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NPASH/APAIH/EPIO: Eviaia Apdon Kpatikwy EvioxyUoewv Epeuvac, TEXVOAOYIKAC
Avarntuéng & Kawotopiag «kEPEYNQ — AHMIOYPIQ — KAINOTOMQ B KYKAOZ» tou
E.MN. «Avraywviotkotnta, Enyepnuatikotnta kat Kawotopia (EMAVEK)», EXMA
2014 - 2020.

EPTO: Kawotopeg npogeyyloels otnv T-kutTtaptki avoooBepaneia petd and
HETAUOOXEVOT AAAOYEVWY ALMOTIONTIKWY KUTTAPWV
AKPQINYMIO: TRANSCELL

KQAIKOZ EPFOY: T2EAK-02437
EKAHAQZIH ENAIAQEPONTOZ

To lMeviko Nocokoueio «[l. ManavikoAdou» oto mAaiclo touv épyou «TRANSCELL -
KatvoTOUEC Npooeyyioels otnv T-kutTapikn avoooSeparmeio UETA QIO UETAUOOXEVON
AAAOYEVWY QUUOTTONTIKWY KUTTAPWY», TO OTolo xpnpatodorteital anod tov B’ kUkAo
G dpaocn e€BviknG euPerelag «Epguvw-Anplovpyw-KalvoTopw», KwWOKOC €pyou
T2EAK-02437, o Movada lNovibuakng kat Kuttapiwkng Ospanceiag (MIKO) tng
AlpatoAoylkng KAWKAG, mpookaAel toug evllapepopevoug 1ou SlaBétouv o
anapaitnta npooovia va unofdiouv aitnon, cuvodevopevn and ta anapaitnia



dikawoAoyntika, via dvo (2) Beoewg guvepyatn, ot onoiot Ba anacyoAnBouv ue
cuppacn picBwaonc Epyou:

ZYNONMTIKH NEPIPA®H EPTOY

TNV mapoulon MPOoTAcn ETXELPOUHE va QVamTUEOUHE Kal XPNOLWLOTIONCOUUE YL
npwtn ¢opa otnv EAAASQ, KALVOTOUEG KUTTAPLKEG OEPQIEIEC LE OLKOVOMLKA KOl
«PAKA OTOV XPROTN» TMPWTOKOAQ Yl TN BEpaneia TwWv EVKALPLAKWY AOLUWEEWY
kKat TN GvHD, Twv onuavikOTEpWY ENMAOKWY TNG AAAO-MAK, LECW TTAPAYWYLKAG
Kl  oaAARAOCUMTANpoOUMEVNG oupnpaéne Hetaly 3 egpeuvnuikwv Ko 2
EMXELPNHATIKWY OopEwv. ITOXOC €lval va anodeCUEUTOUV MPOG XPNOT, HETA Qo
EKTEVH) MPOKAWLIKN avamtuén, enkupwaon o€ cuvlnkeg OpBNR¢ MNapaokeuaoTIKNS
Npoaktikns {(Good Manufacturing Practice-GMP), ektevi) avocodavoTuTIKO, HOPLAKO
KOl AELTOUPYIKO XOPAKTINPLOUO KAl EYKPILOELC amd TG appodleg Beokég apyég, Svo
KQLVOTOMQ KUTTApLKA Tipoiovia: i} ta neviaduvapa T-Aepdokutrapa (penta-STs) ya
thv  avipetwruon  duvvnuika  Bavatndopwv  Aowwwlewv anod  TOUg  LOU,
KuTtapopeyaioio-CMV, Epstein-Barr-EBV, adevoio-ADV, polyomavirus tonou [-BK
kat tov uuknta Aspergillus kair ii) ta emayopeva pEow PapUAKOAOYIKNG
urntopeBuAiwoncg T-avoocoppuBuioTika kuttapa nou ekppalouv 1o popo HLA-G (iG
Tregs) yla TV avILlMETWLGnN tng gofapng GvHD.

ANAAYTIKH NMEPIrPA®H YNO ANAOEIH EPIFOY/OEIH (Avtikeipevo AvaOBeongc,
Xpovikn Awdpkewa, Mpooovra, Kpitipia AfloAoynong)

Avtikeluevo avabeanc:

1) GMP mapaywyr], TARPNG XOPAKTNPLOUOG, TIOLOTIKOG EAEYXOG KAl anmodEoUEVO
penta-STs mpoc kKA xpnon (naketo epyaciag 7-WP7).

I} NapaxkoAoUBnon ¢ peiwone tov ¢poptiov tou unevBuvou naboyovou kal ™G
avantuénc e8ikwv T-KUTTApWV KATd wv & Asp (nakéto epyaciag 7-WP7).

Avapkewa avaBeonc: 10 prvec (pexpt T Angn tou €pyou 27/7/2023)

EriBupntde xpovoc £vaping ektéAeonc épyou: 27/9/2022

Npotdoelc unoBdihovtal and vnondiouc/-ec oL onolot/-e¢ StabBétouv ta KATWOL

NMPOCOVTA:

1. Nruyxio A.E.l. TuAapatog¢ BuwoAoyiag 1 wodvvauou Tunpatog A.E.l. (m.y.
Bloxnueiac, Moplaknc BioAoviacg kat Nevetikng, BioAoywkwv Edappoywy xal
TexvoAoylwv) i AAAO LOOTLUO KOl QVTLOTOLKO.



2. Metantu)lako TitAo nov anoktinke evrog 1-3 etwv amo tnv npoknRpuén oto
YVWOTIKO QVTIKELHEVO TNE BEonc (kuttapki-yovidlakn Beparneia)
3. Epevvnukn gunetpia otnv Kuttapwkn n/kat Frovidiakn Oepaneia

4. Eunepla epyaciac oe povada Opbnc MNapaokeuvaotikne MNpaktikne (GMP-

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

5. Eumewpla og texvikég Kuttapikne kot Moplaknc BioAoyiag (KaAALEpYELEC

KuTtapwy, elispot, cytotoxicity assays, kuttapopetpia ponc, Real-time PCR)

6. Aptotn yvwon tng AyvAikng Nwoocag
7. MioTonmownpevn eNapkn yvwon XELPLOUOU NAEKTPOVLKWY UTIOAOYLOTWY

BaBuoAoyia Kpitnpiwv

1 | Mruxio BioAoyiag n aAAo ooTIHO H un mAnpwon tou Kpitnpiou 1, 10
KO AVTLOTOLXO Ka@LotTa TNV npotaon max
anopputtéa ON/OFF, BaBuocg
ntuylov eni 1
2 | Metantuxtakoc TITAoC o yvwoTiko | H pn mAnpwaon tou kpuenpiov 2 kadiotd
QVTLKEIHEVO GXETIKO WE TO UTIO tnv npotaon artoppuntéa ON/OFF
avaBeon pyo
3 | Epyaotnplakn eumeLpla otnv N KN MARpwon tou KpLtnpiov 3 20
Eunepila otnv Kuttapkn i/kal KaBloTa TNV MPOTAoN max
fovibLakn Oepanesia anoppintea ON/OFF
5 uopLa ava e§apunvo
4 | MNvwon tnc AyyAIKRC YAwooac Aplotn yvwon: 10 uépa, MoAv 10
KA yvwan: 8 popLa, max
KaAn yvwon: 5 yopia
5 | Euntelpla o texvikéc Kuttaplkic | n Mn mARpwon tou Kpltnplou 5 10
KoL MopLaknc BioAoyiacg | kaBiota tnv npotaon max
(KaAALEpYELEC  KuTTApwyv, elispot, | anoppuntéa ON/OFF
cytotoxicity assays, KUTTOPOUETpLO
pong)
6 | Nlvwon H/Y (enetepyacia kewpévou, | 10 wopla
Snuoupyla NAPoOLCLACEWY,
enetepyoaciao SedopEvuv Kalt
VPaPIKWY RAPACTACEWV)
7 | Eunepla epyaociac oe povada N W RARPWOoN Tou Kpttnpiov 7 20
OpBnc NapaoKeEUACTKNAC KaBtoTA TNV MPOoIacn max
MNpaktkng (GMP- Good anopputtea ON/OFF




Manufacturing Practices) kat S uopLa ava e§aunvo
ruotonoinon GCP (Good Clinical
Practice)

8 | Tuvevtevuén Edooov kpBeil avaykaia Ba 20
atloAoynBouv, petaft alwv: A} | max
Ol OPYQAVWTLKEC LKAVOTNTEC,
ETILKOWVWVLIOKEC LKAVOTNTEC, B) TO
NMVEULO CUVEPYACLUOTNTAC,
evBukplotlac, avteveépyerac, N
duvatotnta NPocapPUOYnC OTo
VEO LEPLBAAAOV

To epyo Ba vAonolnBel otig eykataotdoel tng Movadag FoviSlaknc kal Kuttapkic
Oepansiag tou Alpatoroykot Tunuatog tou Fevikov Noookopesiov Oeocoalovikng
«Fewpylog MamnavikoAdou». O evbiladepopevor/-¢, mapakaAolvtal va urtofdiouv
NAEKTPOVIKA TI TPOTACEL TOUG/TIC Me Tt anapaitnia anodswmikd éyypada,
anooTEMoOVTIAG T o100 e-mail Ing emotnuovikd uvnedBuvne TOL  €pyou
(eyannaki@uw.edu).

O unoyndlor nou mMAnpouv Ta anattovpeva npocovia Ba kKAnBouv ot cuvévieuén
(KaToruv ypauttng EVNHEPWONG TOUG LECW NAEKTpOVIKOU Ttaxudpopeiou (Ba otalel
email otn nAektpovikn dievBuvon nou SnAwoav oro SaPLBactikd TG MPOTACHC
TOUC).

2e nepimtwon wopabuiag otn cuvolikn Babpoloyla mponyeital autdc oy ExeL TIC
MEPLOCOTEPEG UOVASEG OTO KPLTNPLO ME TNV HeEyaAUTepn Babuoloyia Tou mivaka
KpLTNplwv KalL av CUMMIUTIOUV, QUTOG TMOU €XEL TIC TEPLOCOTEPEC HOVASEC oOTo
KPLTNPLO UE TNV QUECWS HIKPOTEPN PBadupoloyia kot oUtw Kabe€hc. Ze nepintwon
long PaBpoloyiag petagy kpirnpiwv Tou nivaka, ta kputipwa efetdlovtal cludwva
He tnv otetpa tou A/A mou avaypadetal otnv mpocokAnon (1 éwc v). H cepd
katatagng twv unoPndiwv nov efakoAovbolv va 1ooBabuolv petd tnv e§dvtAnon
OAwv Twv KpLtnpiwv oofabuiag, kabopiletar pe Snuooia kKAfpwon. H kAfpwon
bie§ayetal napouoia tng Emrporig A§LoAdynong tou épyou. Me tnyv ibla andgaon
0 MNpoedpog tng Enitponng AfloAdynong opilel kat Tov akpifr TOMO Kal Xpovo ¢

KANpwaong katL kdBes AAAo oxetikd Bfpa, nepllaufavopévwyv twv BepdTwv Tov
adopouvv otn dnpoaotdtnta g KARpwang. OL urtohdLoL EVLEPWVOVTAL OYETIKA HE
avakolvwon mou avaptarat otov Sadlktuakd tono tou levikod Nocokopeiou
Oeooarovikng «lewpylog ManavikoAdouy», ikool Téooeptq (24) TOUAGXLOTOV WPEC
PLV amo TN SLevépyEeia TS KANPWONC.




H emldoyn tng mpotaong Ba yivel votepa amé eKtipnon twv npoooviwv. O
dikaovxog popeag diatnpel 1o dikaiwpa va koAgéosl touc/Tic unondiouc/-ec i
000UG/-€G EKPLVE KATAAANAOUC/-£C OE ouvEvteuEn.

OocoL unondlol €xouv umoPdarier €wc onpepa autioslg Sev analteital va

urtofaAAouv €k vEou attnon.

H nuepounvia AR¢nc mnapaAafnc twv attoewv kat SikaoAoynuikwv eival n

21/09/2022.
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EPQTEig!

Kutrapknc,

EvayyeAia Navvakn, AleuBivipla lwavva ZakeAhapn

YrevBuvn Epeuvntikou
Mpoypapupatog

O Atowkntng touv Noookougilou




