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iR, BEARUKEZEHEEICSITZ2HBOESPLHI I VA, BE5VICELEICHAT 2 EERABOE
MEEZE (AP ; Good Laboratory Practice). BRIRFZERDEMMEZE (GP; Good dinical Practice), REEEK

UREEIEHRE (GW ; Good Minufacturing Practice) D T CHEHTEIET,

@ FREAEEDIRIR

HMER. BRORTF FOMERFTERTA. TOLTEBRTIF FREEZRRET B ILHTOEAED

TOBRKLOBALE, ZEROBKRZABOT —FEEMEE U THTET 2 2 BBENBREADET., A6,
RN 1201[CDVTIF, MERFHFESDIAHRIFHAEBLTEVXT,

<EFEREFFORR >
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4579836 HA

FRARIEER TS BN (EGR) HEKAR " s

FF 7655751 KE it
2554195 h+4
4035845 BHA

SR EESs
4624377 HA

BT HERICREB I B3R TF R 4443202 H& it

EIFERBRBRIVEVEAESY VNV BEOHA w

RAZ T IZHA DB R TF I 4579581 A% S
2591799 S NG=D)

PAURTIFROOFY 5706895 Ha EESs
5980303 BHA

GE) BRWICDOVNTIE, B4V, ARAY TSVR, RE, 1FUTHEENTEDET,

[ FIEERERR]

*1 ( NKT4ERR )
NAMREERERIET 28ENEEDERABIC. thORBMBEEEHNIEZ 7Y a\Y MEBZEE DREMBROC
&, EHNTDE ERRBVA MHIVEEEL, BRARBRICET INEAROEHN SERMARBOMANERT, K
HUERARIZ. S5ICESRERICETZFS— THREEE - @I E2 T LT, BENICREBMIRNISE
%, £fc. BARBRZRABISERMALIEZCET, THERTIIRETETLRVHAREONAVERICT U TERISEEEER
DISHENH B,

*2 ( CAR- THRREEE )

Chineric Antigen Receptor T-cell Therapy : ¥ ASHEZBHRETCTFEATHARELZ, NAVHERARIET MEER
BIBFASHEZENRE, THRE (MEBEREEEDUY/BKRO—E) ICEBETFEAL, EETHEBEIETHST A
Bi%,
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B(R2ERERATVFTY - TIFY)
B2DBEOHNAVBRICHZRATVFITVERREL, CNICHTEF—F— A FONATIFY, BINTIRT
AT T7OETHEELZICKLBBRABRNITHON TS,

M (F=TISR)))
BRASBRZEITORIC. BENEQLSLAREEZITTL\SH EM. BE. X9y I o T\ 5EE

*5 (RR (bj ective Response Rate : EXNXK )
HEINNVEREEBEICACIR TOBRREERUCRICERIENE USITHALICBEDORSERLELED,

*6 ( PFS Progression Free Survival: EIEELFHIR)
BB G B TEEERICHANMETEITLE UIcIKRETH 2 HAR,

*7 (0S Qverall Survival: £477HARG)
HENZEBOIARERICS T, BEEOESBRNSECAIOREEFEDZAETOIE, BERH 3 LILEERICHAN
EITETRE UIIREET B 2 AR,

*8 (EINf)
EENENE U IZHERB LIEEE,

*9 (HEFHI )
PEZ SR NNRDFIEE,

*10 (RE)

EEMGNIROHE: TLEM (PR Conplete Response) . ZFHZEIN (PR Partial Response) . ZHE (SD
Stable Disease) . ifT (PD. Progressive Disease, sTfiAREE (NE : Not Evaluable) @SEM 1 DT, REEHE/NHE
BIEREDORIVIEEZELD,
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FEIFID B HEER(R)

EEFHFEE 7
CMCFAFEER 4
RIZEMRER 14
AMRE = AR 6
SXRFE 1
SR(HBE) 6
=5 38

1. HHEBE—ETAY THBIcH. BERFIBIOREERETH L THEDEXT,

2 . 2H(HB) 3. BBRVOBEBESOEENFIOREETHIET,

3. FIFEREIL. BEIEEEBATEDXY,

4  HIBREFERICHEARESHNEBLLTEDEIN,. 2TACHESRBICEZENTT,

(@=3)

(2) HEESDRR
SIS}, FBESREESNTSDREBEAN,. FEFRRRIRIFICHERLTEDXT,
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F2 [FXRDIKIA]

1

[(BEFHE. BERRERUOATNERESE]

XHPDKFRICEAT 2FIEIL, SREFERRELCSTHANMFIBTLICEDTHDEXTY,

(1) BEOEXTEH

HHIE, "AEBR PARBABEIFOREREIVHESZEICED, —AVDEDNBELSDANTHAERR
THURAEXERULKXY., + ZREESELT, HFRNMAVREEREZART S CLICEL T, RAEEITLTLS
NhBREFO—EZBICWEBATEIET,

CNEZERTBIHIC, HRIBZOMERFAENAZEAREICFHHLL, @Y —XBA - RIRCS N TEARID
FATZTORYF v —BEELKERT DA TV )R- a3V EEDBHNDE. OS5IV AT HEIEHE
EFIVCE BFRR CHG IR RV EEMKREBE U TEIDETY,

O NMARBERBREICTA—NRATZ0IF. NARBICEENTTHAAZHRT B EVDRIEIVET FOBMMH
AREFIVIRAY FEERFRICE > THASNTE D, CORFEIVET FERRNT 2HEENITSC
EICE DT, RRDBEETIHABNREBONLBA LT UAY AT AN —-XERBITENTES
JOVTATVMMRAELVTRESHFET BNS5TY, ThiL HHNRZEDKRRDBATRICERE ) D\
DEBNHZ2EETH ), HROEXERTHEORREMOEDERERZNTITU-LDEES|I LT\ Z2EETE
HVET,

@ F-TUA4)R=2avelEds0E. SPRAEASTYA IV ANEHRIN TS AAVEEREDEECS
LT, RERDYA IV AANDT IV CZRAETEICT BIHTI, NARBEBEOIOY T4 TICIE. YAy
FAFA AN Z—XEBEILODVA IV ANERBSHFELTNEY, RERYFr—EUTRIEEY
BIRCED BRI, HRIEBZODSAEVRATY FEOFEETIVER>TEY, HNMEEELHIZ L
CL>TIRHENZERZETIVC, ZOHNFEIRL, REROY A IV IAMEOAXNTORNEMILEE
h,

@ SAEVARTILEOBEETIV (Y—XORIHPRIFEIY T FERICER L, KM REGKRFIELE
&I B RIRKBRCARE IS, RERTHER T DRECLICSAIEVRATI LU TRBINENERZEEET
W) ERBDIL BIEARYFry—EUTHEERGEUTITASLDICTBIHTI, —DVOEDDHBREER
RIEMEOHRBEIL. ¥ —XORHNSRELHBORRBEFCEERE UTRIERTICESZ T, EEHRH
ZICH > TREMMARN S B=MERARBRE TREERARNSED SN, 2ARELTRIBABICRIEEEIC
ZEOEEEWELULXY, Lo T, UBEENBERUKEOREMZRAT SAIIC. RHNGEHERD X
ED

(2) BIRET 2RERT

HHTR SAEYATIFROZHN—BEELE, TOROBEHNLBIMIVZ FVIBRE (X1ILA VAL BR
FOMVUTARE) EWHFETIEIRAETIVER O T B, REGEADSAIEVRATIR (F13
VIESAEVAEEIRE) . RAIEULTSAEYRATY FRMOFIREDRS, AIEIY T &R Y 23EERK
ABRELIIEARDBRBEOING, ECICEDIITORBAIAY F (HAIAIF. HBICLZARMEARBEOZIE)
W BEEREEARNY FERDET,

Bl R PEMRECEMEDCEA EZBIE LT, XERTHEHRZ UV NAREABRENTFICSIT2EERKS
ERETREHIC, BRR- T+ UFORGEHNREHREERL TS, BHEO/NM TS5 1 ORFEHEEDLHR
NATSAVOBHAROHBET, FIRINATSAVOBA®PT TV A )R- aVICEDHERAHERE
A ICEDTERIIDET,

BE, MAFAREORAEAYFv—I BRFARRENSSAIEVRATD FTLZNBHETORBEICKRS
BEEYAIIN BRN\ATSAVERBECE > TEE (LEMEEBRIZY T FREE) BHRIN 3o,
SELE P YEAMIEE . RE, RAEV S FEUTR BRI, BIRBERIFELQVICCVNEBATEDX
ED
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(3) FEEMNASTOREHE

RELHME, REVATAICEBHENTRBREE S THAZHIREEIANZILD "HNARBEE . EICHE
BIHETEH., TOEERBELELTHAATIFY, EREE, MAEEEVD3IDOEYITATNITS1Y
ZEH L. EERBAR IO LIREARH S RHERARE CEERNITFENT. RHINEKERSRZHIC
BRI ORELECHABETERE TSI EYATIFUTVWKEEETILER > TIET,

FREICIE. BEFREEIE. MEENARBEABEICEERITZICLRATEDIEEAN. NARBABEETE
VWERBIETSY T4 —AZMORBOEER (HIAIXEPEE) ICHAVZEEMERSD. EFUTEREDE
NO3DCHMBREESBASELIDHUNWES VT« (FIAITHZE. BEYV/INY ) EFALTCATEEMIESH
DEY, FRTZIEERERIOLIIEI. BEOETILTLITNAONS TSA VD542 AT RN
L. BRBOEBICHASZ3EE NN DVEERCIE, LDB<ORBELHNEDIADB LD, ThICEHESER
DAL TSAVDDIENL DMNMIEERERRASRAIE X TS, BIERY F v —NERELEANGIRER > TLI<
CEEEELTUNET, ZOEEICIE. EBNM1 TSI VORENEH. —DOEDEMILEEDTRLS., B
MICABICAVWTHEEMRESISHIRENBNARBEET7 TO—FERDICENTEDRLDICHEOTIZE
EZTLET,

(4) SHOIUTNERE
B tEMECRALEERZOA T, SN LIRERELLTHEBLUTNBRIEIL, RFOESDT
3-0

O EHEINATSA4 Y DROBEEEIPEANDEIT

NAFARYF o —ICE>TEERENERITESHERIENL. 1F5IC2021FEFNSBEAOHES T KRR
TEEHULTH)., HRICSWTEERINS TS5V OEERIEMfTITEBEARDENTEDXT, AHND
BFaEEESERRBAS, ENM TSI VORBAT—IERENSIEERAE. TUTHRRABRANE—TE
HEARICEITFTI<EESEIC, BDERBUTNRI TSI VOANBAER > T ZEERDENTLIE
9, Ffe, BEINATSAVOEENRMBICKDBEREMEL, RHICERRRBENTERINI TSIV %E
BRUTWK ZCEEZREELUTUVET,

@ BREAEmRDYA IV ANDT I ZAEREEET DA ARG DEE

LIRSS CIIM R R E R RARARBRICERRIICRHEAEICS I BV RATI LT I3EEETIERD
TUNET, SAEVRERNES BRI LHICIIHZHERFEN ZORSATHAI IV AOETHERBHLTLITIE
B59, SEICHARBELEILEEREROMREESITZ2EYTHINECZHERSTHI IV AN
EATZED, SHIEBECASHLAROT A I AN END AN EEHEHBNE, EN1TS1V0
MEAT -V ERENSEHRKRAR. TUTEHEREBRAE—EHEAICLEITFTITCEEEIL, REICIHUT
A TSAVDANBZER > TLIKZEERDENTILET,

F o, HICBYHA (BP1202) EHATIM3HIR (BP1210) AT EHE TAIR U I (Boiikx ATIM3_E
SEMEMA (BP1212) OLDIC, BEHNA TSV OEBEHNBIRICIDBAREMEL, RHIICERKGERA
AN TSAVEMAULTWK CEEBRBEELUTILET,

® EEFRH 0@
(1) AMOHBIREBMN
BORIBEAY F v — LEARICHHETRUEDOH 2EZROBAXEEZTOTHEIXRIOT, BEZOHEICK
FEICSELEFIUNBEREINET, 2O, BULBAMOBRNIEEZELRELLZVEY, THEK
# - HBOHBEIRYFr—IAV FEREL. REREMRDOHZAMELEFICSIVTERAL, QTICL 3
AMBRICED, SHRIEX - IMBELTVNS ZENFRINZEE - IRBAEAE- RS ULTENDE
VWEEBZATHEDET,

(i) aA-RL—F - ATV XD
HHRICEOTHRDTSAT VYR« Ry FD =V RFIOBRIEZLRETH ). KIKEEIDHIR
TR - EORFLEAGEEELRRETHIEY, HINEGREEORTFLBEFEOBEDLHICII,
HENERZHES - BLESETVKUENHZEBBLTHE VXY, HIC, SHOMEIKFEICLEE
X ERHEE. 2NOHRHETHIERIOT, BREEAHZERBEL. BEIFBREZERLTNCICE, St
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EHENEAZEFBULTVKRBENB VXY, o, HECLRHEZERE VW CARGEZE L TOH
SMNERERLCUTVWKMELNH D ERBLTEDET,

ZDRH, HRIF/NMEETIISDETA, O—RL—F - ANF VARG EEBEL, AXEEREIRD
EEMPIOBHEEBELTEXLDXT, £, NBEBEOAERVERREOEEMEYLREDHEICKD
ERPITOBEEN - ZEMEER I IHEETBRNU L. UBHRSEICEDIVAVER/MLLT, BEOR2K
[CBHTELIDET,

(iil ) EEHE - UHEBOBL
SHEBRIBEAYFr—ThH), EROHBUERTORRFAREHCES W TFEUTOREEELEXT,
HBPAZTORRAEBFHICS | TRERE, AMORA - B, fc, BEMEBED EOTHDFR/NA
T34V DAR (BRFOBRKORE, BARUVHAERRLE) CSHOEEMBELRVEY., ThbEOD
EEEINBHOHET 2HEN DD, FRINGHESDNS, HHBEBOBEDLDICE. KYLBRESHE
DrJ R ZERFT U TRLVDEXT,

@ IREENDHEE
HHE KE - RERZFOXAT VRIS -HE50BERZENEL. BREOTSRBQELCHH, =, ¢
¥BHREUOMAFAROREEEERE, BRRVOBEIICHREL. EEEEHGFTMEERS VK EZBELE
3_0
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[(EXZFDURY]

HHOFERAZOMICEATZURVERERZTREEN DD EEAOSNIERFEEUTICEH LTS VXY,
Ko, HHELVLTWITUEEZERV RV EEZATVRNVEERVEMKETZAHEEINT LES< R EBESNS
FIEICOUTE, REFMOLTXRIIHHOSEXEZERIT S LTEELEALSNSFIRICOLITIE, RERIC
I 5EMBHIRRRATOBRONSARLTEIXY, HHE. ChoOURIELEDREMZER ML LT, BED
EE R UORELCIBEEONRICEHZHHTHIETHE, ENSOIARTICONTEBTEZRIERIHDEE, T
fe. WTOREABTIIHHOURIIRTERPRIDEDTIIBSDEEADTTEELSLLESL,
BH, ABETHOFRICETZFIERL. HEEFERRELCS N THUNHIBULLEDTSH ), FEEEZRABLT
V37, EROEREIZELZERMAD DT,

(1) BIEFESBICHNBZURVICOLNT

S OFETIRESETIE, —DUOEDOHAEERBRHIEORRBEEN, ¥ — XORIENSRENEFORR
EETCEEREUVCRERSEICEDET. EERNECH > TREMNARI S F=EEARABRE CREERH#LIS
EHEN, EFRELVTRIBICRIEEEICSEOEETEVEELET,

ZDleh, BHERANOAFOERELCZIECITENL, BHRUELHNEEERIE3HIC. HHIIEERE
WMEEIC, Y—XORIRPAFEIY T FERICER U, KEMND RABKRTENE & T 2L ERRRKAERUARE (IS,
BEIRGCHEE I RRECECSAIEYRAT7I U TCRHINEHNERZEEETIER > TLIET,

SAEVRT I, BEROBBEICEZETIHBRENITEH EITONTIWKZENRERZDT, L\ThIC
BLARAROEBN S ALV AT I FORBERESKERLVEY, 20, HEMEOBIZERE. BHENETY
DHRMENEREIRITTHEL, RNEFIELLTHZENORBLEICL), ARARNMETEES L 134
T - HEEENBLVRRICAR > BEICIE. SAEY AT I RO UK RBETEEEN S D, MM UEETE, 5
1Y ABHBBEELL IOV U T« RAOBEDOFEEMAH D ET, ZOHZEICIE. HHOFE, EEOUBK
NECHEERITIEENAHIET,

(2) ERFREIFCHOD B AHEEMICDINT

HNEDLIMARMKERIL. ARBAREERTIEC EICERICHDER. EEEHNEHET IERRREIERY
ZTOMOBRFRER - ZLICLBMHENFELEX T, HHOBEE - MRMAFKEIL. RITOESEEER - 5P
HEIHFOER - FRIOEXE (Good Laboratory Practice, Good Minufacturing Practice, Good Cinical Practice
F) ERIRICERMULTEDXTA. TNEDER - ZSRUOBEIRFOERE - Hi5OHEREICIVBERESN
£I, CThICXDEFOMRFEEOMARS (ABABHRAR, RERE BEFE BRARBROEDH. EBMHARETD
VEHORERE ) OEENMVEELZIEE. TORFOERBEIOELHCHUTETARBEMEL - RLEELRDZ U
AU, AERERPHREREICTTEIIDEMNEENMVEELERD, ENESHAROILOICHLLESRENMNMVELLB U
AU DB, HHOBE, EEPUBRREICHEERIIIIEENGIXT,

(3) MEICDOLT

HHNMED ZARARETIT. DBATERBOLANRAETNTE D, RREFLICRYFr—0nE£E28302<
DEEINSATRUEMIBDET, FEMHOBEI ZERRBREVEORARBENLULOET IEERFEHYE L
B UERBEE CETULEBEXIHFEHEN LT INLIES, HHOBEROBEEFNNMBT T BT8EEAH VLT,
TOHERELT, SUNED ZBRRABOBBREETRNER T DZFICL VERARABRNELE T 27HEMHE LU IZIEEH
BERCENMRVFLCIDEBRARAPIEEL 0[S, BHUTWRIGSIZS M2 AEZNBHOFTEEMEX T £
BICEELEOATVY T4 ABESNRBETEEEAD ), HHOEEHROPXERES ICHEERITITEMENH D E
ER

(4) MARRMFEEENCDOINT

© HEMEFEDOIURATICDONT

BRRGBRERPICERT 2BRE. KERVZORERRNERY 2 EMEEARAICRHTT ERESTVICY
HAARBEUCLHTEROEZERICER LT, RMOEELRREEZTERB/ENIBECSALEBES, REVEETZE
HHUAE SRR ITERESORMEE LU IFBHAOEENSIEEREOBERERITIEEABHDEXI, Ch
SMHEICIE. HHOFE, EELUBRRFICHEERIITIRENSHIET,
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CHENTHEELTEDEEA,

@ HBBEEICEY BRMKRUY L—LFICDNT
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EVOICRIENREVCEZERSH D E A, LI FRIRVAEBLTEOEEER > TRIRBRIEHES - #1%
EOREVRVEBRT 2XNREBULTHE VXTI,

2L, SRICBVWTHHDIFE=ELORDOZENHFICESATNICIES. AELSFEHEODA. TORBIC
Lo TEBICHBRERT UTVNKAHTHOXI AN, BRICHBERVZRKOERZEET 2RIEMNH ). BEIC
Lo TIIHHOFE, EELUBRREICHEERIFIITRENADDET,

(6) HARBEREHNSEHORBLTHDZEICDLT

LHICLIEZRBRHEVEOARBEOHBIIRBBICHEDE T, £, ARBAEOBBICEVITIZFEEICS<
DOFEIL - MABINESEENH D& FREYMTIIARERNOH LS TBMNCB L TERRBREHNZEToOCLIBC
ERENSHABREIIZELLRZRBELTHIXT,

IRPEZLDS I Y ARONSRET IRY—BEWNA. XTI FVIA, O U T 1 IRAEHRRBIFEAR
DN TSAVRUVFRBINA TSAVICBIRET R EEEERVEZYIIILELTIKZEELTHIETH.
REMELLEOBNGHEIEEBED ICEXLBVIBEXIFEEDONI TSI VICSVWTEEN LORRHEEENIVE L
BOEBEBRECHINTIE, HHOEE, EECUBRAECHEERITITEENHIEXT,
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TH), ABBEARFEHRBICRUEEOER>THEIXT, ABICDOTIE, ARBEOKRICH U TEEEZR S
TLWLFETHD., ARSTERFIEREICIE U THRFIOEHLER > TLKFETHIET,

U L. IEEBAEORSD, BREIIUHREZEICSVWTEZTNTNHIEELREEF > TERICRELTH )., BE
DERE - REENDOBERER - RFELALSBVNESBREEBOREERZFETHIEITHN, BE - BEBICLOA
MHRE Ueigs,. REREBZSICL D RBEZBROZRXITHIREL Qo iFEs. RBEEEZEIFICERRTIT R UEE,
EBOSIBENR TR EROEIBEREICH T, HHHOEE, HEPUBKREICHEERIIIIEENGDE
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