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Az IRB %8 : 2015-04-007BCF
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A SGE A RREEE  TRER

FEEHAD BEE
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MERE  RRGE

HHMARE  AERMEER > FRER
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FEEFHA G AR
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MERH WG E
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A I ARAEIR S A T T 2 BER S 5 4R
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MHER T EBEE
W AR B SR ERS  TUEE
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EEHAD FRE
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@%ﬁ%!%ﬁﬁé
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S EAH SRR KA S B 2
Az IRB #3E : 2016-01-012BC

MEER AN EE
HIWARE RERWEBER FPUEE
+=-

HEEFHA D FEK

HEAM . SHLERMEE B E LSRN L KRR EROER LR
A% IRB &35 © 2013-10-019BJ

MBI BRGE

e BORE B ERFRE  TULE

~

il

FEXHBA KEE

SHEAAE L KB B0 AL AR R B X P bR e Bl BB 2 3R 3t
AT IRB %35 © 2015-12-015B

AR BT E

WwARE R ERMEER ) TUEE

+eg

HEXHA D BRKE

FHELM T PER Ketamine 2 PREMAGBREAN EEE BER S HEMR
A% IRB #3% : 2016-02-001B

S BWGE
GEV-ES WROE Tk 2 W
T3

EEHA T TEE
T ELF D RBERX DA B IE ST 3B ER RO 693 48 g5 T B
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+/\ N

EEHA L R
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34



s
FEEHA BEBER
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AW IRB %35 © 2015-03-003B
@%%ﬁi‘hﬁé
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'}’ﬂ. .
HEXHFA L FAE
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M BRI
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HWmARS  ARERAEERR  THREE
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SEEHA BlMEK
ELAE T NRREMEE AR FER FOLFOX6m ] SIR-Spheres®fsR a4k & — 47k
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SFEEHA R4EW
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ERAER R 4 B4 IR fm B B A (NSCLC) 5 388 2 i ok 4 R A% 2 e
C B3 mEmR

Ad% IRB #3% © 2011-05-011MB

W ER WBGE
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B

=+ =
HEEHAC B4
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AT A BB - BRI E R Mk 2
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MERER BBHES
AR RIERmEEE Tusg
Z REARFMAFHMEZESE (H14):
No 1
IRB #3% 2015-05-011BU
HEEHA B A
HE L —HE D MBI PR B A B E A BRI
o tm e AT 23 B4 ed % 34 bt avelumab (MSB0010718C)Hv docetaxel
R P9/ 58 9 =48
AR 8111350
Ta B P48 Bt JETa A =T AE 4 B
RBMIR RFH 761 (2016/10/1 i&1#)
#E
BERRFME Pneumonia ~ Pleural Effusion
TR HA B R4
& BER RERTREME
i B) A% -
R W ig e
W RERRAENHEIEFEE (11 4):
No 1
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HEZZX FIA M Bt T2 HE 0% 5k BRRRTE
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1. F#sd » a8/ 84

01-009-007 #> 2015-10-07 screening visit ## Hb & 92g/dl » W
Hb<10g/d]l % Exclusion @ % 8B &E & T8 RWOLEE

2. AAMREF K

B S aE ik & Hb #4L o AT S # J By o

3. & EE ¢ H i3 e B f2

BRI R R 7 Al R -

4, HEN FRJoATRATAR T HL B

E SR E e S Hb 8440 - W BB S F 235 AR RER VE &4 -

1 2 FA 1
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FEER
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R~ H)E LB REAABRPAFHL AR REE
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Bl E M
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2
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HEEL

—BE M $ P @R HE TR LDK378 H 2t ki il
crizotinib &% 2 ALK FALIE-] tm B0 B 75 B F B

HEEXHA

B 3

A%

EHHE

| TG o8 L/ER8H

ey 3700012 #2016/12/30~2017/172 B 551 & K » RIS ATER
5 A %4 domperidone 10mg TID po
2. A8 B R 3 X,

Sl kA A AR B S R RE A BSR E Rat S R ] 2T 0 B R
SE LD RERER o RBRE B RT3 W R AR B
Z 4o F R 0 BRI RIS AR 2 ] B R R OB AR R R AT
ELuG o BARAZMES -
3. %A & B b 3 o ol B AR L

A R e B
4. BEH F R ST RATIRG BLAE I
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—IRREH  RE C REBHE - ZaT - ey Ta fak ik
A UBITh®FT /8 BRE 7% 3% (UB-311) A EMASREEE2Z 25
M~ aERE R RN LR

FEEHA

f o
E e

£ ¥

FHHE

Per protocol, the level of anti-Ap antibodies should be collected at every visit
before the treatment. Subject 01006 did not withdraw red-cap tube in V5. Site
provided the new sample in red-cap tube in the second date of V5, but the new
sample was taken after IP injection (V5).

R E Bt & & anti- AP antibodies BB 3% B4 B RO EITIHR > K2
# 01-006 4£ V5 3245 # B 3) anti- AP antibodies 3 % » 34k 2.7 12/22 B
XA B QA A R s 0 MR E .

AR K

T3 4o central lab A& sponsor i& & anti- AP antibodies 248 3845 fh B )
APy 45 52 F 48 A =k data

XA G B b3 o sy BIRAZ A

A RA B 3R 3% AR R AT B

BE TR B Ao T AT AR PLIE 5

AR AIR A B33 EMERAH BARLE R B Wi hd
WA LA R AR A -

i A2 #A A
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FEXHRA

EEE

% Fdh
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AR RTINSO L 3RA W PAT 2RI 0.8 —RapdRis B
TR R ARABRE A RBl AR o EERR
MBATHIR > A AL RE WO R SRR RS A e RE AT AL
A REASPAE > B S48 IE R R v AR B 6 RS AR B - BFR B
HAEPATHER T BEI AL TR 2 RE 2GR B Mk
BRMANABC BB EEHR LR - £ 1041215 WA EE+—fr e
WA B R Ao B #R14E 105.07.21 0 7 105.12.22 47 R 3¢
FEHHBARREE R AR NLBESH -

2. ARRREY A,

TR H 106.03.30 AATHATH R EGF -
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3. %R e B b e RS R E
RREFRAMRTRGETHIEED - M RREERLETH 2k
B 34T R R - R S E 3 BB R SRR - mREEA
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HEREFE B EEHARTETHEEHINRAE T RAABERAARE
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£ L M Labdata sy £ K -
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A B g3 e % 3 B
4.8 E T K B hedo AT Ma S 3
SR % 3 EH1603003 8 5 3T 3R % EH1603004 & B —4{n » ERiBIRD
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F SRR & -
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B ¥EdnEy /1 &

FEEHA el

£ Fd FHE
I Fhéd » a8 E/E R 88
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REABRTHFABREES - JIRAGRIASFHIE @487 RBI12H%
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Gk B &AL
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B
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2. MMAEF X L b RENATR Visit 103 38285 % 21, Visit 102 2 3%
BRLFA B BB B ER A 2 80% » BATRATH S REH - BT &4
RGBT R BB ATEERL - MR ELEREBRBRZ AR
s AR A B AT EREY £ > RSk iE
MRS > S ERNEE2NE -
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4. BE T FE R AT AT e 5

42
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FAb R RO JE I Bk 3B 2 WA A R An B A R > SER B B
#2017 461 8 24 BeRaG 4okl 8 o A 2017 51 B 24 B s
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