
Kol €4V avTh T0 omopacicet, vo Siepevviioer kou vo. eléyEet omowdfmote TPOYPALUA
guninzel kdte and Tg oppoddtTnreg Trg. Avefdpmita pe Trv Omow 0mOQACT) TNG
Emzponiig Bionfuwng, n E6vuc) Emtponi} Bionbuchc Kompov £xet avd ndce otiyun to
dwcaiopo va Tpomomolioel, vo avacteihel, va teppaTicet 1| va emPePardoet v apyik
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anéoaot e Emtpomng BronBumic. H andeaon g Ebviknig Enitpomnig Bronburg etvor
BecEVTIKY KUl TEAEIOTIKY]. ATOPAGELS TPOTOTOINGNG, OVEGTOATS 1] TEPUATIGHOD TOD
wpoypauporos andé v EEBK wowormoobviar apéomg (evtog 3-5 nuepdv) mpog tov
vrevfuvo Tov Tpoypdupatog kot v EB. O vredfuvog Tov Tpoypapipatog XL pio. Kot
povaduay evkaipio vo {nthcel, apol tekunpidost 1o aitqpo tov, and v EEBK va
emavegetdost v ambéeacy) mov Ehafe. To afmua exavelétaong mpémet vo vrofinbel
omv EEBK 6y apydtepa and 25 nuépeg and mv npepounvia mov 1 EEBK éhafe v
andégoaon . H EEBK ex6idel v teheiotkn g andpaot (1 onoio eivon Secpenticr
ywo-6ha ta pépr) To cuvtopdtepo Suvatd. Avtr kowvomoleital mpog Tov vevbuvo Tov
wpoypappoTog kal v Emrpont Blonbuic mov eiye peketiioer ket exbdacet ) oyetikn
aATOPUOT].

H EEBK 6a katayyéhher onig appodieg KuPepvnrikés Yanpeoieg n/xor Evponaixég
Yrnpeoisg 1ig nepintdosg wov domothdvet anpobvpia cvvepyasiog ov diekmepainom
oV €pyov mov NG &xet avabécel 10 Kpdtog kaw n Evponaixh Evoorn.  Avdhoyeg
xatoyyeheg yivovrar 6tav dev eEacpaiileton &ykpion Emtpontig Blonbucdig fi/xon otav
Smotdveror amoéxhon omd to Ponbwcd wor Seovioroyikd mhaicwe Swefoyoyhg
Browtpicdv mpoypappbtav.

TEKMHPIOYH KATI APXEIOGETHEIH

Ol 0. €yypago kol ot kowomowmjoelg pwg Emrtpomiic Buonbwaig mpémer vo
TPOTOKOAAOVVTAL, VO KUTAYMPOVVIOL G QUKEAOVG KOl VA apye108eTovvIaL cOUPOVE e
ypantég Swdikaociec. Xpewdleton dnimon mov va kabopiler v Sodikucion TpésPacng
Kot oveAnymg (mepthopfovopévav  sEovoiodotpiveov Tpocdnev Yo To Stdpopa
Eyypapa, akélovg kat apyeia).

Toviotatol to £yypago. vo mopopeivouy apystofetnuéva v tovidyeto tpia ypdvia
HeTd Trv cuumAnpeon piag pehétng.

‘Eyypago 7ov 7pémel vo KOTOX®POOVIOL G QOKEAOLS kol vo  apysobetovvion

wepthapfavouv, adlé Oy TEPIOPIGTIKA:

1. To xotactatikd, Tig yportés Swdikaaisg Asrtovpyiag g Emtponnc Bronbukig
KO TIG TOKTIKEG (ETNo1eG) exbécerc.

o

To Broypagikd onusidpata Shmv tov peldv g Emitpomnrg Bionbuic.

(F3)

Onov 1woydel, M kotaypaery OA@y tov ecddov kar gEddwv g Emtpomic
Bionfucic meprhapfavopévav embopdtov Kot TANP@UGY Tov yivoviar oty
vypappoteio ko ota pén g Emrpontic Bionbwrc.

4. Toydv OSnuooctevbeiceg watevBuviipieg ypoppss ywe vmoPoAf; €pyov mov
kxoBopilel rp Emtponn Bronbukig.

5.  Hnuepfowo didtagn tov cvvedpudv g Emrponng Blonfuais.
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To mpaktucd v cuvedprdv g Emtpomiig Bionbuic.

Avtiypago 6AmV TV gVIiT®V 0V DTOBAAAOVTAL GO TOV ALTHT.

H a?»XnXoypa(pia pehdv g Emrtpomig Bionbwic pe aumrée, v EEBK 1
evlwpepdevo.  LEAT GvVOQOpIKE WUE TIC OUTI|OELS, OMOQAGE Kot TV

TOPUAKOAOVON T TPOYPOUPETOV.

Avtiypagpo g andpacng ko onowdirote GOUPovAr 1 6povg mov atédhovral
¢’ éva auTnTi.

Ox6xdmpn m ypame Tekunpioon mov AapPaverar katd v Sudpkeln g
TOPAKOAODONONS TOV TPOYPUUUATOV.

H edonoinon ywa v copmifpmact), Tpdopt avacTort] 1| Tpdpo TEPROTICHS
106 peErETNG.
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TAQYLYAPIO

Ot opwopol mov didovien o0 YhoooGpo ovtd wydovy Y Gpovg dmwg avtol
ypnoonoodvial oe avtovg tovg Kadikeg Ilpaxmikfc. O dpor dvvatd va €gouv
Swpopetikég gvvoieg oe Gl keipeva.

Andouon
H Betuciy 1§ 1 Betucny v Opovg 1) apvntict| axdvnor e EB oe aitnpe yia gkeyyo piog
TPOTEWVOLEVIG HEAETTIG GE GyEot) pe Trv Pronfukry/Seoviokoyikt] eyrkopdtntd .

Avmrhc/AviTpo

Tokavrodyog(e) epevvntig(Tpia) mov avolapBaver Ty eMGTNUOVIKY] KOl S£0VTOLOYIKT
gvbivr ywoe epsovnTcd £pyo eite ywo Aoyopueopd tov/Tig site Y loyapracpd
opyavicpotd/ofkov mov {ntel andooaon amd o emtpons Ponbukhg fe Tomky aitnon.

Epsvvnmic-Emotnuovikdc Yrenfuvog

Tokavtodyog emoTiovag o omoiog aveloufdvel EmGTIHOVIKY] Kal 8E0VTOAOYIKH
suB0vr eite Yo hoyaploopd tov/tng gite Yo AOYaplIoHd opyavicHaD/oikov/idphLaTog
K.G. Y0 TV OEOVTOMOYIK KOl EMIOTILOVIKY OKEPUIOTITO. EVOC EPEVVITLOL £PYOV GE
GUYKEKPILEVO HEPOG T COUTAEYLO HEPDY. L& LUEPUKES TEPITTOGELS EVOC CLVTOVIGTIKOS 1|
Baowdg epevvntg dbvator va dopwotel og o vretBuvog apynyds Hog opddag vio-
EPELVIITOV. Le TEPTTAOGCEL Tov Kebopiletol «ZVVIOVIGTHC) TOV TPOYPALLLOTOS, TOTE TO
Grogo Tovto Bewpeitol, Yo oxomoldg Tev ditioswov Ponduod ehéyyov, wul o/
Emompovikog/] Yreoluvog/.

Topopa

INa tovg oxomotg tov Kwdikav avtdv «Idpopa» evvoeitar omowodfmote Bpopa,
OPYOVIGUAG, VOGTIAEUTIPIO, TUVETIGTIIIO, GUVOEGHOG, GOUM, K.G. TOL QOYOAEiTOL HE
Browzpucy kon Proteyvoroyia wov £xel GyEoT LE Tov GvOpmTo.

Kowémro

Mo kowotto eivat o opade tpochnrmv mov Bempeitat 61t fxouv Kdmo TaLTOTNTA
A0V emEIdT] EYOUV KOWE KOWAVIKE XupaKtnpiotikd. g kowotnta duvatd va Bewpndel
po opddo mposhnav mov {ovv GTo ido ympd, oty ba Ty 1 oty ido ydpa Ka
£tot &yovv Vv B yewypogkh wpoéhevon. M xowodmnte propei va xopartnpiotel
dpopetikd o¢ pio opdda avBpdrov mov Exovv Tig Bieg apyéc, To. idio eviiapEpovia
v ido acbévera.

Mertéyav og épsvva

Atopo mov petéyel oe PrownTpikd epsoviikd £pyo eite g Gpeco avTiKeiNEvO HIOG
emépPaong (emepPaticy) Swdwkacin) 1 péow maparipnons dedopévav mov apopovy To
wpoceno. To Gropo cwtd duvatd va efvar éva vyiég Tpdomno Tov mpobvuonoteital va
UETACYEL OTNV €pevva 1| TPOcemo pe madnor Goyety ue T dwelayduevn épsuva mov
mpoBuponoteital vo LETAGYEL o épevva gite Tpdoamo (cuvibng asbevic) Tov onoiov
1 TaOnon elvat oxeTikn Le TNy Epguva.

Opot

‘Opot oe oygon pe anopdaoels lvar Secpevtikd oTotysio oL eKPPalovy BeovVIOAOYIKODG
nopdyovieg tov omolwv v epappoyny 1 EB #/ker m EEBK amoitel xor Oewpel
vIoypeMTIKT Yia TV Seaywyh g £pevvac.
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Tpwtdkoiro

"Eva éyypago mov divel 10 1oT0ptkd, TOV AOYO KAl TOV GVTIKEHEVIKS Gkond (0KO7TODC)
_evog Protatpcod epeuvnTiKoD £pyov Kat weptypdeet o ayedaond, v pebodoroyia kot
TV 0pYGvVMGT] TOV, TEPAUPOVOUEVEY GEOVIOAOYIKOV KOl GTUTICTIKOV TUpayOVIWV.
Mepkol ard Tovg mapdyovieg cutods duvatd va TEPLEXOVIAL Kol 68 Gl £yypopa. Tov
AVOPEPOVTIOL GTO TPMTOKOAAO.

20yKpovan supeepdviay yio péin EB

ZHYKpOVGT) GLHEEPSVTOV TPOKLTITEL OTaV éva PELoG (1 péAT) tng Emrpomig éxst (€xovv)
GULPEPOVTQ GE GYECT LE GUYKEKPIUEVES AUTNOELS Yo EAEYYO OV duvatd va exnpedlovv
dvopevag v wavoTTd Tov (tovg) va mpoPet (TpoPfolv) oe ehedbepn kot aveEdptnTn
a&oldynomn g €pEVVaG TOL APOPE TNV TPOCTAGIC TV PETEXOVI®V GTHV EpEuva 1)/Kal
TV vAomoinom G €pevvag. XvyKpoVGELS GLUEEPGVIOV dVVATO VO TPOKORTOVY GTOV
éva pélog wog EB f/ken 6tav to idpopa péhovg pag EB éxet owovopicég, vk,
Beopikéc 1) KoOVIKEG GYEosls e Ty aflohoyovpevn £pevva 1) 6tav éva péhog puac EB
acyoheitar 7 embopel va acyolnOei pe to aviikeipevo g Epevvag mov a&oloyeitar.

ZopBovdn
M deopevticol mapdyovieg mov TPocTifEVTOL G [0 CTOQUCT] LE GKOTO TV TOPOYN
Bonelog oe TPOGHNA OV UETEYOVV GTIV EPELVA.

Tpomomoincn npmtokdiion
T'pont meprypoon] piag aihayng evog TpmTokOALov.

Xopnydg '
Ilpoceno, etoipia, idpopo 71 opyoviopdg mov  avoAapfaver gvbbvny yw v
XPNUATOZOTNON EVOG EPELVNTIKOD EPYOD.
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ENTYHA AITHXZEQN KAI
HAPAKOAOYOGHXZHX
HOoY A®OPOYN

BIOHGIKO KAI AEONTOAOI'TKO
EAET'XO

IMPOTPAMMATON IHOY AXXOAOYNTAI
ME

TON ANOPQIIO XTOYX TOMEIX THX
BIOTEXNOAOI'TAY, BIOAOTITAL,
IATPIKHY, TENETIKHX,
OAPMAKEYTIKHY, IATPIKHX
OPONTIAAY wor THE ANOPQIINHX
IHAPEMBAXHY XTHN BIOAOI'TA KAI
I'ONOTYIIO TOY ANOPQIIOY
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EIZHTHZH I'TA ETKPIZH MEAQOYZ
ENIPONHY BIOHOIKHX

H EIXHI'HXH YIIOBAAAETAI ZTHN EGNIKH
EIITPOITH BIOHB®IKHYX KYHPOY
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Lopuninphverat awd To idpopa/opyavicpd/copa/k.d. mov eonyeital, npog Tify EOvuai Emrpon
Bronfixrig Kbmpov, vroyigro(a) péroc(y) yia Emrpomi Bronbucic

Hiekrpoviké Tayvdpousio:
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Atopo 1 Atopa wov npotsivovrar yia Emrpomti Bronbijc:

INe kGBe aropo mwov mpoteiverar wo woveo 6o wpémer vo
gmcvvanteTal froypogukd onpeiopa (Expl 2 6ehidec).
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Topminpdveran omé iy Ebvuc Emitponn Bionbikijg Kdzpov

ATIO®AXH EONIKHE BIOHGIKHX KYIIPOY
EHITPOIIHX

Zybha/Anopacn:

Méh g EOvucg Emtrpomiic BionOuctig Kémpov wov pehétnoay rﬁv

‘Emi6 '0

O/H IIpéedpog thg EBviktig Emrponig Bionfucic Kdnpov:

Emifetor oo, OVORT: o Hpepopnvia: .........ocoeeees
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EMIIYTEVTIKA EFTPAGRA

YHOBOAH AITHXHXZ
I'TA ETKPIXH HHPOIPAMMATOXL AIIO
‘ ‘ EIITPOIIH
BIOHOIKHY KAI AEONTOAOITAX

HAITHIH AYTH ITPEITET NA YITOBAHOET KAI 2 F HAEKPONIKH MOPSH

HpotnéBeon yra Ty vrofels) aftnong sivan 6Tt To porewvépevo Mpbypappa &yt -
stacgaliosr Ty exapaityTy LPHReToO6TIG YiX TV VAioTOiR G TOV
(Ze mepinTwon mov 1y aitnon 6a vrofariermr mpiv T ebacpdiion LpnpaTodoTnong Ba mpénel va
didovrar hentopepeig enebnyijoeis y1a Tovg Adyevg wov {nreitar i fykpion and Emrpomi
Bion6ixrig xar Asovrol.oyiag)

TTPOZOXH: H aityoen avti pe 60¢ to snicovanTopsva EvIona, 6xeg enleng Kot
n ané@ouo s EB, npénet va wowomomBei oty EEBK.

0lec o1 Emrponéc Bionbuijc (EB) fiplcrovral kdTw and THY GHET)] EROTTEID THS
Ebviaijc Emirpomijc Bioybuajc Kvnpov (EEBK). H EEBK éyer e€overodotijost iy
Emzpomij BionOikxijc vo HEAETHOEL KOL VO ATOPACIGEL CYETIKG HE THY QAITHON OV
vrofiddierar. H anépacy wc EB, yio v aityay avtif, unopei va eravebetaclei
oné v EEBK, edv o axtyrijc/y oxvijrpia Siapovijoel je v andpacy s EB.

Zoprigpaverar and tov(zny) Emotnpoviko()) Yrevbove(n) Tev poypappatog
(Ze nepintw

INUEIOGT: Ltnv coprhipooy Tov svromov avtod oto omoio {nrodvron
oroyieia mov dev woyvovy e o Lpdypappa io o owolo vroPdailerar nn aitnon,
o avTn e/ artiiTpie Tpénel va avaypaopsal tig Aéeig «AEN IZXYEDs.
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Tvpmlnpdveviar and Tov{tny) Emotypovicé(tp)) Yretbovo(n)(Zvvrovioti)
o A

(Na '60”96’13\' s;c{tcmg nnknpng Stsu uvm], %nie(pmva,:ip&ﬁ, M aktpdvuéé TOLX,K?\.’E)
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Tpéwete NAIN OXI: ... .




Tpayete NAI 1 OXI: ..o
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Eido¢ tov IIpoypdppazog

O ap1Bpog tav popémv mov Bu Lafovv pépog oo
[pSypappa '

O cvvohikég apBlde TV atépmY mov Bo CURUETECKOVV
oto lpéypapua

Artiohdynon g pedéng

YrdBabpo tov Tlpoypdupatog

YroBéoeigmov B&zel o Lpdypappa

Zxomog tov [poypdupatog

Avtikeievikol otdyot Tov Ilpoypdppatog

Ooeehog mov Bu mpoxdyer and o [pdypoppa

Tyebuaopdg tov Ipoypaupatog

ApBpdg tov peyébovg Tov delypetog

Arniohdynon o tov apBud tov delypatog

Kpimpuw ewsdoync oto Hpdypappa (inclusion criteria)

Kprmpwe 1o pn ewcdoyry oto Ilpdypaupa (exclusion
criteria)

Awdwcacisg kot nébodot

Tpomot emPéTpnong 1 EKTIUNGCTC TV UTOTEAEGUATMOV

LTATICTIKY ovIALGT

Zoveldnt cvvaiveoT yio cuppstoyn oo Ipoypappa

Awcastikég anolnpdoeig Tpog drope mov Ha Adfovv pépog
oto Hpdypappa (mowg Ba gépet Tnv gubivn ;)

Zyetikés amolnudeeig atopmv Tov 0o GUUPETAGKOVY GTO
TIpoypappo 17 Topdv  mepopiopol oty dKAGTIKY
amolnpi®cT Tovg

Artiohdyner yu Tiv xp1ior] YEVETIKAY dedouévav

Aemtopépeieg ywo Tt mpocemkd dedouéve mov o
cvvodebovy 1o Seiypo Tov TAndvopot Tov Hpoypappatog

Aentopépeieg Yoo e dnuoypopukd Sedopévo mov Oa
cuvodebovy to delypa Tov TAnfucuod Tov Ilpoypdpupotog

Mdyvon mpocomkdv dedopévav

Adyoon yeveTikdv dedopévav

Audyvor Serypdtav yevetucod VAUOD 1| GAAeV froloyikdv
detypdrov

TIpocBucn oe mANpoopiec omd TOVG GUUUETEXOVIEG GTO
Tpéypopua odld Kol GUYYEVAY TOVG

Xpo6vog amobfjkevong Kol KOTACTPOPNG OetyldTmdV Kol
debopévav

Awdwacio vrofoldig topondvav 1 kutayyehdv
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ETEIGUV(X"E’ESTOJ. ('ypa\psra <<NAI» N «OXI) .

‘ Emcnvo.mstm, (’Yp(;‘.]!é’l:s «NAI» 1) «OXI)

P TG & ;
Emcsuva’crstm (ypaqf&:'ce «NAI» 1 n «OXI) .................
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Zopminpdveror amd Tov(tyy) Emotnpovicd () Ynevbuvo(n) Tov Ilpoypappatog

Zvppetoyn avOpdmav

Zoppetoyn atopmv pe ewdikég avdykeg mov dgv pmopodv va Sdcovy
omb POVE TOVG TNV GLVEivesT TOVG

Zoppetoyn oTopmv petald 16- 18 erdv

ZoppEToYN oTOH®V KATo TV 16 ethv

Zoppetoyn svniikav eBehovidv

Toppetoyn kg opddag oobevodv

Xption omotovdfinote avBpdrivav Brodoykdv detypdrav

Xprion avBpATIVoL YeEVETIKOD DALKOD

Xp1fion PAOCTIKOV KUTTIPOV

Xpnon Brooticdv kuttdpov omd avOpdmiva EuBpua

Xp1ion PAooTIKOV KUTTAP@Y 6o avOphroug

Xpnon euPpoikod 1oto

Xpnion avBphmvev epfpiov

Xpnon avBpomvov aapiov

Xprion avlpOmMVOV CTEPUATIKMOV KLTTAPW@V

Xp1ioT) QUPUAKEVTIKNG Ay@YNS

Xpnon sicovikdv eoppdrav (placebo)

T'voortéc Tapevepyeleg oapudkov o fa yprotpuorombodv

Awyeipion TpocomKdY dedopuivav

Awyeipion wrpucdyv dedopévav

Awayeipion Broynpikdv dedouvav

Awyeipion yevetikdv dedopévav

Awygipion Sedopévav mov Ho ypnowyonoinfody avdvopa

AvBpdnvn Khavoroinon

IIpoomabeia avBphdmivig KAWVOTOINGTG Y10l OVITOPAY®YT

Anovpyio avBpdmvev sufpdaev (Ao Ta 6Tédin)

Enéufaon yio pdvipn aklolmon ato avBphrivo yovidiouoe (orioimon
7o o KAnpodoteirar)

Xpnon Lbov

Anpovpyia i) gprion dayovidiekdy opyuvicudv

Xprion ractikdv xutthpov awd (ba

EnépPocn ye poéviun orhoiwon ot yovidiopa {dov (aioiwon mov Ba
KAnpodoteitor)

Kprion YEVETLKG TPOTOTOINUEVAY LUIKPOOPYaVIGUAV/0pyavioudv

Xpfien YEVETIKG TPOTOTOHEVAV QUTHV

TeveTiy) Tpomomoine HIKPOOPYUVIGHAY H/KOL QUTAV

Amnchevbépwon | oto  mepifddlov  YEVETIKGA  TPOTOTOMMEVEV
WIKPOOPYAVIGLAV /KA1 0pYovVICHOVY /KoL QUTHV
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EYKPIOT]- 01

OVOLE oo ERIBETO: oo e

Hpepopnvio: ..o YTOYPOUPT oo e nmenseceesenien

OVOREE s ETIBETO! ..o

Hpepopmvio: e YTOYPOPT): oot neee




Kokelote va ooppetdoyete oe éva epsovnrixd mpdypopua. ITo xdte (BA.
«IIinpogopiec yio AcBeveic 1/xar Efehovrécy) Ba cag dobovv eEnynoeig og
anhn YA®GGo GxeTikd pe to Tt Ba {nmhel and eods f/xar Tt Bo cog cvpPetl o
€60C, AV GCULLYMVIGETE VO, GULLUETAOYETE 6T0 Tpdypapo. Oa 6og TEPLYPAOOvY
omowowdNmote kivdvvor pmopel va vmdpovv 1 taicamopic mov Toydv Ha
VTOGTETE ATO TNV GLUETOYY oG 6To TPdypopuo. Qo cog eneénynbel pe kibe
Aemtopépera Tt Ba {nnbel amd ecdc kot wolog 1 wowor Ba Eyovv wpdcePocn oTig
TAnpogopieg H/kar GAAo VA6 oy gbehoviikd Ba ddoete Yo To TPOYpOUpa.
Ou cug S00ei 1y ypoviky) mepiodog yia TV omoic o1 VIEHOBVVOL TOV TPOYPALUATOG
8o éyovv mpodGPact oty TANpopopies f/kor vAKS mov Ba ddcete. O oug
ene&nynOel T eAwilovpe vo pdBovpe and 10 TPOYPOLLUL GOV OTOTELEGHA KOl THG
dumg cag cvppeToyxns. Emiomng, Ba cog 808el pio extipnon yw to dpekog mov
pmopel vo vmhpEel yie TOLG EPELVNTEG T/KOL XPNHATOSOTEG GVTOD TOV
TPOYPAUUATOG. AgV TPEREL VO GUNNETAGYETE, EGV OV emBupeite 1| edv &xete
OTOLOVGONTTOTE EVOOLNGROVS 7OV G@OpevY TV GLURETOYN] OGS ©TO
npoypappa. Edv omo@ocicete Vo GUUUETAGYETE, TPETEL VO OVOQEPETE &GV
elyate cvpuetdoyel oe omolodNToTE GAAO TPOYpape EPELVOG UEGH GTOVG
televtaiovg 12 pfvec. Edv amogocicete va unv ovppetdoyete ko £iote
ooBeviig, M Oepancia cug Sev Ba emnpeactel omd v andpact) cog Elote
ehevBepor va amoclpere omorwadimore oTiypn eoeig emBopeite TV
cvykatddeon yia TNV coppsToyn 6ug 6To wpoypappa. Edv siote acbeviig, n
andQaot 6ag Vo anocVpete TNV ovykatddeorn cag, dsv Bo £xel onoleodnnote
emmtdoelg oty Beponeio coc.  'Eyxete 10 dwkoiopo va vmofdAete tuydv
nopdmove. 1) Katoyyeiiec, Tov apopody T0 TPOYPUUHL OTO OTOl0 GUUUETEYETE,
npog tnv Emtpomnt] Bion6ikig mov evékpive 10 mpdypappa 1 akdun Kot 6ty
Ebvikn) Emtponn Bronbumg Kbdmpov.

Ilpéner OAhec o1 oeAideg TOV EVIOT®V  GLYKATABEOC VO QEPOLY  TO
OVOLOTETMVLHO Kal TNV VIOYPOAPT GOG.




Zouminphoore 1o Eviono cuykatdbsang eoeic Tpoc®TIKG;

Tovg tehsvtaiovg 12 pijveg £xete GOUUETAGYEL GE OTOLOONTOTE AALO EPEVVNTLIIO
TPOYPOUIO;

AwePaoate ko1 koraAdfate Tig TAnpoopisg Yo aoBeveic f/xal eBehoviés;

Eiyate v evkaipio va poticete epotioetg ko va cvlnmioete to Hpdypappa;

AdBnkav ovonomtikég amavioetg kol e€nyfoeig ota Toydv epeTipatd oog;

KatoroPaivete ém umopeite vo omoovpheite omd to mpdypappa, 6mote BEAETE;

KotohoPaivete 01, €Gv amoocvpbeite, 8sv eivar avaykoaio va Sdoete
OTOECONROTE EENYNOELS Yo TNV amdQUOT IOV TPUTE;

(T acBeveic) xatahaBaivete 6Ty, edv amoovpbeite, dev Ba vidpEovy emmTdoElg
oy ToYoV Bgpaneio ov naipvete 1) mov unopei va Thpete HeAlovTikd,

TOUQGOVEITE VO GOURETACYETE GTO TPOYPURLL;

Me motdv vedBuvo Wnoote;




HAHPO®OPIEYX TTA AXOENEIX 1/kon E@EAONT EX




HAHPO®OPIEY TTA AYOENEIE 1/xar EGEAONTEL, covéyeio:
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EMHIXTEYTIKA EITPA®A

AITIO®PAXH
EIIITPOIIHY BIOHOIKHX
I'TA
EI'KPIXH H AITOPPIYH
IHPOI'PAMMATOX

H andgacy s Emzpornijc BionOikig Ba npéret va kowomomlei wpog tyv Ebfvikij
Emzponij BionOuxijc Kdnpov pali pe dle ta vmdlowra évroma mov agopovv o
mplypapua yio To onoio LijpOnke cyetikf andpacy.
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Touninpaverar o6 tnv Emizpomi) BronSuktic
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Zyoha and v Emrpont] Buonbikiig, cuvéyeia
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Zupmlnpdverer and oy Emrponn Bronbuaic

‘Blwtv)yg;ﬁ(pucd 2101)(,8&1 OAON 'cmvepavvn'cmv KoL TV crﬁi/epyatd)ﬁ toug k

AM)LOCT |1} GLYKPOVOUEVAY GULOEPOVTOV

Teprypagri tov eidovg tov Ipoypdapupatog

Tleprypoei} Tov TAnBucpot wov Bo peletnOst

O tpdmog pe tov ontoio Ba orpatoroynfodv dropa ya to poypoyipo

Mehketibryxav npocektikd o Evruna cvykatddsong (EEBKO03);

Ta évrona wov Ha yproipomombodv ya Ty oTpaToAdYNGN ATOHOV

OAéKINpo 70 TPWTOKOAAO Tov Tlpoypéupatog

Atka10hOYNoT| Y10, TIV XP1OT EIKOVIKTG QUPIAKEDTIKTG yYTS

Yrebvvn dfimon amd 6hovg ToVg £PELVITTEG Kl GLVEPYETEG TOVG ATL
T0 EVIURO TATPOQOPTOTS KAt CUVAIVESTS TOVG SECHEDOLY

Macodhion g Tpoctaciag tov dedopévav mov apopoBy To AToua
wov Bo AaBovv pépoc oo TIpdypaupa

Aegmtopépeieg yio TV ypnparodomon tov Hpoypdpparog

"Exovv exbobei e1d1xd copforaio oe oyéon ps apoBéc ;

Oo didovior opoPéc oto drope mov Ba  ovppetdoyovy  GTo
Tpdypoppa ;

Oa. vrdpEovv OTOEGHNNOTE OtKOVOpLKES EMPOPUVOELS Y10 TOL GTOHC
mov Ba cuppetdoyovv oto Hpdypoppa ;

O epevvrjtés N/kan cuvepydteg tovg Ba moipvouv apolPéc ;

"Exovv neprypagsl to avapevopevo, opéln tov Ilpoypdupatos ;

Exst Swopavel 6Tt mpoxdmrovv omowdnimote O@EAT WPOG TOV
KPNHOTOBOTY, TOVG EPELVIITEG KUl TOUG GUVEPYATEG TOVLG ANO TO
Tpéypappa ;

Edv mo wéve etvon NAIL va eEnynoei:

"Exovv texpunpuofel 6keg o1 S1evBetoelg OV £Yvav GE GYECT| HE TIC
vrnpeoisg Tov Toydv Ba mapacyebody yia To TIpdypoupa ;

Bo. vdpyel cuveyTg EVIIEPMGT Yo TNV AGEEAELN TOV ATONGY IOV Ba.
AouBavovv pépog oto Ilpdypappo, ;

Yrdpyovv Swodukosies v trv vroBoly) nopandvav/KoTayyerldy;

Awocpariloviol exopK®g To SIKOIDMUATO TOV EPELVNTOV Y TIG
dNUOCIEDGEIS TOV ATOTELECHATOV |

Eyst deopevbel o/n Emornpovikdog YmebBuvog 611 dev Ba yivouv
onoecdnnote ahdayég oto Mpdypoppa and Tv nuépo wov da eykpiOei
omo v Emtpom Biondwrg ;

*Anotehel gv080vny Tng Emrpomic Bionbwkis va etabpicel dha ta ororyeia wov
£yovv do00si, va ddosr v anapaitiity Papirtyra ekei wov ypsrdleTor KoL va
Aafer andpuon mg npog To KT ooy Exovv Hobel wcavomonTikg enelnyiosig

oz oyéon) pe 1o wpotevopevo Mpéypappa.
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Tpdedpog

Avam). TIpdedpog
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HAPAKOAOY®HIH HPOTPAMMATOE AIIO
| EIIITPOITH BIOHOIKHE

Youmnpdvetal and Tov(tny) Emoemnpovikd(n) Yrevbovo(n)
LIpoypaupox




Eyovv yivel omolecdfmote aAhayEg GE GYEOT] HE TO GPYIKO
TPAOTOKOALO OV £YKkpibnke and v Emrpont Bionducic ;

Yriplav omowdnmote mpoPAipate mOU GITOVIOL TMV
Bepdtav Pronbucng ;

Yrfp&av omorwadnimote Taplmova 1) katoyyehieg;

No o800y 6heg o1 kemtopépeteg, eGv 1) ATAVINGT} GE OTOWONTOTE EPAOTIOY IO TAVD
frav «NAD»

Enifeto Emompovikod(nig) Yredbovoo(ng):

‘Ovopo Emotipovikot(ng) Yaevvvoo(ng):

Yroypagi:

Hpepopnvia:
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' ANA®OPA TIA THN OAOKAHPOIH
IIPOI'PAMMATOX EPEYNAZ

Sopminpdvetal and Tov(tyy) Emomuovikd(r) Yredbuvo(n) yia vo avopépst Ty
OAOKAN ; g

“Emitpon Blongs

Topmdinpdvera amé Ty Emzponi Blonbucis

H avagopd avty, Yo Tv ohoxkMjpwcn tov Ipoypappartog épevvag,
npénel va aroctarel kat otnv EOvi Emrpomi BionOuiig Kompov.
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AITHXH 1IOY YIIOBAAAETAI IIPOX THN
- EIIITPOIIH BIOH®IKHX
I'TA ITAPATAXH NPOIPAMMATOX

Eivan g080vy g Emvrpomig BionOuaig va kpivel ke vo arogocicet -
MG TPOS TO KUTA OGOV 6uVTPEOVY AGYOL Yia TOVG omoiovg 1) aiTion

-~ ovtH, Yw Tnv 7nopdtooy Tov Ilpoypdpparog, Oa wpémer va
kowonou}0ei otnv EOvuci Emitpont} BlonOuic Kvzpov.
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Zopminpdveton amd tov(my) Emotnuovike(n) YrebtBovo(n)
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MH-ITPOTPAMMA TIZMENH
AIAKOIIH IPOIPAMMATOX

AITIOAOTHZH IOY YHOBAAAETAI IIPOX
THN EIIITPOIIH BIOHOIKHX

Zuprhppdverar ané Ty Emrpo
H

Eivor ev0vvy g Emrponiig Bronbudig va kpivel kou vo. aropacicsl
Mg TPOG TO KATA TGoOV GVTPENOVY AGYOL Y10 TOVG 0TOioVG 1] GvVaPOpPd.
avt, Yo T1ijv Swekom Tov Hpoypappoerog, Oa wpémer va kowvomonOei
otnv EOviki Emrponii BionBung Konpov.



1531




1532

ANA®OPA EKTAKTOY HEPIETATIKOY HPOX
THN EIIITPOIIH BIOH®IKHX

)

ZoprAnpdveton amd 'cov('cnv) Emcmuovuco(n) Yreo

Eivar gv00vy 11 Envrpomii BronOucig va kpiver ko vo arogacicel
®¢ TPOS TO KoTA 160V GUVTPELOVY LGYOL Y1d TOVG 0T0iovg 1| avapopd
avTi], Y0 EKTOKTO TEPIGTATIKO, Do mpémer vo Kowonomeat otV
EOvuci Emitponiy BlonOuig Knnpou.
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AITHXH IIOY YHOBAAAETAI ITPOX THN
EINITPOIIH BIOHOIKHE
I'TA ATA®QOPOIOIHZH MPQTOKOAAOQY

Eivar g080vy tng Emtpomig Bionbikiig va kpivel kai va aro@ocicet
®¢ TPOG TO KATA TOGOV cuvTpéyovy AdYol Yo Tovg onoiovg i aitnon
aVTH, Y10 TV 0oyl TP@TOKGALOV, Ba tpémel va KowomowmBel otV
Efvuay Emrpomiy BronOucig Kvnpoo.
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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 Ethical 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 unable 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 quality in ethical review. The Guidelines should be used by national
and local bodies in developing, evaluating, and progressively refining standard 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 safegnarding 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 requirements of relevant regulatory agencies and
applicable laws. )

ESTABLISHING A SYSTEM OF ETHICAL REVIEW

Countries, institutions, and comununities 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.

o

2

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 EEBK01.

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 Ethics Committee who serve for 1 or 2, 3-year membership period(s)
(continuous) may be nominated again provided one 3-year period has elapsed
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 appoeinted 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 Commitlee that should
indicate that:

w

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 Fthics 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.

(%)

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.

1544

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 details of the decisions taken and the rationale
behind each decision taken. i :

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.

In 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. These 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
Comimittees 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 is solely the responsibility of the
institution/organization/etc establishing the Ethics Committee. ‘

SUBMITTING AN APPLICATION FOR REVIEW

thing Commith ih ichs - 1
Ethics Committees are responsible for establishing well-defined requirements for

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 EEBKO02 and

EEBKO03 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 Commitiee within a period of 40 days, after the submission of a complete
study review application, must announce its decision on the application by completing
Form EEBK04. The decision of the Ethics Committee (Form EEBK04) and all other
relevant documents including Forms EEBK02 and EEBK03 must be forwarded to the
Cyprus National Bioethics Committee.

The timetable that will be followed in cases where the Ethics Committee requests

additional information or changes in documenis 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 Bicethics 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 EEBK02. 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 EEBKO03.

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 EEBKO03). 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 Commiittees.

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 EEBKO02 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 Committees, during their decision- makmv process, should take into
conmderatmn 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
g PP y g
quorum in accordance with the written operational guidelines of Ethics
Committees.

4. Form EEBKO02, Form EEBK03 and Form EEBK04 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 EEBKO04.

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 EEBKO0S.

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 followed-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.

)

Serious and unexpectedly unfavorable outcomes of the study (depending on the
particular circumstances, Form EEBK07, Form EEBK08 and Form EEBKO09,
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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Inn 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 EEBKUS.

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 Committee,
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 Commiitee
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:

1.

(%)

10.

11.

12.

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

The cwriculum vitae of all EC members;

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

The published guidelines for submission established by thg 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 participant
and/or sponsor has ties and/or gains from the research. i

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.

Investioator/Principal Investicator

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

. e m e

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 Committee
Day Month: Year: time:

Individual who accepts the apphcanon on behalf of the Cyprus Natlo
Comimittee =~ . ; Lo : :

Application Number-
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To be completed by the organization/institution/body/etc requesting the approval of members for
the establishment of an Ethics Committee.

Legal Name of Institution/Organization/ete. -

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.



have any relationship
(inciuding administrative role) with the

3 1 X x /ot . Phts £ mnlaatinn
nstitution/Organization/ete submitting the application.

‘Tast-and Fiz
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To be completed by the Cyprus National Bioethics Committee

Decision taken by the Cyprus National Bioethics C
Comments/Decision:

omimittee

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

The President of the Cyprus National Bioethics Committe:

Lastname: ... First Name: ... Date: ..o
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CONFIDENTIAL, DOCUMENTS

S

REVIEW BY AN ETHICS COMMITTEE

APPLICATION FOR PR@GRAI‘-” [STUDY

This application will 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 Bioethics Commlttee accepting the application

The applicatic ed for review:0
Day: ;Month: Year:
Protocol Number given by the Ethics Committee = ..

‘Person receiving the application on behalf of the Ethics Committee -+ 00

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: Orgamzatmn/lnstltute/etc of the Principal Investlgator (PrOJect Coordinator) is-
not- located in Cyprus, the Project Coordiniator must appoint-a représentative in.
Cyprus.. The Principal . Investlgator (PIOJect Coordmator) of th1s progect hereby
appoints as his/her fepresernitative in Cyprus:- :

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

Indicate all per. smm/uwesmgat S namc;lpafmg in the Program and plnm the role’ of
each participant in the Program. -
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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 _ N  ' ] Signature

Date :
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Study Summary (One page study summary which will include, at least, the purpose of
the study, its rationale, and the study objectives). '
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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 YESor 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 or NO: ..o

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: oovoveoeeeoee
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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 currently used treatment
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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 lnal at the present
site(s) or as a whole.
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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 “NO™ whether the
summary is attached. If the answer is “NO” indicate the reasons for not aitaching the
sunmmary.

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

1ot attaching
Is the authorization attached? (write « YES» or «INO») ..

Is the 1mporter S authonzatlon attached‘? (wnte «YES» or «NO»)

For Clinical Studies: - Were there any viral safety studies camcd out w1th the
Medicinal Product that will be used in the. Study? :
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Describe previous experience of the conduct of similar studies at this site and by the
Principal Investigator.

‘Describe any foreseeable benefit for the.included s
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Attach all the relevant documents for providing information and obtaining consent

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

articipating 'in. the Study that, the
1 €0n: the. subjects,




1574

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. )
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Provide details of the expected results and benefits that will result from this Study.




1577

Provide detaﬂs how the investigators will provide on-going meuuatIon 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.

First Name: ...ocoovoooeviieceeeeeee Last Name: ..o

Date: oo Signature: ..o

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

OVOLLU oo ERIBETO! oo

Hpepoumvid: .o YTOYDUGTY oo




~ 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 simple 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 vou have any doubts concerning the study and your healt
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

signiature.

" 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 ............ 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 S T s S Pt B
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Comments of the Ethics Committee, continued
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To be c.ompleted by the Ethics Committee

The Fthics 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 sponsor(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.

*Amotelel g00dvy g Emrpomiig Bionbwkiig va orubpicst 6ha ta stoyyeia mov
&yovv do0¢i, va d@oer tnv anapaitnty Papitnra ekei mov yperaleTar Ko vo
Lafer awbpuon g mpog To KUTA TOHGOV Exouv dodel ikavomomTikég enelnynosig
oz 6yfon pe To mpotswvépgvo Ipdypappa.
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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 indirect
conflict of interest with the study.

‘First and last name

- +| Signature. .. - | Date oo




Study/Program title

Protocol Number given by the Ethics Committee

‘Signature of the President/Chairperson and Vice-President/v
e
President

Vice-president




1590

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 Pllnclpal Investloatm
Program/Study title - SR L

To be completed by the Ethics Committee

Individual receiving the Report on behalf on the Ethics Committee . 1 -

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: Month ‘ » AYekar_:ﬂ 4 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

To be completed by the Principal Investigator

Day:_ Month: — Year: ~ Time: ‘
Individual receiving the report on behalf of the Ethics Committee* =" o7

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.



1596

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
‘Program/Study:tifl

Day: ‘ Month: ‘ Year: Time:
Individual receiving the réport on hehalf of the Ethics Committée” :

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

whether this report will be forwarded to the Cyprus National
Bioethics Committee.



To be completed by the Principal Inv
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estigator

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 Prmcxpal Investlcrator
Program/Study fitle - SEn E

It is the resﬁonsibility 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
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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

‘Eyuvve omig 11 Magtiov 2005.

ANAPEAZ 'ABPIHAIAHZ,
Yoveyog Yyelag.



