— g mE 7 iERE /Public title

B A%/ Basic information

RNF43~4T F 1=/ QUL AR S URNFA3A T F FFRAEHE
U (B LSS TEREE R E (O 2L BT RERAR 1
[EliE

A phase 1 study of adoptive immunotherapy using autologous
RNF43 peptide pulse dendritic cells and RNF43 peptide specific
ally activated lymphocytes in patients with advanced solid tum
ars

— %o () B & BEiR / Acronym

RNF43-XT F 1) UL AR IR L 5 TR RIEEL ) ) kS

RNF43 peptide pulse DC with specifically activated lymphocyte
s therapy

BlPauatsas /Scientific Title

RNF43~37F 1) UL AERMIRL S TURNF43~ T F FIFERINEHL
) (R L VCE T RS B E (O ¢ 2B T RIEEEAS |
TEERAR AR

A phase 1 study of adoptive immunotherapy using autologous
RNF43 peptide pulse dendritic cells and RNF43 peptide specific
ally activated lymphocytes in patients with advanced solid tum
ors

B 0EER-EIEHR/ Scientific Ti
tle:Acronym

RNF43~0 7 1) UL ARG 5 R EAER LD =) GRS

RNF43 peptide pulse DC with specifically activated lymphocyte
s therapy

itEEs=El®/ Region

H4/Japan

#E=E /Condition

MR E LA/ Condition

EEAEhMER & 2o IRETEREES

advanced solid tumors which already have finished available st
andard therapies.

ZE X1/ Classification by s
pecialty

P32 — %/ Medicine in general

BbSBARZE (HIEE) /Gastroenterology

E{b2erR (AT - B8 - %) /Hepato-biliary-pancreatic medicine FFIR 28I /Pneumology

7% - FEEPIEIF /Hematology and clinical oncology
LSS (GEIEE) /Gastrointestinal surgery
LEMR a9+ 7/ Chest surgery

S5 —R%/Surgery in general
bR (BF - BB - E) /Hepato-biliary-pancreatic surgery

& EE 72 /Classification by
malignhancy

7 J hiEEROEURLY/ Genomic i
nformation

EtEiEE/Malignancy

[ELY/YES

B /0Objectives

B#&01/Narrative objectivesl

RNFA3~TF =) LRSI 2 S U IS RANEHED =) (g
DLETHE, BEMRCOVWTIRG T2

To evaluate saftey and efficacy of RNF43 peptide pulse DC wit
h specifically activated lymphocytes therapy

H#Y2/Basic objectives2

5% - BahlE/Safety,Efficacy

B2 -ED{iiz$4l/Basic objec
tives -Others

HEEOME 1/ Trial characteris
tics_1

15z /Exploratory

HERMIEE 2 /Trial characteris
tics_2

&M 7 T —X/Development
al phase

& I 18/Phase 1




i/ Assessment

FEFD A AFMER/Prima | Z21E safety
ry outcomes
BER7 O bAhATHEEE/Key s | MEENE SERIGOZEL clinical efficacy and immunologic monitoring

econdary outcomes

T HALHBBERICF, oTEEPR OFMEORHIORE (7 © IwS5RMIaH S 12i8%E5
&) EEHTLESE, Fe, FHIBE LT, H(C TEsiE]l Mo heses
SOTIEHEL, BRICHNET SRAEEOGIE RENICTEA IS0, Fi, 8
TFOFAATFREEFEEEEL 1 EEDH L L. 2EBEEMBEEIRT 2 HH AFEHEE

BELTLEELY,

HAZEIH/Base

iERDIEM/Study type

71 A/Interventional

B85 > /Study design

BAT YA > /Basic design

M TEFRI LS/ Parallel

= >4 hit/Randomization

=24 Ik /Non-randomized

5 >4 hMEDE{ii/Randomizat
ion unit

7=+ > Ft/Blinding

“—_7~/Open -no one is blinded

J>bk0O—Jb/Control

#3188/ Uncontrolled

BRI{L/Stratification

EhaUFI{4/ Dynamic allocation

HlESSEHEfEER (DB &/ Institutio
n consideration

0w Z1{k/Blocking

Bl J— &5 5%/ Conceal
ment




1t A /Intervention

¥/ No. of arms

2

N A@DE#® /Purpose of interv
ention

G - 477 [Treatment

T AMIEM/Type of interventi
on

frA 1/Interventions/Control

EZEm/Medicine

151778 — I~ (560
1,RNF43~F PSRRI > ) (RREEE
Sx10M7#8fE/E], HEHYS, FHiARS

First cohort; five patinets
1.RNF43 peptide specifically activated autologous lymphocytes
infusion

1 2,RNF43~FF |+) CRULEHAHRE TS dayi,s,15 5x1017 cells, single dose, i.v.
2.RNF43 peptide pulse DC administration
on day 1,8 and 15
2 — (561) Second cohort; five patinets
1, RNF435EMEIHED > ) (eEiE 1.RNF43 peptide specifically activated autologous lymphocytes
frA2/Interventions/Contro | 2x10/8Hlfd/O. HOH¥S. S#IRAHES infusion
|2 2,RNF43~T7F 1) CALEIRMRE TS dayl,8,15 2x1048 cells, single dose, i.v.

2.RNF43 peptide pulse DC administration
on day 1,8 and 15

1t A.3/Interventions /Control
3

frA4/Interventions/Control
a4

ftA5/Interventions/Control
5

1A 6/Interventions/Control
6

T A7/Interventions/Control
7

7t A.8/Interventions/Control
8

1t A.9/Interventions/Control
9

ft A10/Interventions/Contr
ol_10




EHE1E/Eligibility

E#% (FIR) /Age-lower limit

207%/years-old B /<=

i (LPR) /Age-upper limit

70 %/ /years-old B F/>=

"8l /Gender

E4mrs/Male and Female

#REHE /Key inclusion criter

1EEAEAL Sy DETEREESE

2)ECOG Performance Statuslc T0~1

3)HLA-A240245 5N FA02010FBE

4)PCRI&(C CIEEMRIEICRNF43RIBSMELSN CLSESE
5)EHREZET CRHlRlREREDOFITI I 288

G)RLAEME T HSERE CAAMM EEBL TS,

7VEREL D3, B LOEFHRFTES,

8. AEFRETUTOREERRKI-I. AmikEl © 3000/pLEL
-k

AFEFOE>AE : 8.0g/dLEL E

1. Advanced solid tumors which already have finished availabl
e standard therapies.

2. Performance status 0-1 (ECOG).

3.HLA-A2402 or AD201-positive status.

4. PCR-confirmed RNF43-antigen expression of tumor cells
5.Having measurable tumor for assessing clinical responses
6.Patients who have recovered from the toxicity of any previou
s therapy for at least 4 weeks before trial entry.

7.Life expectancy of at least 3 months.

8.Adequate hematological function

ia fn/)vEEs : 100000/puLll WBC count more than 3000 /uL,

MEREY)LE B 2.0 mg/dl BUF platelet count more than 100000/uL,

AST, ALT{E : HEsSPIEHENED EIR3MEELT AST, ALT less than 3 X ULN value,

mE~7L7F =" 1.5 mg/dIEATF T-Bil less than 2.0mg/dl,

9) BEUFH DI ILAFUERENE. HCVIEREE, HTLV-1nd8EE, H | s-Cr less than 1.5mg/dl.

IViAIE . tasiztoEBE 9.Negative for hepatitis B antigen, anti-hepatitis C antibody, a

10) FAEEEH nti-HIV antibody, anti-HTLV-1 antibody and syphilis serodiagno
Sis.
10.Written informed consent obtained at the time of enrolmen
L &

1)ERLERES(BCREEE, APEETERIYE. BEsES. | 1.Patients with severe pre-exiting diseases :autoimmune disea

IFIRAEEE, BEE, fElE, MNEEEES) >89 285. ses, an active

RS, BELP. IR WS RIEEEOE 2 R (HTiEF £ | infectious diseases, cardiovascular disorders, respiratory disor

LTWLWaEiEEE, MEFEFREOSHES ders, renal dysfunction, immunodeficiency, and hematological

3)HHEE SRR R 2 RE disorders.

: : 4) RIS RE AT O FEIR [ REltEE Tz st sToRE 2.Pregnant, lactating, or possiblly pregnant women, or willing
IRy f:xclusuon criter S)Zofl, BESAENESERRENIEY LROEEE to be pregnant, or willing male partner
5o 3.No active brain metastases.
4 Patients who should receive systemic administration of steroi
dor
immunosuppressive agents.
S.Inappropriate for study entry judged by an attending physici
an.
HiEZNEL/Target sample s

1ze

10




B3RS /Research contact person

- £ a
WM Name bl lead o | pepmmn SRLR—A
ncipal investigator - :
i # E=f a2 Kenzaburo Tani
PRiE#E#/ Organization NIHA R Kyushu University Hospital
PRIEERE / Division name Sl -l E ER Department of Advanced Molecular and Cell Therapy
H{EHS/Zip code
{£Ph/Address fERHEREEN3-1-1 3-1-1 Maidashi, Higashiku, Fukuoka-shi, 812-8582, Japan
=&/ TEL
Email/Email
HERELESbEEO/Public contact
MRS DY EIENE/Na | &
e ISINe | e SRAF—A
me of contact person s
3 T/ R 23 Yasuki Hijikata
{8#8&/Organization NN KR Kyushu University Hospital
aB&E 4 /Division name Sl o Department of Advanced Molecular and Cell Therapy
B{EHS/Zip code
{£Pi/ Address feEmEERE3-1-1 3-1-1 Maidashi, Higashiku, Fukuoka-shi, 812-8582, Japan
B85 /TEL 092-642-5996
ERMR— AX—ZURL/Home
page URL
Email/Email
=EinSEEE/Sponsor
#E8E /Institute T oAl Kyushu University Hospital
B9 /Institute NINAZFR
(BEHEIRF O DIES)

SiE 4 /Department




