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NPAZH/APAIH/EPTO: Eviaia Apdon Kpatikwy EvioxUoswv Epeuvac, TEXVOAOYLKAC
Avartuéng & Kawotopiac «EPEYNQ — AHMIOYPIQ — KAINOTOMQ B KYKAOZ» tou

E.MN. «cAvtaywvioukotnta, Emyepnuatikotnta kat Kawotopia (ENAVEK)», EZMA
2014 - 2020.

EPIO: Kawotopeg npooeyyioelc otnv T-KuTtapkn avogoBepaneia peta ano
METAUUOOYEVOH CAAOYEVWV QLUOTIOUNTIKWY KUTTAPWV
AKPONYMIO: TRANSCELL

KQAIKOZ EPTOY: T2EAK-02437
EKAHAQZH ENAIAQEPONTOZ

To levike Nogokoueio «I. ManmavikoAdou» oto MAaloo tou £€pyou «TRANSCELL -
Katvotouec npooeyyioetc otnv T-KUTTOPLKN avoooTdepamneia UETE QO UETAUOTXEUON
AAAOYEVWV QUUOTTOUTTIKWV KUTTAPpWVY», TO onoilo xpnpatodoteital and tov B’ KUKAO
¢ Opaon €Bvikng gpPérelac «Epsuvw-Anpovpyw-Kavotopw», KwELKOC €pyou
T2EAK-02437, otn Movada lowibwakne kat Kuttapwkng Ogpancsiag (MFKO) tng
AlpatoroyiknGg KAwikng, mpookaAel toug svdladepdusvouc mou Swabétouv Tt
anapaltnta npogovrta va unofdiouv altnon, cuvodeudpdevn ano Ta anapaltnIa



dwkatohoynuika, ywa duo (2} Bcoelg cuvepyarn, oL onoiot Ba anaoxoAnBouv ue
oupBacn pioBwong €pyou:

JYNONTIKH NEPIFPADH EPIOy

TNV OPOoUca MPOTACH ENLXELPOUUE vO. avamTUEOUHE KAL XPNOLUOTIOLNOOUHE yia
npwin ¢opd otnv EAAGOQ, KOUWOTOMEC KUTTAPLKESC OEPANEIEC UE OLKOVOULKA Kol
«PAKA oToV XpNotn» MPWIOKOAAQ yla tn Bepaneia Twv EVKALPLAKWY AOLHWEEWY
Kot tn¢ GvHD, Twv onUavTIKOTEPWY EMUMAOKWY TNG AAA0-MAK, HECW MapaywyLlkng
KaL QAANAOCUUMANPOUMEVNG oUpRpoéng HeETatU 3 gpeuvnTKwv Kot 2
ETMYEWPNHUATIKWY POpEWV. ZTOXOC Elval va artodEGUEUTOUV TIPOC XPNON, META amno
EKTEVN TPOKAWVIKN avantuén, ermukUupwon oe cuvBnkeg OpbBnc MNapaokevaoTkng
Npaktikng (Good Manufacturing Practice-GMP), ektevi) avoSOPAVOTUTILKO, LOPLaKS
KOLL AELTOUPYLKO XAPAKTINPLOUO Kol EYKPLOELC amo Tig apuodieg Beopkeéc apxec, 6vo
KALVOTOUQ KUTTAPLKA Tpoiovra: i} ta nevtaduvapa T-Aepudokiuttapa (penta-STs) ya
TNV avoetwiion  duvnuikd  Bavatndopwv  Aowuwlewv  amd  Ttoug  oUg,
Kuttapopeyaioio-CMV, Epstein-Barr-EBV, adevoio-ADV, polyomavirus tonou I-BK
Kat tov pUOknta Aspergillus ko i) ta esnayopeva pEOw DOPUAKOAOYLKAC
vnopeBuAiwong T-avoooppuBuiotika kuttapa nou ekdpalovv 1o poplo HLA-G (iG
Tregs) yia tTnv avupetwron tng copapng GvHD.

ANAAYTIKH NEPITPAOH YNO ANAGEIH EPFOY/OEZIH (Avrtikeipevo AvaBeonc,
Xpovikn Alapkera, Mpoadovra, Kpitipia A{loAoynong)

AvTIKEUEVO avaBeonc;

1) GMP napaywyn, TANPNS XAPAKTNPLOUOC, TIOLOTIKOG EAEYXOG KaL amodeoueuon
penta-STs npoc kAWK xpnon (nakéto epyaciag 7-WP7).

1) NapakoAouBnon tng pelwong Tou $optiov Tou uTteLBuvou raBoyovou Kat TNG
avantuénc elbikwy T-KuTTapwy Kata wv & Asp {maketo epyaoiac 7-WP7).

Awdpkela avaBeong: 10 unveg (Léxpt tn AREn tou €pyou 27/7/2023)

ErmBupuntocg xpovoc évapéng eKTEAeang Epyou: 27/9/2022

Mpotdocelc vtoBaiiovral and vnoynediovc/-e¢ oL onoiol/-e¢ sivar EAAnvecg/-1dec

noAlteg kat dStabetouv ta katwbOL pogovIA:

1. Mruyio A.E.L. TuApatrog BloAoyiag i wwodvvapou Tunuatog A.E.L. (m.x.

Bloxnueiag, Moplaknc BioAoyiacg kat M'evetknc, BioAoyikwv Edapuoywyv Kat
TexvoAoytwv) 1 GAAO LGOTIHO KOl AVTLOTOLXO.



2. Metantuylako titho mov anoktBnke evtoc 1-3 stwv and tnv npoknpuén oo

VVWOTIKO AVTIKELPEVO TNC BEonc (kuTtTaplkn-yovidlakn Bepancia)

3. Epeuvnuikn sunepia otnv Kuttapwkn n/kat Novibuakn Gepaneia

Eunewpian epyaciac oe povada OpOng Napackevaotikng Npaktikng (GMP-

Good Manufacturing Practices) kat muotonoinon GCP (Good Clinical Practice)

Epnelpia o texvikée Kuttapikng kat Mopulaknig BioAoyioag (kotAALEPYELES

KuTtdpwvy, elispot, cytotoxicity assays, kuttapopetpia pong, Real-time PCR)

BaBuoAovia Kpitnplwv

Aplotn yvwon tTn¢ AyvAlkng TAwooag
NiotonoUEVN ENAPKA YVWOT XELPLOUOU NAEKTPOVIKWY UTIOAOYLOTWY

1 | Mtuylo BloAoyiag r} dAAo LooTILO H un mARpwon Tou kpLtnpiov 1, 10
KOl QVTLOTOLYO KaBLotd tnv mpotacn max
anopputtéa ON/OFF, BaBpuog
ntulov ent 1
2 | Metantuylakoc Tithog og yvwotikd | H pn mAfpwon tou kpenpiou 2 kablota
QVTIKEUEVO OXETIKO JLE TO UTLO tnv npotacn anopputtéa ON/OFF
avaBeon gpyo
3 | Epyaotnplokn EUNEpLa oTnv N KN MARPWOoN ToU KpLtnptou 3 20
Euntepia otnv Kuttapkn n/xat kaBlotd TNV mpotTaocn max
Foviblakn Oepaneia aroppurtea ON/OFF
S nopla ava e§aunvo
4 | f'vwon tnc AyYALKNG YAWOOQS Aplotn yvwon: 10 popia, MoAu 10
KQAN yvwon: 8 popia, max
KaAn yvwon: 5 popta
5 | Eunewpla oe teXVKEG Kuttapwhg | n un mAnpwaor Tou KpLtnplov 5 10
KoL MopLaknig BloAovyiac | kaBlotd tnv npotaon max
(kaAALEpYElEC  KuTTapwy, elispot, | amopputtéa ON/OFF
cytotoxicity assays, KUTTQPOUETpLa
ponc)
6 | l'vwon H/Y {enefepyaoia kelpnévou, | 10 popia
Snuoupyla MOLPOUCLAGEWY,
enefepyacia Sedopevwy Kal
VPaDIKWY MAPATTACEWV)
7 | Epnepia gpyaoiag o€ povada n 1N MARPwWaon Tou KpLTnpiou 7 20
OpOric NapaoKELACTIKAG KaBLoTa TNV NMPOTAc max

Mpaktkng (GMP- Good

antopputtea ON/OFF




Manufacturing Practices) kau 5 popla ava eéaunvo
niotonoinon GCP (Good Clinical
Practice)

8 | Zuvévteuén Edooov kplBel avaykaia Ba 20
aflohoynBouv, petall aAAwv: A) | max
Ol OPYQVWTLKEC LKAVOTNTEC,
ETILKOWVWVLOKEC LKaVOTNTEC, B) TO
MVEU L CUVERPYAGLUOTNTAC,
evBukplolag, autevépyelac, IN
SUVATOTNTA TIPOCAPHOYAC OTO
vEO TepLBaAAov

To £pyo Ba vAonownBel otig eykataotdoetg tng Movasdag Movidiaknic kot Kuttaptknc
Oepaneiag Tou Alatoroyikou Tufuartog Tou levikol Noookopeiou Osooalovikng
«Fewpylog MarnavikoAdou». Ot eviladepduevor/-¢, napakaAolvial va UTOBGAOUY
NAEKTPOVIKA TIG TIPOTACEL TOUG/TIC UE TA QRapaitnia anodsiktkd éyypada,
anogteAMovidg T oto e-mail g emwoTNUOVikd unevBuvng Tou  Epyou
(eyannaki@uw.edu).

Ot unongol ou mAnpoulv ta anattoUpeva npocdvta Ba kAnBolv ot cuvévteuln
(KaTOMLY ypamtig eVNUEPWONG TOUG HEOW NAEKTPOVIKOU TtayxuSpoueiou (Ba otalel
email otn nAektpovikn SlevBuvon nou &nAwocav oto SlaBPactikd TNC MPATACHC
TOUC).

2€ nepltwon woPabuiag otn ouvoAwkr Baduoloyia mponyeital autdg mou €xel TIC
MEPLOCOTEPEG HOVABEG OTO KPLTHPLO ME TNV peyaAltepn Badpolovia Tou mivaka
KPLTNPLWY Kat av CUMIITTOUV, QUTOG TOU £€XEL TIC MEPLOOOTEPEC MOVASEC OTO
KPLINPLO UE TNV QUECWS WKkpOTEPN Babuoloyia kal oUtw kabetric. e nepintwon
long BaBuoroyiag petafy kpitnpiwy Tou nivaka, ta kputipla efetdlovian ov Ldwva
HE TNV oepa tou A/A mou avaypadetar otnv npdokinon (1 €wc v). H OElpa
Katatagng twv unoYndiwv nov e{akohoubolv va 1oBabuoly petd TNy e§avtiAnon
OAwv twv kputnpiwv wooPfabuiag, kabBopiletal pe Snuoowa kKAfpwon. H KA pwan
dle§ayetan napovoia g Erutponng AfloAdynong tou épyou. Me tnv iSla anodaon
o MNpoedpog tng Emrpornig A§LoAdynong opilet kat tov akplBh TOno kat Xpovo ¢
KAnpwong Kot k@Bs aAlo oxetikd Bépa, mephauBavopévmv Twv BeudTwv Mou
adopouv otn SnuootdtnTa tng KA pwaong. Ot urtoYrdtol EvRepwvovTal OXETIKA pe
QVaKOlVWON ToU avaptdtal otov Sladiktuakd tono tou levikol Noocokoueiou
Oecgalovikng «lewpylog Manavikohdou», eikool téooepic (24) TOUAQXLOTOV WPEC
PV ano tn Stevepyela tng kKARpwonc.




H emAoyn tn¢ mpodtaong Ba yivelt votepa omd EKTUNCN TwWv Tpocoviwy. O
Sikawovxoc dopeac Statnpel 1o Swalwpa va karéoel touc/tic unogndlovg/-¢ 1
000UC/-£C EKPLVE KATAAANAOLC/-EC OE OUVEVTEUEN.

H nuepounvia Anén¢ noapaAafnc twv altnoewv Kol OWKALOAOYNTIKWY EilvalL n
13/09/2022.

la tn Movada MNvidlaknc & O Awokntnc tou Noookopeiou
Kuttaptknc aneac
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