AR ADEIS TH 5 Y, HEMBER VT —F— A1 FERTEH D, HKEFDA G0
MR KB ERER0ORR L UTIEMICEHE R D 7, Provenge® 1&, 2006 42 FDA
12 DO901 7kBA & D9902A B pivotal study & U TREHFEN 2 TN, 2007 1< Cellular,
Tissue and Gene Therapies Advisory Committee CH#iit & 117z ¥, DO9O1 IRD L7 I D
R(EW, FIERE (n=82) T259 yH, WER (FFL4, n=45) T2l47rHTHY,
Hazard Ratio 0.586 (95% CI : 0.388-0.884), p-value 0.010 TH - ¥z, Committee DHiF T
&, TRUCHEREEFHEE N, DL HBRICBWTHMEAREN TV AP DORET
& yes-13, no-4 THot, L L, RERISIKET D HINEOLNTEE, RBOENRS 2
B 5 e HNBREEE CEFHNEEDOHENME LN TV BIORMAEAN TN, i,
Committee B IS IC HiSEHH T 8 - 72 DI902B BBE5 T L, TR T DI01 MR 74
MEEMAPHRINBZNE I DEMRTZC EOEEIEINTH D, HUEEED S
Committee DIRFEFERITH DD 5T, FDA (FBGEE RiE 0 DI902B MEOM R e EIcEERT 3
T e lizolt, DIYOZB IR Tk AWM O, JEEIF (n=341) T258 7}, ¥R
B (78R, n=171) T2L7 ¥ HTHH, Hazard Ratio 0.775 (95% CI . 0.614-0.979),
p-value 0.032 THH, DIYOT MR & DS LNz, T huc & b EENINANOWF 502
shbi, 2010 4 4 AlcEkEE Nz,

Provenge® ORI, BEMITHIZHKZIT I MPETH B T LKA, BRI 1075 Fbeg
LEBIRCLTH B, DD, AT+ 7T EADIARBBBEN NN EFED B0 8 5 ik
HENTwd, i, BFe LT, BFLTEMCSHEOBRERNM D, PIRERE SR Z RS
THRENH D T, WIS T Y AREEI AR B 0ERE S, FLWHBRNER
W& %M, Dendreon Corporation D7 LAY U— R & 5 & ARG FGEZICEHEDLTH
500 AOBEEBD LA 4 7% TNS ¥, ECOMIEIRET 5 51 THOwEE £ 0
F DU THIA B O GIRRIFEN S OB ER EEX BN S,

(2) M-Vax®
B O HESHEE Y= b T o VIR o R L, BANORIEISERED BT 7T
MUHET, AVAX Technologies #EAHFE Uiz, 2000 FlcA—A M50 7 TR OICE LT
e

NIz & DDRZEMOPEL L ORIEY BIKEME 2 o 12 ©, 20, AL AT 2005 i
M REEICH U TURKREN TV S, KETEIENEICTDA KA —T7 7Y « RIvID
fEREZIEN, BIEETRBICEESTOEV, AL ATORBRILG 214 A\DRT—V 3
W EAEBEANORS T, STEERP 4% THD, MMWICREINTHS 20-25% &1
REFENS LD TH o e, O, Compassionate use & LT UbF— & ALV THERBE S
TWB,



(3) Oncophage®

Oncophage® (&, W4 O HAIRE NP B 55T K & heat shock protein
O E W 7 HE - RYE U 72 & 004 Antigenics #HIC & o TRIFEE N7z, IR LS YT R A
THBHM, heat shock protein D7 F B &HGE LS9 WP IT & FLHRIEOTR b O RO i
PERBER IS L T B &8 2 b Tn%, Oncophage® ¥ 2008 EIC0 7 THA ALY
SR ALY & UTHGRE2ZY, WEERRDI, 17 COREE Oncophage® #f & BI2H
2 Mg L 72 85 AR 3510 5 stage 1711 high-grade & stage 11 T1/2/3a low-grade 07 7 jl—
TR ORER, F IR NEE TR AAEI O R (Hazard ratio 0.589, p = 0.026) iz Lic
£5 7 CORRE, HERERCRRE N TOROT T b— TSSO T B C LI
L DRI LTI E T E 7Y A BTN E BB % b B0, MBI, Wi
WSRO U C BRI N T 0B T &b, Chic kb, FOFHEAMRITEIns
MIMEHE NS,

(4) DCVax-Brain®

DCVax-Brain® i, 3 Northwest Biotherapeurics o o THIFEE NSRRI TH 5, &
LB 7T x L= AW K o ORI B W R DRI L &, (S o ligsah
Yy & B U TRHRIIT OIS OTUSHRRAEZ S e tkle, BT 4, 2007 HFICAA A
TRAIEE 2 0 SUC KGR E Ny IRERBMILO BRI ARIAIEAS, Northwest Biotherapeutics D7 Lo

AN — AT, Bzl S NI & IR L CHRE SR 1T, BEIRIE 33 &
FLLET, JFRERACIANT 2 4 L2R L, SHRORSTEIR &5 REHFHKRE S o
FeligoTWs Y, LW, WIS Al DV T BB TN T D, DR
PEBHGEE NAMAEE ST S,

(5) Yervoy® (ipilimumab)

Yervoy® i, THIB FICHBI L TV 5 cytotoxic T-lymphocyte antigen-4 (CTLA-4) K %
A THB, CILAA W, FlBrRiieginio BT L5858 L, THIu#INO CD28 & BT OBz
M#ET BT e &> € THIBO SEEZE FE 8%, Yervoy® (& CTLA-4 IS RINICE AT 5
e R D CTLAA DFEERI T B2 2k > T, BT HCD28 L HUMETZZ & TES
D, THIRO BB TTET 3 L BEA LGN TN S, Medarex, Inclic X DEHET N, &
fE4d Bristol-Myers Squibb i€ K D RFEEN TS,

Yervoy® (&, 2011 R FDA KO, RMMVIRARED U QiR asamihe LT

KX Nz, Pivotal study &, SHATERSEOEE BROMBEENRE L, Yervoy® & EIEHEE
BED R AR RN & Uiz TF R TH B gpl00 OFF A 403 A, Yervoy® HIEEA 137 A,
gpl100 MDY 136 AD 3 HELLIEEER T - 7o OHHEED Overall Survival O g fiitd ff A
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T 100 4 A (95% CL: 85-11.5), Yervoy® HIREEM 10.1 4 H (95% C1: 8.0-13.8), gpl00
BEAY 64 7 J1 (95% CL: 55-87) T&H b, BN L gpl00 #E0) Hazard Ratio & 0.68 T p i
<0an,%ww®$@ﬁt@ummf@%h”momssz%ST@D,ﬁﬁ%§%%@
I BT HD T HIEGERRCE NI O E 28T 7, C ORRTIHIRE LT gpl00 &\

3 REGEONARTF RO TF VeI &, HHEECEL LA Progression Free Survival
PRTERLTVR T D, WEORE L EgEE LTOBRFLBL TERD S - L
L, ENEaEOYEEEE NS E Lz Yervoy® +F VST VB (n= 2500 LR ANLNRY
VTSR (n=252) ORIV T S EHEEED Overall Survaival 11.2 7 A, 77
Y REE 9.1 o A T Hazard Ratio 0.72, p-value < 0.001, &AEGFEHMOEELERZED, HR
R e Y,

Yervoy® OBFFIE, MNADTERIC X BEWIFENTSH 5, EIERGIRE DAL E S TR
TELZHRATHRZH, MOBRASENEHLEELCNEPATERNTHD Z EAWEHEEN, B
fF, s A, JENIRPEED S TR ED BN T 5B,

DL oGRS BIRES 2 BB, B QISR VTR 2 00 2 HiE, fida ]
T H B, BB NIBEHERIC D D TH B 7280, IHIEDEHEF v —
ETHD, AH - 77—<DRFRELNP LMD > TWELONMNT LR ENZ 5, HER
Glaxo Smithkline # A AT L TIT > TV 5, BRASEHRO MAGE-3 ZH & LIt <75 KT
I F U EREOE MR OREIMFEH EN TN 3,

12 BHOBAD Y FURREBE
IRERRIDMN TOWMA T & F BARBAZ RGNS 2 0 DIOREORBRER AT LTHS
CliniclTrial.com &, KEEEFMEE 4 (ASCO © American Society of Clinical Oncology) 04X

HORFER BRI L,

121 BRERAEBRES AT LKLY
SKIH T IS N B HAIE, National Institute of Health A3 2 “ClinicITrials.gov” ¥
BENTWB, Ok, ZOVA FOMECLD, RKETEMESN TV RREREZET
TENTED. TOYA MTIEHGEEE, R, EFROSH, oz LieonT
BETBEIELATE SR, 2011 9 HORETO "Immunotherapy” KA I NBE5H, @F
235 SO U RSB0 E TR L, WlREBERRBEROEREZ TEO LS I

=
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(2)

YD TG4010 (BAIE MUCT &4 >R —0OAF 2 2 OBERFEEA Uo7
TVZTIAIA)

it B 44 ¢ A Phase 1B/1II Randomized, Double-blind, Placebo Controlled Study Comparing
First Line Therapy With or Without TG4010 Immunatherapy Product in Patients With
Stage IV Non-Small Cell Lung Cancer (NSCLC). HBUEE @ A5 4 IR/ ENTR A,
At Transgene ({1), Status @ #ERFFSEMAE T

MUCL &, wivzfidii, FLbA, BEEDNA, KIEDATELREALTED, INHONAK
DNVTEIREIRD S B A IWVAFHET, HLA JEIHEE,

SEs% @ Stimuvax® (L-BLP25 or BLP25 Liposome Vaccine: BN MUC-T B3R TF R
YHPEFA T TN RCEREE R AT OAWRIN~T 7LD Fﬁ’\/wb‘%’éﬁ‘])‘
R4 A Multi-center Phase 1l Randomized, Double-blind Placebo-controlled Study of
the Cancer Vaccine Stimuvax® (L-BLP25 or BLP25 Liposome Vaccine) in Non-small Cell
Lung Cancer (NSCLC) Subjects With Unresectable Stage 11l Disease.

WL AT 3 YIERAHEIE NI A A, AR > — L EMD Serono, Merck KGaa,
Status @ #ERAZ SR

il Bt 4 (@ © A Multi-national, Double-blind, Placebo-controlled, Randomized, Phase III
Clinical Trial of the Cancer Vaccine StimuvaxR (L-BLP25 or BLP25 Liposome Vaccine) in
Asian Subjects With Stage lII, Unresectable, Non-small Cell Lung Cancer (NSCLC) Who
IHave Demonstrated Either Stable Disease or Ubjective Response Following Primary
Chemo-radiotherapy.

WE L AT —T 3 YRR NINEIEMIAT A, AR H—  Merck KGaA, Status © #iE%
Bt

- EPTOE VIHIBROGI 2010 420 ASCO THEXN T B, [EARHEL KA

3
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AV & OFERIBSE < SO 6N TW 5,

FERY 0 GVI001 (AT —OHIRERRRATF )

ik 0 44 1 A Prospective, Phase 111, Controlled, Multicentre, Randomised Clinical Trial
Comparing Combination Gemcitabine and Capecitabine Therapy With Concurrent and
Sequential Chemoimmunotherapy Using a Telomerase Vaccine in Locally Advanced and
Metastatic Pancreatic Cancer. 348 H{THEM A, A4~ Royal Liverpool University
Hospital, Status @ ] CHEHEHTENT)

AREAERE Status DRHTH 0 BEHIERS DD LI 0D, BITHERIEN AT 2 P 2 Ly
S E OUERTE & BEMRE O LR BR O U 2009 D ASCOMBE THREIN TV 5,
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5)

©)

T OEFEHRITIE & D GV1001 DEFMMIEERIRERD Eh oo T & b RHIE L
EoTs ',

FER Y Lucanix™ (Belagenpumatucel-L, BEMBICTGR-B27 »F ¥ XA &4
ATHEE) B4 Phase III Study of Lucanix™ (Belagenpumatucel-L) in Advanced
Non-small Cell Lung Cancer : An International Multicenter, Randomized, Double-blinded,
Placebo-controlled Study of Lucanix™ Maintenance Therapy for Stages TH/TV NSCLC
Subjects Who Have Responded to or Have Stable Disease Following One Regimen of
Front-line, Platinum-based Combination Chemotherapy #% © T3 MERMIEN A, R
K24 — : NovaRx Corporation, Status © #{EE s
StERY  HyperAcute®-Pancreas (Algenpantucel-L, a-galactosyltransferase 345 F % 8 A
LRSS AMIRE), B4 ¢ A Phase III Study of Chemotherapy and Chemoradiotherapy
With or Without HyperAcute®-Pancreas (Algenpantucel-L) Immunotherapy in Subjects
With Surgically Resected Pancreatic Cancer. $& 1 A7—3 1/2, FHYVIBHBENA, A
R — © NewLink Genetics Corporation, Status : #¥§fi St
EHERYD | IMA90T (10 BEOBHIADNAZENE LIERTF FOAH o 7IV), W% A
Randomized, Controlled Phase II Study Investigating IMA901 Multipeptide Cancer Vaccine
in Patients Receiving Sunitinib as First-line Therapy for Advanced/Metastatic Renal Cell
Carcinoma, 5% 88 1BIPEE & U sunitinib & #5855 N AT BN A, AR Y —!
immatics Biotechnologies GmbH, Status : #ERE MR
ARBOBIRIE 2011 0 ASCO THE XN, 2013 GBI F— 288 5NM5 & LT
w3 Y, CORETIE HLA-AO2 EH5 Y LT3,

EER W Prostvac QEEB OHRER Y ¥ XU A b X Vaccinia-PSA-TRICOM &
Flowlpox-PSA-TRICOM % BN %, §IEEFNIIRBENERTH S PSA LREHRSFOD B7.1,
ICAM-1, Ufa-3 DBEFEHISAHEREEELTEY, BHIEE Ci’éﬁ{ﬁ?%%ﬁ%i&h'éb\
BHEREERE LTWELY), % ¢ A Randomized, Double-blind, Phase 3 Efficacy Trial
of PROSTVAC +/- GM-CSF in Men With Asymptomatic or Minimally Symptomatic Metastatic
Castrate-Resistant Prostate Cancer., #4t: 33/L€ B RBURE TRIIIIRD A, AT !
BN ImmunoTherapeutics, Status @ 583k
PROSTVAC -+ GM-CSF Bt & 7" R B2 Lhlig U 72 38 IR T, IR e i3 EEr
Biahoiedy, Overall Survival i, (FRABETC25.1 7 A, HEET 166 4 A THERIL

12}

EA2ED (Hazard Ratio 0.56, p = 0.0061)

ZTOM, SREHHIECH U TRTF PO, MAGE-A3 vs. MAGE-A3 -+ NY-ESO-1 it bion
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non-commercial T % Research IND THBEEN TS T LAMGIREN TS,

YA N ARRRE, HLA RS 725, & < 0TS PR HLA ik cdh 5, Belk el s
£ UT HLA-AOZ & HLA-AO3 ZHHG & L THIFEE N T WA, HLA-A OBUSICEND % FIA TR,
HLA-AZ4 IR E % <, T HLA-AOZ 2 el UCHIEE VTV A, HLA-AOZ WK « H AL
KIMFER SR E o Q0 BN, BAND HLA-AOZ ORISR 4 WEIETH D, HATMERLLT
WD IED TG T2 B Uah 5 FEmInE RS T BBliib 5 L EZ 5N,

122 ASCO HDRBIEHEH 5

COHTH, FEREFICBOTSHOMBMITE LINTLELDEWRT S,

(1) COX-110: '

ROER 0028 S T LI NS B O M TRERMIC AR 5N 5 BCIRVILL 28I e LIe A
DA NVAREETH B, CM-CSF & OPFREHEIC & A5 T HEBROAHOR R, B, FHit%
LICIE NG T B BHERHE 4+ CDX-110 Jf & ARHAI O LU, open-label O IIb/1II
HECERA FAME S ey, BEESHEROZ ORGP O RIC Fay 77y b L,
single arm iRBRICZE T L 72 2 &8 2010 4D ASCO TN TV A, LL, R5YUEH
IO LT H D, HLERHETHA LENT S,

(2) PR1:

RSB BT T MOE THBLL TW A MASTRZ I & Ul T 9 Rk ¢, HLA-AO2
I CH B B NG UR THEY TH 72 T LM 2008 4ED ASCO TREEN TV %,
BE RS T Y VR — U A e E R —OEEBEN B D, ChBOET
OTIEIRAEIC B 2 B T, IIFEBSAROMH S 5 B F o V3 —Er v
E 42— free W EHIEL TV LD EEZBNTVS,

(3) BiovaxiD : '

NEERE ST A T 0 A AT - T DT, RS BRI N T 0 F—Z
CHESR AP 2 RS ¥ %, 2000 45D ASCO ¢, HETHRIENEHRO A E S P R
oyt o 3 Hlgilioss st Z vz, 6 7 HEL L OSEHEE THinE L
LU TERBRIERERZY, SHBOBHMRHRENTNS,

MAT O FVEEBOBFEL A UL, #HITHROBREERLEZ2 0TS, I
RERCIRAEAPEDRENENT L RZB LR, WA, OM2-KLH/QS-21 &, GM2 v F)
A2 R E: B EREOMITERORBRH L T 2 Mg iR & 77 Y a3y e B
R T 2 0B RE R TTHE X B 5 C e PR S NTWIA, 2010 5200 ASCO TlE, EikE
D stage I1 O IITEEL L U TOLESABOMBBNRFERI NI, il L colofy
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THEENERZED T2 LT3,

2. ERDB AT 7T RFEENE

21 BHEROBAT O F 2 EROEE

IR U SRR T THESR L L O D THEREI NI LAF Ve, LYFFu®, EunRo—
W, RAZF0® &, FEGESHRE S NEROBSERD LTy AR Efig#iL Ty
Zo T I F L UTHID N ATERGE Y EE, AT X2 BBkl e CoMsTe, 7
Y- 20 HEE LTHEEE N TV 3, SRORIRSAICHT B BCG, FESBATHDOH—H
e EF— Yy I AC WARTERASNTED, SERHRHIT 2 EARLL R DE
AL TW5, BREFRTHT &, #NETERAGEOBEENTDN, BEAR
ERZENTOBS, AHTREBBMCEIIEE N TR, T11.2 B LTOPAT 75
V1 TED BT SEENE AR CREE N TR,

22 BEERTHESIE TORE
WA, TREEREERCEE - A - ISV S NIER & LIRS N RSN, T
REEEBHIEIC & DIREETT 5 SN B o 3 2 SESGHE R (L D S SETHAIC BT < M),
5 3 TRSEHEDER (SIS, SR T C OB T SISO O b ) AN REEL,
WA 7 F kL LTEREENTO B EORTROEL T 5 7,
(1) % 2 B EER
- BRI R ORI R T F KRR AT & F UiiE | AT ZF IS LD, A
ICHE B RIS T B T U Y SEREITHIL L, BEEEORIERIC XD PAFIRE
T B, LT U SERBASE L R D, BSAMIICR RN T U 2RO S 215
(69 B, MM : SNBSS R o 2, WD A A B,
SRR TERIERI, RSB ACEIImRR, AN 2 R
© AT - SRR O TIEREIE A 2 ) >/ SERE A0 SRR BIRIR L 2 (15 Bk e
HOOME & BRARBT AR ELTEMIELE, KATT y2—alFr 2 80%E
16 R OREE U, IR R & I S N 255 — T IR0 L, B X 4, O RAANR T,
JEHERERTEEE L EARIEAI R, AR, O R R S
W, BHIERAZERY:, LR
- EIEAEN - S ORI AT T2 RE ML © U S SEREE A S © SRANIID S 3R L 7 B
BUsEkE, EOOMES L EAET 57 8 L CHE S AR, & L <Id, BECH
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AT & fefihoddp - Jz b 35 25 N ANEREI Y > SEiEbA & 2, e v 2 —
A2 2 0 EOMAHE R TR L, MEHCR N B WIS s 5 — il afis U, B
S, ORISR fik, MR « TR AR v s, LR, (LR
VRSB, IR R A B i
(2) 3 HHGHER (S ERHRGIE)
< O ASTF RIC X BT =T — A ROBAT 7 F i RIVESTIS
TEF ARG RS A (R 22 A% 5 R, HLA-A24 k) @ HLA-A24 [Pk & R U,
HLA-A24 12 K O R HURRZR X N5 12 FRIHO DS AT F RICHd 5 il b o hidk &
AGE, PURRRE RIEERIENER W S X N2 AT 9 WK 4 B E TR
B, MEFINCHIN LI AT F B & F 2%, ZAVEAGIIE | EIOBIECR TR L,
AT 8 EHE 59 B o KIELARELE 2 BN 1 ElodE & U, 1 sl o G ud e i 8
SRR © AR
< WEBME SO ORI A B A U U AT VB ys W T MR OFEr s
VAR AR e IO e SR ORI R D BRIV L 72 1 2V o SBe (RA T
Jie A v 2 2 OAETCRE L, FUTEREM 247 2 yo 8 Tz As L, 1
FEEE, HOBMNANETHRE, y6 B THIRZ RN aic SURE G 2 i & & 5 HIN'E,
TEHRR R AR B2 RN G T 5, SRRSO PRI
LRAO &5 BRI EE, BRIER Y SRS AR, XU FEREDTRD HNTWED,
A NWAFHER B FEIIE S ENTOEV, 8 3 BRI, MR e LToMeaL
THED, EDEEDLNIAEENEO LS OISO EEEND, £, SHEENTHE
HTTORRNS I S TR 8 B NKT #fe W fassiliiged: (Chiba-NKT), T
RPN R ) AN 4 S 3 TSGR L TR BN B2 DL HEZBNS,

23 BEROBAT S F VEIFOTE

ENTORAT 7 FVHFETIE, 7HAFIT7HBVETHTITRAYF v —Il L B4 ONE
Vo ARLTTWE, MIBRRERGESY AT LR Lieif &, REWNZ 7 HFI7 » XU Fv—B%
DI LDV TE ED B,

231 BRREBRERY AT LD
ERUFIREEERERS (CMIE) & BML O 2004 SEOFMT, TEMEEE, 5 11T
DIEFOBEERAAERIC I U TR EWB SN I N OO0  TIHIBIE SIS, /28 TR Z
DR TR EARENT. BRTE, BRTEEVERERICDOWT, TERRIIIC Y
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DIGHER ] DT 20 BOSEIC LD, [H LY, FRE NIRRT O NE N
ENTVBET— 2= (H AP S, RN AR E SN R > 2— R O
ANHABEMEARE Ut OIRS,) WSR2 MRz S5 Lin iz b
Wy LESLNE, FORD, INLHOTF—ZXR—XEBRTHE, KEMRIEEESC LN
TED, V234 9 ADOHERTE, MEEAERNRYE > 2 — LA HARBERARDHRE L
T T —BZAN—ATEBAT 7 F e itg e USRI T &9, By R ERE
DFELIET =22 (LLIF, TUMIN 7—2—2Z]) T, ®TURERKRBEZRY, 238
DR RRT BT LW TER Y TR 20 EELENE SRS LI NTORWEEET
FUEH 2D, UMIN T g _X—=2 5o 3HEd L TOED TH 5,

- ¥REAEL - 238

CHEPRIRI © —AREHE R (Open public recruiting) 96, FE#ZHED (Enrolling by invitation)
28, BINEHSEP (Recruiting) 22, BINEHER T~k T (No longer recruiting)
35, BNESHEPET (Suspended) 6, BT (Completed) 35, gk (Terminated),
4T (Not yet recruiting) 7

CRMEETRIER (5 RIRLLE) ¢ ARBERSAEAIBIE « RIS & SRRz
Y E— AL, HELCFERRE 13, ERRERSMZTN 10, HEURZESLEEREE 9,
KRR EBRIE L RIGERAE T & F ik, @INKERR R LaamRl, BT
MTH, BREAVITEIE— T L ARARHD 6 HBMBR L TW AT LA HI o T
L, WRRBRONMZMEET 2L, 0%  HEEIMBRENTHE LB M, En
BESENMER L TV A ORI AHTH > 7.

FWEDEED (5 RELL L) AR 45, BEEUCTERARE 13, BERUREIENE
FEZER 11, ALBRERIRSE 10, SRRFEERIFRIZENT 10, KERFERERRFERTIGR 9,
RS 8, THERFRFWEARIZR 6, BIRFFHHERRE 5, IFF M APEE 5,
YL UTUA YT T U+ o T ABREUNE L, KRB A A T2 T VA 1
Labnie,

CWGL T BBAORA TSR VIR, LA, G A, HRADI S I
FIEHENNERTVEINTOBZ N T DB DL, DA THEETO—~
BRINEI SR TH 2 TN (EIEROH, BROPATEREEY) ] 2R L, TR A,
BB AL, SISEERMERLTOLEEENTHRVE, MOEMEIATAFHEICZ LWBA
KRLTEIThNTVBRC LD D B,
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EDOGH, By Tk, TR AL REE L OFERRIBE N TS, BHREIRHE S
TFROIOVA, BASURD OV AL S O EDTIRER TV,

232 TAHTET - RyF v —REOBE
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WM, RENRERORYF v —REE T I TFIT7HROLONEL L, TEROWTNRE IERET
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KIp o L— = A TR =LA JORA Y7 S a R L - TR A S5 T o
L, DAMIICRYIC SEB S N T 2 8HET (RNA) Z cDNA A 77 LAEFIC LD
BERMEFOMEG TR, FRMITORR LT 5 < LI X D 5 RN T
WAFRRET L ENERLE- T3, 55 N7 ISR BRI O/RE0% RNA T
WHEIC & D, BEE OB - ERICE D B EESFEBET, CD8 + TV 3Bk T CTL ZHIR
KLFFECEDZRTF FREIRL, BIKEBET > TW5, WARFBRNRIS IS ¢l
i, TS E R BEREEA T2 ERTH B VEGFR2 iy & LT F FEMIELTED

I K DWBEIA T I AV EBELTWB. CO> %5, VEGFRZ 23 & U T IR




EREEMEE T ZTF FTHB 0TS102 (TASEF F) &, EAS I/IHEES T
BIOWRMMR T LT 4 0—7 v TOBRBE o Thd, AETHAT 7 F 2 paso Rl
RO EMITEIN TS D, MROLNENFIND. T, KFPRERRE: ORHICL S
BIRGAETLTEYD, MEsACHd 5 0TS102 (b5 F) i IAEE, BEDSA
WX 5 OCV-101 % 11 MERER, M AICHTd 5 S-288310 8 T AHEBIC IR, SRS
& 3 DOHE [ HEEHET LT 5,

KRBT T Hg B

LG FRIEABDER S IR O T— T — A A RIS B 0 F Rk ORI & I ilr
ENtz, BAFIFEENE U TF FEEEE, BEOHIHC X > T MEDBAFFEDNH
BLTWEN D, H2VERELTOTE CIL AN RN Ehb 5, T0&S Kkl
HIEEDEGEFCETV Y, SEETIHERESZREECEZRTFFEBIRL, &
TFNEUTRET Higak e UTHRMSED 5N TWEDRF—F— A A RIS F R
DFUMETH B, BIE, HLA-A24 BT 2 LHCH LT, MR & Rbe ARG
ROV AD 2 DO THEED RS E L TED BN TS,

cAzasvaviqae7
FH E B RBEHRIERIE O, BAFEZ V0 LT )N — Y A7 L TH B CHR
(Cholestery Hydrophobized Pullulan) Of45% I L T4, CHRIE TNV T iz a L AT
o— VB U CEk 2157 b O THIINGMT T/ - Y ADRTEERT B, <Ok
FIEEN, NAFRE Y BNEREENIORETCRIE NS, TOCHP &, BAFK
R8T L REHEE S , PR T RS S — T & AL T ORI
MR IEHALENB L LT 5, RBEEBENAICHT 8 THERENERS h, D%
Al e UlcliRER e UT, BEEEICd 5 CHP-MAGE-Ad AT ¥ 7, REDA
IC34d B CHP-NY-ESO-1 AAYT 7 F >, [REG EREM A « HRIIRAS AIC IS % CHP-NY-ESO-1
75 F L ORIERER DTV S ', |

Q) 7HTZT7 TS
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1. FDA (U.S.Food and Drug Administration: XEBRERRE) \OBIIERRERR

FDA DEIWEFNH, 37ab bRl A RREEIC BV THEE R Y =) ICERT 2MRIE, sulfanilamide
HHF 25T 1938 FEIC AT LTz Food, Drug and Cosmetic Act W82 <, Food, Drug, and Cosmetic Act Sec. 505 ©
&, “include all tests reasonably applicable to show ,, drug is safe ,, under ,, proposed labeling”, “results of such tests
show,,, drug is safe under such conditions” &FfRE N, KRBFHEEICRE TN RSHOHFEE DR LIBEROFE
&R T FDA BRI L THET3 T & EHEL TW3, FDAICEE L7z Act i3 FDA DR —LR—Y D,
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/default. htm T2IRY
BTENTED, HHTHZ" A" OEENREMFERERUZD, {27 % HIYT Code of Federal Regulations (CFR)
PHEENTE D, CFRD Part 21 A FDAICBIET 2 HEVERUE L T 5, KEICHW T, 1B IND (Investigational
New Drug Application) O#ilEE UTGEHENTVSMN, D55, 21 CFR part312.32 A% “IND Safety Reports”, 3
O BIRBPOREMRERREL T3, £, RBHROMREORZEEHRIE, 21 CFR 314.80 A% “Postmarketing
reporting of adverse drug experiences” & UTHEL THH, 21 CFR 310.305 A “Records and reports concerning
adverse drug experiences on marketed prescription drugs for human use without approved new drug applications” %
HELTWS, b FDA BEO CFR &, http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/cfrsearch.cfm @
F—L s R=YTCIREBIIDABBICBETHLNTES,

FDA T DEIEAIEH O D WS B L Tk ICH (International Conference on Harmonaisation) OERICE D, FH
RIBE ICH D BRI - BRCEICIRS B TEESMA SNTE . LFld CFR DFHFEDEHFOLMAE IR
ICHICHMLTED, BEATOMABOMREZRIZZFIRG>T D, £z, FDATR, $2 v I AHLT
D FDA O 585 25 %/R 9 BT “Guidance Documen” ZNE LT3, T “Guidance Document “i %I
HhdEns 00, BEANTRENZHEHRARL G- TEY, ICH TOREZRE X LEZ2EICEEE L “Guidance
Document "&£ < HENTWB, T D “Guidance Document” & http://www.fda.gov/Drugs/GuidanceCompliance
RegulatoryInformation/Guidances/ucm310704.htm M5BT 2 T L W TE S, HlZ1E, “Guidance Document” D
“E2A - Clinical Safety Data Management : Definitions and Standards for Expedited Reporting” A 5 “International
Conference on Harmonisation ? Safety” (&, ICH R a2 X2 b &L TARIKIZIERKETH 5. BAEATE, H
AFERR AL ITEGE A ERREFERRSBE L o B E N T3 (http//www.pmda.gojp/ich/ich_index.htmD).

2. IND CORWERHRE

KECBWTREREN, I75b5 IND OFFITICH ZFANCEI L T 21 CFR 312.32 lc &K » T IND DR EHHER
RED, 21 CFR 312,64 IC &> THRBRBEAEMOMEICE L THESN TS, KL T, 21 CFR312.32 & 21 CFR
312.64 i3, 2010 £ Federal Register iZ &> TEESEHIN TV 5,

ENEWEABRRE 2T, EOXDKTEINEEOMNE, 21 CFR 31232 ICHEESN TS, 21 CFR312.32
(b) “Review of safety information” "Ci&, “The sponsor must promptly review all information relevant to--" & HF
# (sponsor) DEMEH L LTOEEERMEOMS L UTUTOZ L EHRELTWS (THERD, $4b5, &
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ZETENEHEDFICEE L TRESRVWT LEERL TS, —RIC, FDAICHEIT 3 EREKOETHFEERE
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CRERBENEGZ STV TLERECBIAWMOFWANME & LTR—THENE, EEFEHMERIC IND EEHEZ S
TWTEER—DFEFE LTHOES KILTENETH S,

FDA I B 2BWERREDWM O TVWEEALE UL, TEERE], B - K1 FIcE>TEL%, FDAICKI M
FBOEZIE 21 CFR 31232 ICEEEKENTH Y, “ Adverse event”, “ Life-threatening adverse event or life-threatening
suspected adverse reaction”, “ Suspected adverse reaction”, “ Unexpected adverse event or unexpected suspected
adverse reaction” WRHLE LTEEINT VS, INHOAECOVTE—IMEENMAONB T LARHD, NE
ELTIREEFARTH> TLEHE LTEENEL BTN H BT LICER L, “ Adverse event” 1%, ICH DX
Tl& “ Any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical
product and which does not necessarily have to have a causal relationship with this treatment” T& D {RERIC SN
LTVWBZLICEDEELRLESRLELBERT BTN TESH, CRF CiF “ any untoward medical occurrence
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EL, UZOMETIEEERZBECRE LEEEROBREBL LEDET, ZOEBREZSMLATNEES
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BRARV Y —DBBRTH D, ZEDT, HEBRECERNGEREND S L RBINSMREEZRE LETN
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DIHRE AFLIHE
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WTH, TYFRAY MY, BEHHZVEEELRETHHE5E0H 2, COXIWHEETH>TH, FDANOHHE
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MCT BB CFR TERDENTWaEVD, NELZAEFRICEL TERRIT>TWA T EZRT DI, 1B
PR EEESZOMEEEICEE L TRBEZITY, BEMICRKHTITEHNELALETH S, TDOLD HBERE OIS
REL LTI, §TICEEIN, TRIEENTVEEHNCONT, INDICK> THEBENZENTVEEAIE, LD
BB THE LEBRUSOREEHRE%R 21 CFR 312.32 @ IND safety report DIEEICHE > TITS BBERAENT EHE
HENTWV3,

FDA Form 3500A & FDA D LOEZEAFINEL T 5. ATERICHREFHD FDA Form 3500A Z#E# 9 54, Form &
BVIREEAEPRESIER, EESLBAHEEICEINSDT, &0 Form LERICEDE, ZEWIZLIWKT
%, FEURL 5 AFTES Form D 4 R—Y LI, REHENFHCEINTED, TNRAREBIERT
BT LM TES, “ GENERAL INSTRUCTIONS” 124X, 8 point L ED T+ h&HHT S, F£HHIE mm/dd/yyyy T
EC#d 5, FDA Form 3500A ORMICEEMINE 5aVEEICIE “ continued” &FEHL, ARVY—DPERLEE
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“Page Oof 0" DEITR—VEEE LB TRELAEV, E, L7V a VOEHIC OV TR TEORESE
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and Cellular and Tissue-Based Products) U7z IND ZED#HEE “ Instruction” ZBFIL TNz, £z, FDA Form
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FDA Form 3500A DFCR# A%

A PATIRNT INFORMATION : “ Patient Identifier” &4 MREDA = v L H BNV EZDIBBRTEDH LN TV S
O—FRE, ARV -DPEBREZHRTEZEREZLZHL, REDYV -y V- 2Fa VT — - FUN—FD
BAZERCRETE 2 HERIAVEV, “ A2 Age at Time of Event or Date of Birth” &HBREOEERBOHH
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B ADVERSE EVENT OR PRODUCT PROBLEM : “ B1 Adverse event and/or Product problem” TIZH&ED, [HE&

‘ER THHON, TB8EAES S VIERORECHENELRER] THE2OW ERNLTFzv T3,
“ B2 Outcomes attributed to adverse event” D [EE| DERIE, ERFLEYHAOHFEZ 21 CFR314.80 ()
& 21 CFR 31480 Ic@®H bMNTEZE (21 CFR312.32 LE L) &H\, “ Human Cells, Tissues, and Cellular and
Tissue-Based Product” D& 21 CFR 1271.350a lefit 5, “ death” ICEIL TIIFET LiRBEERE L OMICHHS
MCEENEVIGA, BRVEREFERLRELCE > TRTLEES BEOBAE, U LHRERE L OM
LA GEEEE L TWENWT EEEKRLTWVA) IKid “ death” & L TIENO bRV, “ Life-threatening”
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“ B 5 Describe Event or Problem” (3584 L7z 40cBI LT, SAI2W, HRARREE, 1N 2 BIARMICERT %,
RO WAL, WSS, BN - R ERRICENR A EHRITRA SN RO K I ICHET 2RERH B, #
5 TR NDBRENEOMOBIAEREN TV A YU —REH L TE/MDE, 720, B#liL TT- i
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