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i, At ()  O'C 55 GRA TR EERIEDR) BSEEIN TN 5D,

2225 HFOZEME
RIFN O FE R ZENERBRIIR 4D LB Th D, BEMERBROEIZH-Y . 25 mg THI % O Il mg
BUH) (AFR A FERIAN) %22 EVED A D F 72 A5 @;@%I I LT, 7oy T v ZIEREA ST,
# 4 BFOZELLEERBE O

RURER | RAIRGET | 2y MR RAFRAT ES:lh A7 HE
25mg | FFEELE 5 48 71 A2
EHEFRE | 300mg | sk 3 5+3°C 12 7 A3
Mg BRI 7 48 1 A
25mg | HIEEHRLA 3 12 A NN
B [ 300mg | AALE 3 |25+2°C/60--5%RH 30/ i;?:;i’/va
g BRI 7 12 1 A7 /v&z};‘%wzi
25mg | HIFERLE 3 6 11 /] 2 b
R 300mg | HIFERLE 3 40+2°C/75+5%RH 3 A
g BT 4 6 H 0
- 25mg | FFERE 3 FRRREE 120 7 lux-h PA_E R OSRIT R4 i s —
g AL 7 L —200 W-h/m? 2L |

* PR FEERE TR S FEA VW TEE S, *2:3 0y MI 48 WA ETHEME, 20y NI AHET
ZEMERBHGETTHY, 2B luy MI24 A, 1 vy ME36 ZHETEmE,. *3: VA T TREMERBMk .,

* 51y MI48IVAET, 20y MNI3G WAETHEM, *5:3 2y MI12 VAET, 4 vy NI 6 HH F THiE,

*%:30y MIGHAET, 1uy MI3HAFETENM,

ERFERBR L. Il CE 02O 5 ME R 23558 BT, OM o S R A
%'ﬂ: u»u&b%ﬂfﬁﬁ)/)f\_o

9
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v uGEel 000 [NSSIvRel [EUGHENE ENeSIvRe [yl
ﬁ _@tﬁﬂu@‘mz’» h BTz,

FERER CIE, IR & [FARDO (LG b T,
t EMERBRORE R, JANI AL E TH o T,
LI EX Y, 25mg AR O 300 mg WA O AL, —REBERE LTHTARL T IV, T =7 A
VR ONTFNT T A b —lleE O, B TEX T, 2~8CTRIFTHEE, WIn b 48 WAL
S,

22.3 WEOEEERKE
UFORGEICL Y, TERAT 2A—2OFH, TRENE BRI OB & OFER FiEOME I &
% Trem O SWERFEOEEFIENRE SNz (HOWE B AN & OMLE TR SR AR OF Bz
WTIE, 22152 k122153 2),
e CQA DHFE :
H AU E ik . B0E TR ORI M O— i S B AR RIS B 2 S DV T Trem DB T
oz iER, BET M EICIESE | LIFO CQA MFE vz,

*

CQA : BEEIR. GIWFA,. RV R/ VAR 7. A . EUHEE (K
RO ZRAEE) NUT R, B . mefbik ( < D° Rt

). BT S RIRIR ( ). 6" . 15N K DNA, HCP, H'
. pH. BFALOWHIME, B X7 RGBT, RIE R, B ROEeME,
Ham, [N B -7, =R RFvy, v
A a7 T R~<, BEME, UA VRV N AEYTEE
o LREOFRFIEMEAT
TAREOFMMATRERIC LD | LRI A =2 OEEHIPAORET, I NT CQA KU TAEMEREIC B
IeR B AT T TRE/NT A —F ORFENMTONT,

22.R K ICRIT 2HBEOHK
Bt I, RSN BE S, FEE R OME O W ITEDICE SN TWS &0 &k LT,

3. FERRREEHERBRICEET 2 BRI R ORI 1T 2 BE O
3.1 Durv

R OB R R D S D Th 275, Durv o [IEEERIKERIRIC B9 % Lokt 1 40I&RR
RRICRHMIE A CTH D & i, Fi- el i3 S v Tunzeny,

10 *
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3.2 Trem
321 NEBEMT HHER
3.2.1.1 CTLA-4 (ZXI9 /568 (CTD 4.2.1.1.1, 4.2.1.1.2, 4.2.1.1.3)

KAbe Mz #2827 (CTLA-4, CD28 x(XB7.2 Lt bk 1gGl 77 F AD Fe Wil & OfG»# >~
X7) KOV IgGl iZxtd 2 Trem OFEABIFIPEDS, ELISA 1EIZ X W st & iz, £ OFER, Trem @ CTLA-

4 \THRT DAEEBUFIEIX Trem @ CD28, B7.2 N IgGl (ZxkIT DA BFIME LV @no 729,

PHA TiEHE b Lzt b, =AY THFIL, ~TRA T b, UHEFRONLRAX—PBMC
ZHWT, & CTLA-4 ([Zxtd % Trem OFEABFINEN, 7o —H A M A MY —JEIC XV Retaniz, &
DFRER, B b, =T APV EOT 17V CTLA-4 IZ%FT D Trem OFERITRD biviz—T, v 7 A,
Z v b, UBFERONL AT —CTLA-4 (26T D Trem OFEAITRD B o 7=,

t k CTLA-4 (]¥az X% X7) RSB =27 A %)V CTLA-4 (M z 22 37) 1264 5, Trem O
BRFMENRRE 77 B IGEIC L VRS Sc, ZORER, Trem @ Kp fE CEAE CEHERE, n=
7) XN 0.2760.0434 }2 11 0.983+£0.146 nmol/L T~ 7=,

3.2.1.2 CTLA-4 & B7.1 RRB7.2 & OFEAITHT B HEER (CTD 4.2.1.1.4)

t k CTLA-4 KOt k 1gGl %727 7 AD Fe Wi oG % > 737 L& k B7.1 X B72 KOt b IgGl
YT T AD Fe i ORGE 2 37 L OFEEIZTT 5D Trem OFHEIEMLS, ELISA JEIC KV BEfs i
7oo ZORER, Trem @ ICso il CEEIME AZHERE S n=10 T 12) (X, ZILE4 0.78£0.05 KT 0.46+
0.04 nmol/L TH > 7=,

3213 SBERCRKETEE
3.2.1.3.1 invitro (CTD 4.2.1.1.5, 4.2.1.1.8, 4.2.1.1.10, 4.2.1.1.12, 4.2.1.1.16)
Trem DFE R KIETEEICHOWT, L FORBNThi,

* PHA TiEM b L7-t k PBMC 25 Hiff L7z T #lifaz AT, B7.1 XUVB7.2 ZNTEMEICRELT S &
R oR—% o [ U R K Raji MIIIARTEAE T CO IL-2 KOV IFN-y FEAEMHIC X9 5 Trem DOIEMA
23, ELISA IEIC L W it &S iz, ZORER, Trem 30 pmol/L FEIZI51F 5 IL-2 J OV IFN-y D FEAHE N
B CESMHE YRS n=10) 1 TTNFN 4111053 K1 239+1047ng/mL TH Y, R (71 v
B A THUR) BEE e LT, M FEACA B 7R IL-2 KO IEN-y OpEAINHIN 5 2 BLEEH 2338
b7 (WF L d p<0.001, Student’s t FRE) .

o Bl CD3 HUAE FICHIT D SEA FIMIC X 0 IEMEAL U7 e p N, B (RSZis, s, &
Moe. SRR, SRBE. EMERGE, ER VXU LOoNER R Y S Y LoRE) H3kO PBMC K&

A AT, IL-2 PEAEIZ S Trem (0.1, 1. 10, 30 X O 100 pg/mL) DOEM A3, ELISA VA(C

X OBEtaniz, ZoORE, Trem0.1, 1. 10, 30 i 100 ug/mL BEOXR (74 ¥ A THUKR) B
MNHO IL-2 OPFEARMEIIRS D LBY ThoT-,

3 CD28, B7.2 X IgG1 DHHIE L7 ALY 7 F /UEICH 5 CTLA-4 ORIE L7 ALZFRE S 7T UED & 5 &
LC, Trem1, 100 X% 300 ug/mL (£ Z4un=5, 2 XiL2) THat% %M L7z, Tremlug/mL 128175 CTLA-4 [Z%f
9% CD28 (lH#fix & /37) | B7.2 (M x & L /37) JKOVIGGL DT DOWT, 4 1 #9013 382 %, 14 fi%
ROT5 55 R LT, TOMICHOWTIFADEE R L, CD28, B7.2 Xi& IgGl & Trem D TSRO BN
ot
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£5 BERARUCEEBEREHRPBMC RUVEME AW IL-2 BAIIXS S Trem OIEH

Trem OFANE (ug/mL)
F 3k XP g\/"i\cml n 0.1 | 1 | 10 | 30 | 100
IL-2 OpEARINE (pg/mL)
EHERE A PBMC | 12 -192+70 526202 2,690+494 5,050 =550 7,890+817
’ A 1fn. 12 -639+154 276 =267 3,320+619 6,180+872 8,6401,460
S PBMC | 11 143+75 5234222 1,693+508 3,245+809 5,484+1,251
- A f 9 101+74 353+140 1,534+299 2,506 454 3,326 +503
o PBMC | 10 151+180 148+125 927+633 1,457 +734 3,144+1,593

A fn. 11 -522+192 106 +127 1,725+497 3,823+777 4,990+891

— PBMC | 10 -57+43 237+178 997+510 1,569 +695 2,863 986
- A 1fn. 10 -407 +125 152+144 1,656 +446 3,518+667 5,300+869

PBMC | 10 6756 556 =160 1,693+432 2,920+612 5,113+1,391
[EN N -

e 10 119+84 254+101 1,242+300 2,457 =447 3,062+643
cp PBMC | 12 48+97 479+261 1,542 +877 1,971+831 3,064+926
Gk A 1fn. 12 -522+144 203233 1,296 +650 3,291+876 4,045+773
P PBMC | 10 -129+87 380138 1,469+423 3,425+914 4,848+1,347
A A 1fi 10 -636+265 -42+159 1,082 +327 2,291 596 3,245+791

L B0 T PBMC 5 3+62 257+83 1,697 +£520 3,174+736 4,762+1,076
A i 4 -547+435 222+29 2,226+497 4,190+837 5,624+1,155
FERTX PBMC 8 199+77 486+144 1,290+448 2,259+727 3,639+1,017
VRl A1 10 -32+-66 238+93 693+152 1,809+398 2,541+498
AR PBMC 8 143+88 467 +231 1,586 +634 2,715+1,003 4,482+1,701
N 4 1fi 9 -115+122 151+82 1,012+373 2,784 +775 3,668+784

VRfE EAEERRGE . * BN IR & A D AL A

bk PBMC 75 HEE L7 T fM MO Treg 2 VT, $HT CD3 HUIA K UL CD28 HLIRIEE FIZB W T
T A B ST T HI & Treg 538 L7 B3 D T MM OIE MK O Treg (2 & 5 T HlfiW o> BEFE AN AE
FIZKI9 5 Trem ODIEADS, ZTEH IFN-y FEA BN OVHEGZR LT 2 U OBUAR B A FFIEICH
AP EAu, T AR OTENE L O Treg 12 KL 2 T ML OHEFAHNHIEIZ 2 Trem OREITFRD H 72D
Of:o

e bt MAEMZEMWT, TNF-a, IL-6 XN IL-1B D EAIZXTT 5 Trem OFEA A ELISA {EI2 X 0 Ft &
L, WINGELAITRO bNenoT-,

e bt MA&MZEMWT, IFN-y, IL-2, TNF-0 XV IL-6 D FEAEIZR}T 5 Durv/Trem OERNR 7 7 —H%A1 b
A MY —EIC LV BRETE I, WIS EAITEO bR 5T,

3.2.1.3.2 invivo (CTD 4.2.1.1.18)

~ U ZFLIEH R EMT6 AERaik, ~ 7 R 58 - B ok CT26 Mk & Ov~ o7 A #iHE A IE H1 >k MCA205
Mk Z TN ENE TR LI~ 2 (SHI/E) ZHWT, iU A CTLA4 HFLUEATH 5 9D9 (w7 A
IgG1) U, $i~ 7 A PD-L1 Hifk T % Clone 80 (~ 7 A IgGl) ¥ B, KT 9D9 & Clone 80 & D
MO T MO HEMA, Kie7 JetaZfiffi s LT7r—H% A X ) —{EIC X W BRET Sz,
BHAZHEOH &L, %614 O 17 H B2 9D9 & U Clone 80 #4141 20 mg/kg 23 ERENFE 5 S iz
FES. 21 HIERICISIT 5. Ki67 B> CD4 B5E T Al 1% CD8 Bak T fliludFI& %, 6 DLk
D CThol,

Y v RIgGL D 265 FH DT AT X UMNT T = B LT ERE AT DHUR,

12
A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



#6 BENHAKEZETBEL-<TXITBIT5 K67 B0 CD4 Bt T #I XL CDS8 Btk T Ml nE &

. Ki67 (5t CD8 [t T
71 ST M EE (9 p
Ki67 [t o> CD4 L T M dEI & (%) AOEL (%)
ﬁ : < R < <
%;?@L*; EMT6 Hlfuik CT26 Hufiatk MCA205 Hlfiaek EMT6 Sl flaik
PR 20.8+3.6 57.3+3.7 24.8+6.2 48.1+7.0
9D9 47.7+3.9% 74.0+7.4" 349+7.1 60.5+9.4
Clone 80 2447423 58.7+6.0 24.9+4.6 53.4+6.5
Clone 80 . . " *
+ + + +
20X 9D9 49.1+14.2 79.5+10.6 41.3+6.0 70.1+55

TE YRS, * /R (T A Y Z A 7HR) &l LT, p<0.05 (Dunnett )

3.2.1.4 ADCC {&M# (CTD 4.2.1.1.15)

IL-2 IRINC & O IEPE L L7 NK M Z =7 = 7 # —#if & LT, 1 CD3 Hufk K Ut CD28 HLik D il
IZEDIEMEE L7 T Ml E VT, T MRSk % Trem @ ADCC {E#E2, 7 —HA h A N U —ik|Z
L maraniz, ZORE, THIKIZKT D Trem @ ADCC iEHOFFEILRD S /e o1z,

3.2.1.5  FEMEEE SR AEARIC X 2 A EEIfEA (CTD 4.2.1.1.17, 4.2.1.1.18)

~ U ARAMEPIE K SAIN Mlakk & 2 TR Liz~v 2 (56I/&) Z MW T, Hi~ 7 A CTLA-4 ik
Toh 5 IHI0 (NAAX—1gG2) DOEFHTEMENWER S Sz, BHEBAZHE0H &L, 0, 3 &V
6 HHIZ, 9H10200 pg 2EVEN G- 4L, 56 28 A BICIEGmENF H Sz, T ORE, OH10 BEL DY
K (T A Y 2 A THUR) BEOJES RS CFEIE CARERRZE) 13241 88.3176.9 K TF 251.1+54.1 mm?
Thol,

(DEMT6 #ifiakk, @CT26 Ak & N@MCA205 fifarks T LT-~ 7 A& T, 9D9 Hiff,
Clone 80 Hjll, 9D9 & Clone 80 & O FH O NEEHEFEAMGIEH OfETA 2 I8l (Z 2N FEER 1 kD 2) 3
fishic, BiEAZHE 1 BE L, OOMKZ R TR LIZER 1 O~ 2 LTEH 7, 10, 14 KT
17 HEZ, OOMIBuEZ K TR L7236k 2 O~ 223 LCE S, 11, 15 XV 18 HEHIZ, @K U®
OMakk 2 BT L 72 FEBR | KOV 2 O~ 0 2% LCH 11, 14, 18 XU 21 H HIZ 9D9 KX T* Clone 80
MEIZEHL 20 mglkg PERENEL S SdL, A IEAI O G-BAE A 2> & O AT K OGS 2R 2hS RANGHl &
iz, ZTORER, AFEHAO T IER NFERRFDRIL, TNERARTRORBDEELY) ThoTz,

R FEMEKER TBEL~ Y 2 DEFHH

A o dfE (H)
AR IEAE xR 9D9 Clone 80 9D9 X O* Clone 80
FEE1 | EBR2 | FEBa1 | EB2 | EB1 | FEB2 FER 1 FER 2
EMT6 22 28 AT | RET | RET | RE! A A
CT26 27 30 32 44 305 33 R 28 | 76 S
MCA205 28 29 331 35 33"1 42"1 35.5 421

* %W (T A V2 A THUE) & Bl LT, p<0.0056, *2:9D9 & Eb#: LT, p<<0.0056. *3 : Clone 80
Lkl LT, p<0.0056 (ME LI, Wi s Mantel-Cox Log-rank 1 7E)

S JEHIPE G4 OIEE ORI T, il AT HE K OFHAI ATRE AR IEIE 23 70 & B STz,
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K8 HHEMEKZETBHELL~ Y ZADTEERFR

B (%)
AR 9D9 Clone 80 Clone 80 } U* 9D9
FER 1 FER 2 FR 1 FER 2 FhR 1 F 2
EMT6 7/12 (58) 7/12 (58) 7/12 (58) 10/12 (83) 10/12 (83) 11/12 (92)
CT26 1/12 (8.3) 2/12 (17) 2/12 (17) 2112 (17) 9/12 (75) 6/12 (50)
MCA205 0/12 0/11 0/12 4/11 (36) 2/12 (17) 4/11 (36)

3.2.2 ZAMIKERE
3.2.2.1 HHERERICKIE TR

=7 AP 8~1261/#) # MWz 6 I AMKERGENERR (522 58) %IZHB W T, Trem 5,
15 X% 50 mg/kg 2 QW THRAEFHIRINEL G- L 72BR D, —MRIREBIZ63 5 Trem D20 at s iz, €D
fid, TNTO Trem BEIZIBWNT, T, BREE, AAEOR, KRERDENGED b,

HEEE L, ERROFTRICONW T, BRRBRICBW T TITHEOEHBEENRO LN TS Z E (TR
ZH) FLBE L. B EFEL AW TERBISICEUNEEWRE 21T 9 B2 L T\ 5,

3222 DOERICKETHE

T3 =27 A B (D10 Fil/FE K @8~ 12 il /#) Z v 7=O1 A A [ KE 5 E R &L @6 7 H M
G EERE (522 28) 128V T, Trem 5, 15 XIE 50 mg/kg 73 QW THREFARN G- S 4L, T,
CAER BRI % Trem OFEPRA Sz, TORER, Trem #2512 X 5 BITFR0O bR

>77,

3223 MRRICKIETRE

A= AFn (10 BI/FE) W 1 ARRERGEERER (522 2/8) 128V T, Trem5, 15 X
1% 50 mg/kg 73 QW TAEFHARNBE G v, FEENZ 395 Trem OFEERRRG S 172, £ OfE ., Trem £
BIZ L5 BIIRBO bR oT,

3R BB 2B E O
Merg L, 2 SN2 B EHIHE S X, Trem OIERERIKEZ R 2 HEEE OFAHICOW T, L FOEITR
TR 2RI, S AIUATHE &Il L7,

3.R.1  Trem OERABEFIE N NSCLC K& OFFHIBERE [C 0t~ 5 A hEIc o T

FEEE 1L, Trem OVERBEF I ONT NSCLC K ORI (2 %7~ 2 IS DWW T AR K 9 IZFHA
LTW5,

T AR OTEMEAL (T MR OIEHE, YA A DO WE) 13, THAIRIZHELL TV D TCR K OB
W= (CTLA-4 ROV CD28) b DY 7 F /UAREIZ Lo THIf 41T %, CTLA-4 & T CD28 I,
PURHR R EE oY T RTHH B7.1 LOB12 #HA L TEY, CD28 & CTLA-4 DT AXT
M OBEMALICHE B84 KT L, B7.1 XX B72 28 CTLA-4 IZFA9 5 & T MillaoiEMEA LA 1 <
D EFEZ HILTWD (Trends Immunol 2015; 36: 63-70)

Trem (%, & b CTLA-4 (25T 5 [gG2 477 T 2Dk Mile ) 7 o—F L FifkTH Y . CTLA-4 & B7.1
XiIB72 L DG ZFEL (3212 2M8) NAFURRRNZR T MlloEH bz titEsE5 2 L (3213
2. Expert Opin Biol Ther 2008; 8: 1583-93, Clin Cancer Res 2014; 20: 2424-32 %) S5 2 X 0 | JEEIE5HE
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BERZRTEBEZLNTND, F72, Trem 52K, BDAHRZRMT 5 TCR 7—5::1— K928
T OB EL D2 & T, PURGERGNL OS2 5845 L, IEME L L7z T MIRIC L 2 BUlig oo i g
LA T 5 AREMED RIE S 41T S (Clin Cancer Res 2014; 20: 2424-32)

E 512, NSCLC KOWFHHIEHE D T AIEIZH T CTLA-4 OFBIN @EhfwéaﬂﬁiéMTw
% Z & (] Histochem Cytochem 2019; 67: 901-18, Lab Invest 2022; 102: 650-7 %¢) 2/ Z. Trem £ 512
D\NKIC&@H%@%%%®X%EK%VTCDM%@T%@&UWDS%ﬁT%%@%@ﬁ%%é
NEEENHE SN TVWSZ L (Lancet Oncol 2016; 17: 299-308 & U8 J Clin Oncol 2021; 39: 2991-3001) 45 %
ZET % & NSCLC K OVFHI@RE (2592 Trem DAEZMETIIFRFTE D LB X D,

72E. LLEOMBIZINZ, NSCLC K OWFHIASHRE O IEE#AHE Clx PD-L1 ORHBBEH LN TNWD Z &
(Hepatology 2014; 60: 1776-82 %%) % E 2 % & NSCLC K OFFAIAEIE I F\ Tl PD-L1/PD-1 (12
L0, DAPURFRRA: T MEOBREZ[E#REL TV D EE 2 B, Trem EHiE b PD-LL IR TH S
Durv #0725 Z LI2k 0. KV EWAERMERHIFF S5 (AmJ Clin Oncol 2016; 39: 98-106)

E7o. HREEIEL. KGR D CTLAA IZX T 2 REE L TH LA © Y A~ T & OB PR D 7R
IZOWT, LFO X ICHH LTV D,

Trem O U A= 701L, WL CTLAA4 IZHEE T 2R TlRI—TH DA, Trem ILE F 1gG2 LA T
H V., ADCC {EHEDOFENRDO Lo 3.2.1.4 M) —J5, 4tjAv7it%1gﬂ#%f&
V. ADCC {EMEDFFENRD I TWD (FERL 27 £ 5 A 19 AR EREE v —A 1 RliR
50 mg] M OF Proc Natl Acad Sci USA 2015; 112: 6140-5) R CHEAR S,

RN ELELT-ARIE, UToLEBY THhb,

NSCLC K OWFHiiaEE Z k95 Trem &G OFMMENMFHFTE 2 5O HGEEOBHIL, Trem OEHHE
OB DIXEAERRECTH D, 7277 L. NSCLC K O Ha S /AR K 2 FH N 7= Durv/Trem O HEFE
HIEH 2 Bt U7 FEE R R BRI 33 S TV 2 & v, NSCLC K OFAIAEFE BV T Trem %
Durv EFHT 22 &I2K D Trem HAE G L HEEL T, X0 @WAMERHIFCE 5 5 OHGEE O

ZIXBRANR DD, Fio, OTrem OFINEITEEL KITTHR L VO@Trem & A B U A7 L DI
EEED BRFEIC SN TIE, BIRFR TREAHARNESISNA TS EEX D, YEBFRITOVTIL,
Durv/Trem OBGRA HRFIZI51) T, ﬁwéw%ﬂ%@@&$%@mkwotﬁ DDA E 2D
FREMEN S D Z D, SR LMETEITV., Filz A AN o N 2855120, ERBESGICE YIS RE
20N H D &H LT,

4. FEERREWERERBRICET 2B K UHEEICRIT 2 BE OB
4.1 Durv

AHEEITETNEE K OB RITAR D D TH 5205, Durv & [IERG Ry Eh e BRIC B9 5 &k 134
KRB 2+ T D & Sh, Fric B 3R STy,

42 Trem
BZ BT D Trem @ PK (L, Y LICBWTHRET ST,
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421 HtiE
4211 Trem QOHIELE

PVIMEF O Trem OE R, BEFL LB G2 e b CTLA-A O Ig @A % > 737 J OV HRP 125
L7=7 v hPLe b 1gG Fey FUAUZYFHiE b 1gG Fey Htik % V7= ELISA JEIZ XV fTbiT=,

4212 % Trem HiiEDHIEE

PV MLEE R OFT Trem Hiik oL, ML L7 Trem O F (@) 2 777 A b RO HRP 1k L 7=~
1742 G &Mz ELISAIEIZ X viThbins,

PR OFL Trem HFFUAROR L, B L Trem O F (@b) 2 77 7 A2 b, Eia
t ks CTLA-4 D Ig @l % > /37 OV HRP 42558 L 727 £Hi~ 7 R 196 Hiik & fv 7= ELISA IEIZ X 0 1T
i,

422 WX
4221 HEESL

WEREH U2 Trem 0.75 mg/kg % HEIFRIRNSE S L, MSEF Trem IRESKRGT Sz (29) . Trem O
2 BRI TER D b o Tz,

Pt Trem HUIRIL 5/8 Bl TRt S4L7z, Zeds, HRIPUAITRIE S L2057,

#£9 Trem ®PK T A—% (MEEY L, BEFIRNKZS)

R Crmax AUCins tue CL Vss
(ug/mL) (ug-h/mL) (day) (mL/h/kg) (L/kg)
i3 26.1+0.3 3,900t476 11.1%+45 0.195+0.026 0.0657+0.0134
I 247+5.1 3,560+435 11.0£1.3 0.213+0.024 0.0753+0.0104

EIE EAEAE RS n=4

4222 RERS

MERED T Trem 5, 15 X% 50 mg/kg 2 QW T 5 BB SCEER ARG L. MEH Trem M DG S
iz (3F10) . Trem OWEEE EIZIAMERMEZITRD Do Te, 81 K029 HHIZKIT 5 Trem O
BRI, Bt S iz HEREICR O T RIS HE L TR LT,

Pt Trem HUfARIZ 6/8 Bl TR Sav, FARIFURIZAHI TR & u7®

O PRI M Trem BEEENE R FIRME (0.5 ug/mbL) Rz 72~ 72 8 FlicB VT, HT Trem HFLIEOHEIE 2T TZ,
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# 10 Trem ® PK XT A —% (MY v, 5 EMKEGIRAES)

(EIJH/CF: H &5‘% ‘l‘i}%lj Cmax AUC24h
(R) (mg/kg) (ug/mL) (ug-h/mL)
5 JAiE 111+6.06 1,930+315
i 103+42.6 1,690 =607
1 15 JAie 330+39.8 6,070+335
il 384+57.5 6,940+714
50 1k 1,140+96.1 20,000 =449
i 1,050+135 19,700+1,590
5 JAiE 148+43.9 2,850+1,210
il 180+57.9 3,660+£976
29 15 Jiis 483+232 8,640+4,850
i 383+118 6,240=+3,530
50 i3 1,530+116 29,800+ 4,460
i 1,430+229 26,700+5,240

P AR R, n=5

423 53Fq

Y% T BLRIF AR 5388281 D Trem D Vs (4.2.2.1 BIR) KO /L o & (44.8 mL/kg)

(Pharm Res 1993; 10: 1093-5) {ZA1Z, Trem [ IFUREILS: Th 0 AMIANIR~D 5347 135D TIRER T H
DL HEBET DL, Trem [ L RICHEER M H R ORISR I T 2 L B2 5D, EHEEFRITHA LT
Al

F 72, Trem O EMEEISE L QR EBATIEIC OWT, B b 1gG2 Ak A @i L, IRIRICBITT 5 5
WHE X TWDZ L (Clin Dev Immunol 2012; 2012: 985646) 725, 1gG2 77 7 ADt MNIFUATH D
Trem 22OV ThH, A L, BITICBITT 2 REMR 5. ERFEEILHI L TWD,

424 REFEOHR
HESE L. Trem ORH L OHEIEICHOW T, LFORNEZHH L TW5,

o Trem IIHUAEIL THY | X LRI SR EN L THERTHEE22E0D, [ 4477
Ja Y= SHERESOIFERICE T LM (22oW Ty (FR 24 4E 3 A 23 BfFIT3EAEA
¥ 03235 1 5) ([ZHSE, Trem O L OHEIHCBET 2T &2 FE Lo 2 &,

e b bIgG2 MILITHICHE S D EONME S TWAH Z & (Nutrients 2021; 13: 1810) 75, 19gG2 ¥
7UTADE NMIFUETH D Trem 12OV TH, it icdeit S s afgeEndH 5 2 &,

42 R KHEIZB T B2BREOHEK
MR IT, IR SN ERHZEE S & Trem OIEREIRIEYENREICBE 32 HIFEH OFLAIZ DWW T, ZZ AdLAf
BE & WM L7,

5. HMHRRICET 28R UHBICRIT 52 BEOBK
5.1 Durv
KHEFEITHNER FHEIRDL DO TH Y  Dury O [EMERERICE T 5 &8 1T ST,

17
A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



52 Trem
521 HEHEEMRAR

Trem O =27 A BV % Vi HEIEIRN & G- atEaBiic L v adEEosif i s (& 11D | &KH
& (100 mg/kg) F CRAMFMEITRD Lo oTe,

PLEXY, HEEFIX, Trem OFIRNE G2 1T 2R OESEEIL, 100 mg/kg L FE 2 5 F5 2B L
Tn5,

#£ 11 HDOE5HERER

e . il e WM O IE L | VAT R
BEAR | BRI (malkg) E2PA (mgkg) | CTD
B =7 AL RN |09, 10, 30, 100 |AMEEERZ L >100 42312

a) 20 mmol/L EEfEF ~ U 7 &, 140 mmol/L #i{tJ- ~ U 7 A, 0.2mg/mL R Y ¥ L<— 1 80 (pH5.5)

522 E#REBHRR

=AY A IAMELD6 BAK) ZHWERGEERRNFEEIN. (F12) , 1L TAM
ARG I 1T D MR sIE Smalkg (MERE) ST T2, i, 6 U1 MIBUER G-HbE
ARERICB T 2 BEEEEIE LN THRNY,

Trem @ CTLA-4 BEMEMIC X 2 0 iE A B9~ 5 e it TR F T AL & LT, IMbEREE. 1
J& BRI & B 5 25k, i T3 KON TAIRAE 2 £ © FURIRZS G, U o/ Ei - B8l - gD
VoK EIE R, M EImEREL - U v oRERER R 25 OME - MR CHUE RN/ B R
RIE  (HAZAIRE R BMARREESE 21 5 BT i) 2w bivlc, 7ok, BBMMERIENRD b
PE RO O b, BTN WIREERE, FURIR CIRIERZEE RO v, MEER L. Ykt A
1%, CTLA-4 [HEAIZ B TetE T = v 7R A & MHEAITHHE S TEH Y (Yale I Biol Med 2020; 93:
123-32, AmJClin Dermatol 2018; 19: 345-61 5%) | Sf& M{EMED A FFERE L TTFHIFEETH D Z L b,
t h TOLREMEZ OV CHEUICEFAETH D BEEdilH L T\ 5,
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A X7 4 UV RIEEE (NSCLC - fFfiayE) 7 A b 7 B xRSt Fawt &




® 12 REHSEEAR

B ORE
5% 4

Beh
IR

(mg/kg/iE)

M

E7FT R

TRV R

(mg/kg/iH)

S0
okt
CTD

I e
H=7 A%

IR

17A
(1 [ml1/
)

+ [\l
271 A

Ob)

5. 15,

=5 T/l RE O M U o8Bk E (ERE) |
ADA FEA ()

=15 : [ CD3*CD4'T Mtk nfe, I AR/E
PR A AN 2 @ (k) . ADA BEAE ()
50 : IfLH CD3*T MifaskEfE, Mo U o S
TERL © < PBRIBEY > _E U o MRameak O (i
) | RMEE -~y e b7 Uy b
KAE, 1 CD20*B fiaskmfE (k)

5 MY > KRR Ak ()

[P 5 BRI HE T 1%

=15 : JFPREFIARE DHIRE S R HEAS A i . Ll U
KRR ()

50 : TR, MR{E (MERE)

5 : B Y > 8Ei U o SHfkEIE R ()

42321

e
H=7 A ¥

HRARPY |3

Ob)

50

5. 15,

SR 9 (T 4. M 4 1)

50 : FHI (Feetd) . RAKBHR, REIKME, K8
FRAEY (i, OO, #RAE - b, &5 -
FEAR, R, EEbE e O BRAKAISE) | f A
EK¥ - CD3*CDAT ffudimfi, A/G HHIRfE, U >
SR VR, SRR RARE - MR D U o iERRR e
PR, EEERE - KRR AR, R - R
iR+ R - B BRI E R E . B - RSB ISIE.
ADA BEA (MEE) | IRBRIERR. BUIRAR « Ol - K
FEHZMIAOPESE, b T3 - T4 KA, TSH i,
FORARZEAE () . + ARG RIE , RSN WA A -
LR BRZ L SO E (k)

A7 45

=5 A (Reth) o U oo~ VER, B R

B MR Y o MRRRE R, S RE - MR
AR, T - MR - RS EA AR

JiE. ADA PEAE (i)

15 BFREHRZE Y & - igg) . A fmER .

CD3*CD4*T HHfakmfi, eSS o AR HELAZ Mt

PEJRE (RE) . I T3 - T4 &fE, TSH &fE. H

RIRZENG, B - AEIBRAE, BIE B M A AE
(4E)

5: FURARHEAZ IR AME ST () | RERRA D (5 -

WijE) . ADA EA ()

195 ST T 1%
50 : B AE (MERE) | MERIRIOE (KE)

42322

a) 50mg/kg BETITEEG- A2 Flr L, #7212 99 H Mo EIE IR E S 4172, b) 20 mmol/L Felg7 Y & A 140 mmol/L K

{tF U DA 0.2mg/mL AR Y YV L~— | 80 (pH5.5)

. ©) 50mg/kg FEDHEZFT RO S HEME LB & T\ 5, d)

FIZHi CD3 Huikp eI (Dbt CD79a HuiBatEMIE % E5) | e) HLCD3, HL CD4, Hi CD79a & Ut CD25 Hiikks
MEHIRREE N, f) HT CD25 HURBEMEMIEIN, g) &5 6 B 3XE 7 [, —IREEE LD -G, Bk 79 B £ Tlc#
WHE, h) FERERIECBI#E T B8, i) e - RE X - T - BRIES, ) e - JEX - T - IBEREEY LoREL 1

EBLEY »oSHifk, PE, EREE. k) B M (IR
© AIFCRMR » TR - BUSZAR - MERAR - FORHR - - A

SV

5.2.3 EEFEMERR
Trem [IHUAEIESL TH Y . DNA R OMMOY AR NICEZHEER L2 NWEEZEI N 2 b,
BRI I S LTV R,

{27 Y E TR

< BH - IR (RIS

19
(NSCLC - fHufass)

- L - PR (PRI

- EARA - R (O

_ T AT BRI SH AR E




5.2.4 AR
Trem | TETEBE OIBEEZ B E LI2PUEMERESITH D Z &b | S AJFERBR X SEE S v T
/AN

5.2.5 AMFEAZHRABR

T =7 APk AT KRB EERBRICW C MEREAESEAR T )T 2 RS S v, IR
Lo T,

WERS =7 A P& TR - BREAIC B 2B S0 S v (R 13) | RHEW et R OWE - iB IR
(X9 2 B IFE O B o 7=, 5mglkg uiv)ygﬁ@l@]%f?fﬁwm D HAVTZDY, BMER TH
D B LMW SR o Tn, I =0 A POURR - BRIEREAEICKT T 5 MR R (30 mg/kg) A L7ZBEO
Tmn@NEMMi%&m%MMLf&@J%mpﬁvﬁﬁ@E%%_ B HHRBERE" L LT
ZTNENR 3T RHELK L2 5 TH o7z,

% 13 AFEFAEBERR

N B | BE T — WA | AR
= ¥ =
AROME | PR | g | (mg/kg/i) ELRPA (mglkg/i) | CTD
Ry -
W et (=2 | | PR20 T e g g5 (250 T ?%3(; B aeal
BT HRE | | TR R £ T N LN It
(1 [E1/38) W - I WE - IR -
2L

a) 0.0564% L-t AF > 0.0343% L-t AT ¥ UHERIE . 8.4% o- b Lo — X “KFI#, 0.02% R Y VL~— 80

5.2.6 JRPTRIEMERER

Trem ORFTREEMICHOWT, B =27 A P& P Bk attaR (521 28) | N 1 A
F Y6 1 A IER G wEERER (5.2.2 ZH) OMGED) bRl =41, 100 mg/kg (9.81 mg/mL) £ To M &
IZFBWT, Trem & 5IZBET 2 R HEALICI T 2 BFE P LIRS b o 7o,

5.2.7 HMREAZEUSERAER
Trem Ot b RO =27 A POV OEFHME & DRSO Z R 2R ENE S 41, Trem OFES A
FIZY MRk T 2 Y U ERICB N TR b (R 14) o Trem #5G OBMERIG 58 H A7 /E
/AL, B RROH =2 AL OMTHEHELTEY ., b MIBITSH CTLA4 ORFEHRb 854
(AM J Pathol 1998 ; 152: 963-73 %) & —# L T\ 7=,

7 D4190C00002 5%, 006 3Bk, D4190C00010 # Bk, DETERMINE #5k, BASKET #5k & () POSEIDON B T& b=
Trem @ PK 5 — X (2 £ & FEfi S iz PPKfEHFIC L W . NSCLC B3I Trem 75 mg % Q3W T 4 [l 5 L, & 5Bt
16 H[E%IZ 5 [ B 2#5 L72BED AUCadys (CEIME) 13 6,360 pg-himL & TSN, £72. Loz T
HIMALAYA 35& & O 022 38 T S 72 Trem @ PK 77— [R5 & FE5E S 7z PPK FEATIZ L 0 . ARy B i
Trem 300 mg % HA[a]#%5- L7280 AUCosdays CEXIME) 13 19,104 pg-h/mL & FHIS 7= (EF Y 7 F v =7 : NONMEN
Version 7.4.3) .
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A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



£ 14 MR ZEROSHERRR
B R BRI IR SUBR Rk USEN-Eas

CTD

[b HHH#%]
U Lok Uk, U R, R, BIR) o U oRERCERNE,
NGB VRIS DREE T U N & G TG IRBEIE Y 2 KRR T | 4.23.7.7.1

RS G L e R A
Trem 4 X% 12 pg/mL

E RO 2 HOML | g o 13 e I B,
=y | EREL T | WRIROMEIZ S0 5 1Y /S0 Y o ST CRIZ B,
AR - [ =2 1 F L]

NI Sk P

DA E U il (Rbk, U ~gi, elig, MR GEiRD ) ol o

BT, BROKIGORIET U o N4 & TeRbIRBIE U o3
HRR TR SUT TR BE,

423.7.7.2

5.2R HEHEICRIT B EEDHN

PRI, SR SN2 ERHT RS E | Trem OFMEICBIT 2 BHEEE OB DWW T, BUTF OHIZ R T HE
EERE . S AIUATHE &I L7,

2%, Trem OENTEMEOREFT RO S ~OZRMEIZONTIEL, Trem OZLEAVEITAR 2 B R RERAK
MEEZELEZET, TTR1 222t (Durv LN Trem OFEETREHRE) (2o T OIEICGEHET D,

52.R.1 EE~DEEIZONT

BIE, LT OSEBEE 2, Trem £5:12 X 2 BRI 2 BIZ DWW TR &2 sk, HIgEE 1L FReo

EOITEE L,

o W= AWNEHN Trem © 6 I HRIKEEGIZBW T, BRI ROZHMERTRD LTV D
Zk,

o Trem OEFKRERICEB O T, BN EMEDER I NCER OERRIER 2 ke T 2 7 —B KW
UNR—=FDEHARRBOENTNDZ E (TRLIA ) |

DTORFEERE 225 &, BRSNS WRROZERME L Trem OIIEAIC L 2 BN RZETIIRWE O

D, FIEMIRAPE L7 IR TH D AR H D L EX D,

o MRk ZERUSMERER (.27 ) ITBWT, I =7 A YL ORENRS U~ Trem OfE G IEFE 0
SR Twinz &,

o Trem#EHICLY, £2HOIE - MEKIC Trem & CTLA-4 [HE I L 250 Eim M LICEET D B2 5
% BEZHIRIE RO b T g Z &,

o ARXKOE MTIBBWT, HEIES 73 WA~ D BUAEZ R 21 23 EERE S 700 ik D ZEitfe D FE B & B L Ty
HEDHESNTVWA Z & (Mucosal Immunol 2017; 10: 283-98, Vet Pathol 1999; 36: 530-41) .

L3> T, Trem 512 X DR OFERITGENEMEOFFFRL LTTHARETH Y | ek
DEEFRICETOEEREZIT) ZLFICLD, & FTOLREMIHO W TTEYICEHETH D &
%260

BHENERZLIARIT, UTDLBY ThD,

GIENEMEOEEFRICET 2HEMRELZT O BOHGEE OB OWTUI TR LI, L LR S,
B =7 APk T 6 7 A MRKE G EMERBR TR0 DI IESN rWIR DO ZERFIZ OV T, Y%k
THEIMF T I 7 =B RN S—BORERFEM SN TN\ eholo 2 EEEBETH L, mERBREEO

21
A X7 4 UV RIEEE (NSCLC - fFfiayE) 7 A b 7 B xRSt Fawt &



IZEEADNTE MBI AR EZEHERTHIZEICITIRARH L L E XD, LEN-> T, BERICEIE L
TmHRIZOWNTIE, BRRBRICE T DR OB E 2 E 2 T MR etz il 5 L3
NhbHEEZD (TRL14 M) |

5.2.R.2 HEEEIIIEIR LTV B EEMED & B Zetkizxt3 5 Trem O 5122\ T

HREE L, m SUTIEIR LTV S ATREME D & 5 ZeEIC k32 Trem OFEIZOWT, LD & 95125
HLTWD,

Trem &7 =7 A WL OZFETAM (TR 20 A ~4T4R 50 A £ T) 1285 LIzfER, k@ AR E TRHIE
R ONTHEARAERF L OWE - BBV T 2 BB bive o7 (525%8) . —FH, LTOA%%
B E 2 D L& Trem (TUEIG~DO 51T L 0 GEYRHERF X ORI B A T Al REMERN o D, LTod - T,
BEhR SUFIEYR LTV D ATREMED & 5 ZeMEIS XS 2 Trem O G-13HESE 41720,

o CTLA-4 ZHET LHUREIRG LR~ L LG E ., BIRLAOHARIT S 2 28N S
NTWn & (2746 A 3 AT HFEAREE  v— A1 AiEFHER 50 mg) Z2H) .

o CTLA-4 I OMMESHINICFEEL L CH Y (Mol Hum Repord 1999; 5:84-7) . RHAIR IR Dz E
AR OIEH 2 RMERF IC B W CHRERFEE ZH - TN D Z VRIS WA Z & (Front Immunol
2019; 10: 846, Cell Death Dis 2019; 10: 15) .

L L7226, Trem O b 55 & 72 5 UIBRARE 2 AT - 133800 NSCLC MK ONIBRANGE 22 T MR 1 X 7
BARBRTHDHZ LS5 EETD L. B EOREENGEHRIEE ERD LS5 5AICRY . Bk
O DOZEEIZH LT Trem 512 XD IREA~OEHER Y A7 2O THSITHBAN R SN D 2 & ik
& LT, M SUTAER L TW S ATREVED & 5 ZVEIZx LT Trem ZHEICHR G T 5 Z LITFFASNLD &
Zx. FERRONFIZOWTHMISCEE 2 AW CHEHNICEERET 5,

BErgIL, HEEE OB E TR LT,

6. AEWERAIFRRKOBEEY 500, BRARRERBICET 2B N KB I 1T 5 FE OB
6.1 AMTANFABRKEOREES 5 5HiE

Durv & A=W 77300 Je OB 9~ 2 0B B 2 8k & LT, Durv SO REIEICEI T 2 Bk
R S AL7223, Durv OFJEZKGRRHZFHIE 2~ DN EERHER N Z L2 D, FEiIE g 5,

6.1.1 ik
6.1.1.1 Trem OHE|EH:
t MEF O Trem OEEL, EAL L@ sz e b CTLA-A O Ig@he % 37 B4 F 1k
Lz~ Afik b 1gG2 Hilk %N HRP #Zi#k L7z A h L7 b7 BV & iz ELISA HEIC X W fTbhie
(& FIRMHE : 156 ng/mL) .

6.1.1.2 $i Trem HFifEDR|ELE
v MIEF OFL Trem HifEomHIE, B LA RV T EY Y EFF AL L Trem K OULT
=0 LR U7 Trem 2 W2 ECLIEIC L v iThivz (BHBRA : 6.61 ng/mL) .

22
A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



b Mg OB Trem FFFUAROK L, BEME L7t F CTLA-4 O Ig@h&EH > 37 FUOVT =7 A
ik L7 Trem 2 W72 ECLIEIC K v Tz (BRFRA @ 750 ng/mL)

¥, HEEEIEL, IO Trem 2350 Trem HURDREIZ RIZTHEIZOWT, ITO X S IT#HH LT
W5,

EFLOPT Trem HUROREFIEIZIBNT, RERRICHEZ KIF S 20 EH Trem RO ERRAEIX
100 pg/mL Th -7, HEEME - & T Trem 2B S 7z [EEILFE S MAHRE (POSEIDON R & Y
HIMALAYA #05%) 1238 T FL Trem HUEHIE S 72 KT/ D V2 RO AR © Trem 2 E£1E 100
Hg/mL R T -7-8 Z L 2 EBET D L. BIEHO Trem 235 Trem HUROHIERE R B L2 KT LT-w]
REMEIZIR VN E B X B,

6.2 MERPRIKFABR

R ICIT D, BB 5 Durv/Trem $ 5.1 § O T/D/Chemo £ 5-1E D Trem @ PK, 3 ONC B
HRE O DurviTrem #5150 Durv @ PK 23, LT O & BV Ets iz, 7ok, MEFIZEIT D Durv @
PK (22T, Durv OB GRRFE IZFHI 7 A DINE & FER WVNFICOW CIERLHE 2 BT 5,

6.2.1 NSCLC IZt% 5 &R DTS

6.2.1.1 EWNERRRER

6.2.1.1.1 EWNE 138 (CTD5.3.522: 010 3B, X—F ARWB<2014 45 A~2017 % A >)

HEATREHE BT 24 5] (PK fEMT)IGT 24 1) @ Zxt512, Trem KO Durv @ PK 545 itd 5 2 & %

HigE L7 dEERIE BRI I S iz, Mk - HRIZIDIT O B0 LS4, Trem & O Durv O ik

IR RE STz,

23—k A Trem 39 i 10 mg/kg Z Q4W T 6 [1], Z D% Q12W TERIRN#E 5,

»3— K B : ODurv 15 mg/kg % Q4W T 13 [alE RN 5- & OFFH T, Trem 10 mg/kg % Q4W T 6 [F], #
D% QL2W T 3 [ RNF% 5-. @Durv 20 mg/kg & T Trem 1 mg/kg 2 Q4W T 4 [a], # D%
Durv 10 mg/kg % Q2W T K 22 [l RN #5-. XX @Durv 1,500 mg } Uf Trem 75 mg % Q4W
T4E, Z D% Durv 1,500 mg % Q4W T 9 [EEFHIRIN X 5-,

e GEHICBIT D Trem L' Dury @ PK RT A —Z %, FNENHR 15 KOFE 16 DEEBY Tho
7~
#F 15 FIEHRERHCRIT S Trem © PK RT A —F

° = Cmax tmax*1 AUCZSda S
/3= F Trem i n (ug/mL) (day) (pg-day/rrylL)
A (Trem Hilif 5 10 mg/kg 4 183 (15.5) 0.051 (0.045, 0.058) 1,850 (3.12) *?
1 mg/kg 6 205 (12.9) 0.046 (0.044, 0.048) 153 (26.2)
B (Durv/Trem #5.) 10 mg/kg 4 187 (24.5) 0.047 (0.044, 0.049) 2,010 (24.5) *?
75 mg 6 229 (14.2) 0.044 (0.042, 0.047) 239 (15.9)

SOTTEEE CROTABEMRE%) . *1: hRME (R/ME, B&RE) . *2:n=3

® POSEIDON #52?> T/D/IChemo #EIZF51F % 573 WA+ 1 #ifk, O HIMALAYA B2  Durv/Trem EEIZIS1T 5 113 #rifk
W2 BT, Trem JBEEAY 100 pg/mL % ERl- 72,

9 NR—hFAKDB TENZN 8 KLTN16 i (PKAEHT 6 EITEN T 8 K ON16 ) 23%t5 L Shviz,

10 3 mg/kg BEOD MLIE T EEHER I, Trem #5812 M5 T Trem 2 OBIRE s EH 2388 5V Ao 12550 Bl 7o %8 4
RLIZZ &S, 3mglkg BED PK 5 — & 1 3EMT ) B RS S iz,

23
A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



# 16 WEHSEIZIT D Durv @ PK 85 X —&

= Chmax tmax* AUCZBdayS
Durv DFi & " (ug/mL) (day) (ug-day/mL)
15 mg/kg 3 278 (24.1) 0.18 (0.050, 0.18) 2,980 (26.2)
20 mg/kg 6 353 (16.5) 0.057 (0.046, 0.063) 3,390 (22.5)
1,500 mg 6 439 (15.8) 0.048 (0.044, 0.076) 4,680 (15.7)

AP CRITABRE%) | > HRfE (R ME, FHRfE)

6.2.1.2 [EBRILFAER
6.2.1.2.1 [ERRILFEFEMAEFB (CTD nsclc5.3.5.1.2 : POSEIDON #EX <2017 4 6 A ~2021 43 A >)

YIBRARE 2R HETT « F98 D NSCLC #3% 1,013 f5i] (T/D/Chemo #F 338 {5, D/Chemo #¥f 338 5], Chemo A
337 %) (PK it 5213 666 1Y ) Z x4, T/DIChemo #%5- 1% D/Chemo #¢5- & Chemo DA% &
Oz b2 2 L& By & LI EBIEA IR M uiakii s F2ki S 7z, T/D/IChemo BEIZF1T 5 H]
% - FHEIX, Chemo & OfFH T, Durv1,500mg LT Trem75mg 245 0, 3, 6. 9 H 24 1 [RIEHRMF
H.. ZO%% 12 B 725 Durv 1,500 mg Z Q4W TR G- L, £7-, % 16 M HIZ Trem 75 mg % 1
BIEARNEE G325 Z & &S, Mg+ Trem BELSSRG Sz,

T/DIChemo BEIZ351T 2% 0 I A& G4& Ty, @%F 3 I A& G-, XU 12 # H &5-71 0 fLig
Trem JREE CGRATE¥IME CRMEERE%) ) 1L, @232 (65.6) . @4.16 (80.8) K '©@7.82 (75.7)
ug/mL Toh o7z, F7=. T/D/Chemo D H RNEF K OSNENBFIZBITH2OH 0 HEKGK TR, ©
%3 B EGA, KOO 12 #H HESRTOMET Trem JBE CGRATEHME GRMEENREY) ) X, £
NZ1026.9 (17.6) KX1r22.9 (67.9) . @4.17 (39.5) K1r4.15 (83.1) . WNT@4.98 (162) K Tr8.02

(70.0) pg/mL TH -7,

6.2.1.3 ¥EIERIRRBR
6.2.1.3.1 #EHEE 1 b #E3ABR (CTDnsclc5.3.5.2.2 : 006 3Bk  FEMIH <— b <2013 45 10 H ~2019 4E 11
A>)

GIBRANREZR LT « F-JE 0D NSCLC /4 102 5] (PK fEHT 6513 102 f51]) Z %512, Trem & PK % Z fiaf
T5HZEEEME LIEEMIERIRRRBR N EHE S iz, A - AL, ODurv3~20mg/kg % QAW #5 L
<% Q2W THEIRNIZ G- & OfFH T, Trem 1 mg/kg % QAW T 6 [0, Z D% Q12W T 3 [, @Durv 10~
20 mg/kg & QAW # L < X Q2W THEIRN# & & OfFH T, Trem 3 mg/kg # Q4W T 6 [F]l, Z D% Q12W
T 31E, XiX@Durv 15 mg/kg % QAW 5. & OfFHIZIWT, Trem 10 mg/kg # Q4W T 6 [0, Z D%
Q12W T 3 [AIE RN H3 2 = & & Sdu, fiFH Trem JREE DN Sz,

WA GHFCI T 5 Trem O PK /RT A—Z 3R 1T D LB ThoT-, Trem OBRFERIT. Batshi-
MR IV TR EITHp] LT L7z,

7 17 FIERERICBIT S Trem © PKXT A —4

Trem O & Crnax tmax t AUC2sdays
(mg/kg) n (ug/mL) (day) (ug-day/mL)
1 55 225 (36.8) 0.045 (0.038, 0.078) 203 (46.5) *2
3 32 575 (57.2) 0.045 (0.035, 0.056) 625 (24.1) ™
10 9 192 (15.1) 0.047 (0.042, 0.056) 1,800 (25.1)

S CRATZEERER%) | *1: PRfE (R/ME, FoAfE) . *2:n=36, *3:n=17

1D T/D/Chemo #% 327 {5, D/Chemo #¥ 330 1l & O* Chemo #% 9 173 PK fgtrsf & & &hniz,

24
1 X7 4 VTR EE (NSCLC - ITHifass) 7 A b 7 B Wkaatt At &



6.2.1.4 PPK f&AT
[E B[R BR (D4190C00002 #A5R12 K (Y POSEIDON #&5R) K& OVES G ERER (D4190C00010 #RBAL |

006 3, BASKET i K OF DETERMINE > ) T 5417z Trem @ PK 7 —# (1,605 5, 5,455

BIERER) 12 & IERIRIRGIRET VI X D PPK BTN ENE X 4v, LU F ORI Thiiz ((EH

Y7 k7 =7 : NONMEM Version7.4.3) , 7238, Trem @ PK (%, HREHLE KL O BIIKIER) 72 CL® & f

9 2= X—= RN A Y NET LY R S,

o Trem ®OCL K U@V1 IZxfT 5 & L LT, ZNENORE, Fin, MR, ANFE, Hugk, mig7>
V7, LDH, CrCL, PFMZE, ITFEREREEYY | NLR, ECOGPS, MAFE, W & UL Trem Hi
K, WONC@KRE, i, 5. ARE, ECOG PS M UMNAMSMET Sz, ToOfEHE, OCL KX
OV1 iZxtd 2 FERIEEREL LT, 2N EnOKRE, Hhl. MiE7 L7 v, BAFER OO,
W ONZQOEE L ORI EIR STz, 7ol HEHEIT, SHLEED Trem OB EIC KT T2
[REHITH o722 L, A ED Trem O PK (ZEEK ERTEE & 72 5 28 % RT3 v Reth i/
EEZXLREDIILTND

e {KFE 30kg DHEHIZ Trem 1 mg/kg Z Q3W T4 A5 L, H&5h 16 MEZIC 5 EIH 2 &5 L7 R
DOIEFREIX, R 30kg BOEFIZ Trem 75 mg %5 L 7B & Hﬁx L“ﬂfﬂ N R 75>?EE =
7= (3818), 7. 1KH 30 kg DHEHFIC Trem 75 mg % Q3W T4 a5 L, &5 16 HEZIC
Bl Z&E UI-BEOBREEIL, RE 30kg BOEE T Trem 75 mg %5 L7 BS & g L/“Cmf %N
L7ebDD, (K 30 kg EO BT Trem 3 mg/kg 25 L7-BR & g U CTIRMEZ 7R3 2 & 3EE S

iz (% 18),
£ 18 5P EEESRICEIT D Trem O PK T A—%
FH% {Z'SE Cmax AUC Cmin
(kg) (ug/mL) (ug- day/mL) (ug/mL)
3 mg/kg 34~134 78.6 (45.3,163) 896 (444,2,700) 27.1 (5.88,116)
75 mg 34~134 25.1 (15.6, 62.6) 261 (163, 755) 7.7 (1.7,32.2)
75 mg 30 40.9 (27.5,77.1) 439 (265, 1,220) 13.8 (2.79,52.3)
1 mg/kg 30 16.3 (11.0,30.8) 176 (106, 487) 55 (1.1,20.9)

hgfE (B ME, oK AE)

[Eps AL FIBR (ATLANTIC 357® | PACIFIC 3B | CASPIAN #8520 & Y POSEIDON #Bk) O
HESMiE R B (CD-ONMEDIA736-1108 #X5#2Y ) THF H a7z Durv @ PK 7 — X 235, 3mg/kg LA F o &
T Durv BN EE SHIZEREERWZ PK 7 —4 (2,827 1], 11,683 @K N (M3 & IERBIRA IR
BT M LD PPK T E L S 47z (BEH Y 7 b =7 : NONMEM Version 7.4.3) , = Of55, KT 30
kg DEFIZ Durv 20 mg/kg % Q3W T 4 [Bl, Z D% QAW TH G- L7-BROMREE &L, (KH 30 kg O BE
(2 Durv 1,500 mg % #5- U72B8 & el U ORI 2 7R3 2 E M EE Shve (£ 19)

1

N

) EEEBRE xS L L EBRILRE AR,

19 EIERE R L LU 1R,

W PRI EROE, LR L OV R B SR & LTRSS AR,

150 L g BT P R R R OV R B o B AR A P B & L T2 IESM S T b AR AR,

1 purv L SNTZBEORCB N T, BREEFN. CLATT VICE $hi,
10 NCI-ODWG #HEic S & s iz,

18 NSCLC B & %4 & L BRI T AR,

19 NSCLC B & %4 & U7 BB R4 AR AR SR,

20 HERA SCLC B & i 4 & U7z [EFE IR 58 TFH B,

2 [EJERE R RS & LTSN 1/ T ARRBR,

25
A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



F 19 EEIRBIZEBITS Durv ® PK /ST 2 —H

R LNEEN Conax AUC Chin
(kg) (ug/mL) (ug-day/mL) (ng/mL)
1,500 mg 34~134 759 (462, 1,340) 12,300 (6,470, 22,700) 305 (120, 656)
20 mg/kg 30 429 (280, 728) 6,610 (3,280, 11,300) 166 (62, 318)

HoRfE (e/IMiE, R AE)

6.2.1.5 BREELAHEROEZEM L OB
ER AL EFEMFAFRER (POSEIDON #ER) CTH LT — X IZHK-3%, PPK f#fT (6.2.1.4 508) 12k Y
HEE S 4172 Trem O Durv OBEFE & & A 3hE R OV 20 & ORI E S e S vz,

6.2.1.5.1 IREELHMEL OBEE

Trem OBEFTEE (PR M OS5 [ B % 500 Chaxe AUC T Crmin) DU A C T/D/Chemo % 4 4K
(243E| L, Kaplan-Meier 5% FVNC, Chemo B & OF Trem O IgER &£ M D 0S KO PFS MHEE STz,
Z OFER. WA A% D Crin WO 5 [B1H 5% 00 AUC XY Crmin DF 1 U AEFIZFV T, Chemo
BE & bl LT OS KON PFS MEET 2B mARD bl (£ 20) . —F., #EEG%O AUC I NZH)
6]} O 5 1] B 42 542 D Crmax DFF 1 PUSM AR T, Chemo #f & Hle LT OS KO PFS 23 WAffEICRiAE T %
HPNTRRD bR o7,

£ 20 Chemo #KE O Trem DRBEOE 1 WANMERIZBIT S 0S R PFS OfER

thalfif [95%CH]  (H)
Trem OREZ B O F 1 Mo

Chemo #£

WA 5-4% 7 Cin 5 [a] B $¢ 5% 0> AUC 5 [A] B B 5.4 D Cmin
0S 349 [319, 400] 234 [164, 350] 234 [152,318] 205 [144, 295]
PFS 161 [143, 185] 117 [85.0, 164] 128 [86.0, 146] 128 [86.0, 154]

F7-. Durv OIREEE (F)RE G L OVEFIRIED Crae AUC & X Cmin) & OS & TR PFS & ORFHE|Z
DN, B ERIERICRET SRS, Durv OBRERE L OS KON PFS & ORI B2 B I X580 H 7
Mol

6.2.152 BREEL LML OEHE

Trem OBEFEE (F)EI% OS5 B H & 5850 Crnaxe AUC KT Crin) & KIEBIR O E TE 220 Grade 3
LLEOFERS Grade3 UL EOEH T REFEHGHD KO Trem O G IEICE > - HEEROREBLE
EDOBEIZONWT, RY AT 4 v 7 BERET VERHOC TR Sz, ZORES, Trem Ol & L Eito
AEFLOFKBLER L OMICAMERBEEITRD bR oTz,

F£7-. Durv DIRFEE (FIEHEGE K OVEFIRBED Chaxe AUC T8 Crin) &« KRR DS E TE 22
Grade 3 L Lo EHES: Grade 3L LOERTREFEFL 2 KO Durv OFGHIEICE - EHEHSR
DFBIR L ORHEIZOWT, ERE & ARG S5 S, Durv OIRERZE L ERLOREFRORELS L
DI B 72 B IIER O B Lo 77,

2 fififigse, IFHSRERE B E F G, TR/ KB, WOWREE (BIBHEERE, 1 BUERP . BORISAE TTEE, THEARK,
BRI REAS TE L OV BRARAR) | BHSRERS E B G R 25/ 705, IRHRRERE E R 5 | LA, EIER I JAE,
XT 2« NU—SEERE, fFZ%. infusion reaction/iBEUE & OSENEREOEFIC L VBT L EZ N ESR,

26
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6.2.2 FFHIRDEIZ£R D B RO

6.2.2.1 [EBRILFAER

6.2.2.1.1 [EEEILFESE I /T3R8 (CTD5.3.5.2.1: 022 3B /3— b 2 RO 3<20154F 10 H~2021 4 1
A>)

GIRRARE 22 AT E B 332 151 (PK ATl 8213 319 ) % 5t4812, Trem } O¥ Durv @ PK 4 % a4
HZ EEBERE LEERRBRAEM Sz, Hik s AZEIIBLTO LBV &S, Trem & O Durv O
TH IR EE DS S 47z,

o N—h2:
> Durv 20 mg/kg % Q4W THEHIRN & 5-,
> Trem 10 mg/kg % Q4W T 7 [l, Z D% QL2W THEIRN X 5-,
> Durv 20 mg/kg Z QAW THIRNE G- & OHFH T, Trem 1 mg/lkg 2 Q4W T 4 [EIF RN 5-,
> Durv 1,500 mg % Q4W THEHRMN G- & OFFH T, Trem 300 mg % 1 [RIEFARAN 5,
o N—][3:
> Durv 1,500 mg % Q4W TR 5,
> Durv 1,500 mg % QAW TERIRIN G- & OBFFA T, Trem 300 mg % 1 [AIE RN 5
>  Trem750 mg % Q4W T 7 [a], & D% QL2W THHIRIN X 5,
> Durv 1500 mg % QAW THIRNE G- & OOFH T, Trem 75 mg % Q4W T 4 [BIFRINTE G-,

Trem KON Durv O IMiEHIREIL, ENENE 2L KOE 2 DEBY Tholz, £7-. Trem 300 mg %
HIFIZE1T % Trem @ Craxe AUChst XNty GBI RTEENRE%) ) 1L, i E4 92.0 (18.2)
pug/mL, 1,294 (21.1) pg-day/mL }2 (¥ 25.1 (43.00 H CTH-7=,

#21 MEF Trem BE

Trem O & T E R R n B (ug/mL)
%1 E R E R TR 34 22.2 (29.1)
1 mg/kg % 13 8 H & 5l 14 4.55 (82.1)
%5 13 B & G55 T 12 23.4 (19.8)
8 10 B G T IR 31 215 (23.3)
%5 13 i B £ 511 14 439 (50.5)
10 mg/kg 513 B G TRE 6 204 (117)
95 25 3 B % 581 7 38.8 (22.9)
%5 25 W B & G54 T RE 5 202 (10.3)
1B RGK TR 40 27.0 (49.6)
75mg % 5 06 B % 5-5i 32 418 (71.1)
95 13 3 B 4% 551 11 4.11 (146)
%13 B &G T 11 27.8 (39.9)
300 mg 1B RGK TR 68 99.1 (28.6)
5% 530 H & 571 48 11.7 (57.3)
%1 E R ERE TR 29 225 (39.0)
% 538 B & 5[ 23 26.7 (81.6)
750 mg %5 13 3 B & 51 16 31.3 (78.1)
5% 13 B GHET I 11 225 (68.2)
%5 25 ¥ B % 55 5 35.6 (15.6)

Sl ME (S ZEEhER %R %)
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# 22 MmiEYF Durv EE

Durv @ & T E R n =% (ug/mL)

1B RGHK T 64 357 (38.6)

20 mg/kg % 13 i B £ 5/ 31 87.3 (62.2)
55 25 0 B # 571 19 90.7 (62.1)

55 25 H B GH T 8 359 (32.8)

1A RGK TR 165 394 (37.5)

%55 06 B & 551 128 4 (46.6)

1,500 mg %5 13 08 H #5010 65 96.0 (60.4)
2513 0 H & 584 TRF 62 560 (31.6)

%5 25 i B £ 571 50 125 (58.9)

Sl ME (S ZE 1R %R %)

6.2.2.12 EEILFRIFMAERE (CTD5.35.1.1 : HIMALAYA BBR <2017 £ 10 A ~ £ [FT—F b v
FAZ7H 202158 A 27 H] >)

A B AL SRR O 72 WU BE 22 RIS He 1,324 151 (Durv/Trem #F 393 451, Durv/Trem75 £¥ 153 5],
Durv #£ 389 Bf, Y77 ==7#E 389 &) (Durv XU Trem @ PK fEHTxIGEE N4 847 KON 528 fil
2)) Z%fGAZ, DurviTrem &5 X Durv 5. & V7 7 = =7 OFINER V222 i+ 5 Z L 2 I
& LT IAEAALIE B M el 526 S vz, ODurv/Trem B O@Durv BEZ 3T 2 Ak - A=, £
LZ 1 ODurv 1,500 mg Z Q4W Tk G- & DOOF T, Trem 300 mg % 1 EIEFHIRNEE G-, & TU@Durv
1,500 mg % Q4W THEARPNE G- & &4, Durv 2 O Trem O MiLig I E SR S iz,

Durv % O Trem O I iEHIREIL, TNENE 23D LBY Tholz, £7=, DurviTrem D HARNEHE
M OSMENEFIZRBIT 520 0 1 Bib& T, @8 4 8 B&GHT. LOQF 12 # B 544 T o1
THEH Trem R GRMEEME GRALEEIRE%) ) 1%, ThthO79.1 (80.8) KUr77.9 (121) . @113

(80.4) }%1110.7 (85.5) | WNZ@1.2 (58.3) KU13 (174) pg/mL Th o7z,

# 23 Durv Bt Trem O fLiE g R

. Durv/Trem Ff Durv Bt
3 n Durv 2% (ug/mL) n Trem JEEE (pg/mL) n Durv £ (ug/mL)
50 0BG T — — 379 78.0 (117) — —
o 438 H & 50 314 59.9 (102) 221 10.7 (84.7) 340 74.7 (86.7)
5% 12 3 B B 5 253 775 (280) — - 252 114 (116)
912 HERGHTRE | 248 539 (38.6) 113 1.3 (157) 255 557 (32.7)

MM CRMZERE%) . —  WEES

6.2.2.2 PPK f#T
[El B 4L FIFER (D4190C00002 7Bk 120 | 022 #ABR, POSEIDON 6% & Y HIMALAYA G5R) M ONMESM G
PEakBR (010 5ABR ¥ | 006 3Bk, BASKET #Bk 14 } () DETERMINE #B& % ) T/ 5172 Trem @ PK
7 —% (2,406 i, 7,039 IERFR) (TEDE, IHBIRAERET M X D PPK T3 Ff S v (ff
MY 7~ =7 : NONMEM Version 7.3.0) , ZD#E5%E, (AH 30 kg DHEF T Trem 4 mg/kg & #5- L7 ER
DOWVEEZ T, (RE 30 kg B OEFEIZ Trem 300 mg %5 LI2BR & ik U TIREZ R~ 92 &3 HEE S
(£ 24) |

23 Durv/Trem £f 348 5], Durv/Trem75 &% 142 #51] &% O Durv % 357 #1173 Durv @ PK f#brt£e & &hfz, F7-. Durv/Trem #¥
386 31 &% OF Durv/Trem75 #f 142 7% Trem & PK AT 15 & <7z,

28
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#F24 Trem @ PK RF A —&

IR R Conax AUC Chin
(kg) (ug/mL) (ug-day/mL) (ug/mL)

300 mg 40.5~140 86.6 (45.8,174) 773 (373, 2,320) 12.4 (3.70,74.8)

4 mg/kg 30 50.3 (29.6,91.9) 409 (277,1,030) 6.99 (3.64,31.8)

ToRfE (e/IMiE, R AE)

[EER I mERER (ATLANTIC 3B 18 | 022 75k, PACIFIC B 19 | CASPIAN &5k 2 | POSEIDON
B )% O HIMALAYA 382) K OVESMig A ER (CD-ONMEDI4736-1108 6% 2V ) T# 5 4L7= Durv @ PK
T =205, 3mglkg LL T O & T Durv B3 &5 Sz BE ZBRV T PK 7 — 4 (4,043 i, 14,760 I iE R
R) CESE | IERBIRARET VICL D PPK T A ESN (BEHY 7 FU =7 : NONMEM
Version7.3.0) , ZD#EF, {KHE 30kg D HEEIZ Durv 20 mg/kg % QAW TH#H L 7-BEOIRFE 1T, A5 30
kg HED B2 Trem 1,500 mg & Be 5 U7-B & bl U CIRMEZ R~ 2 E 3 HEE S vz (£ 25)

£25 FEHWRBICBT B Durv ® PK RF X —%

ﬁﬁ% ﬁgﬁ Cmax AUC Cmin
(kg) (ug/mL) (ug-day/mL) (ug/mL)
1,500 mg 40.5~140 576 (283, 2,060) 7,280 (1,930, 35,600) 145 (13.2,1,050)
20 mg/kg 30 380 (298, 683) 4,990 (2,200, 14,000) 113 (27.3, 429)

R /M, ROKH)

6.2.2.3 BREBEELAHVHERORZEM L OB
[E BRI [EE AR (HIMALAYA iBR) TEOLNT-T—ZIZH-S&, PPK fifthT (6.2.2.2 &=8) 12X
O HEE ST Trem KO8 Durv OBEE R & A R0ER O 2t & ORER B ST,

6.2231 BREELAMEL OBE

Trem OBEFE & (Cmaxe AUC 2O Crin) D PUS37 25 C Durv/Trem £ % 4 BEIZyEI L, Kaplan-Meier 1%
FAVT, Trem OFRFEEIED 0S KU PFS 2MEE S, ZORER, Trem OURFEHR & 0S L UNPFS &
ORI BHEILRED o T,

F7-. Durv OIRFER (FIEHE 58 L OVEFIREED Craxe AUC T8 Crin) & OS TN PFS & D BEEIC
SNT, FE L AR E SN fE R, Durv OEREER L 0S K OVPFS & ORI IAfE 72 BIEIXERD H AL/
Mnolz,

6.2232 REELZEMELOMEHE

Trem OUEFERE (Cmaxe AUC LT Crin) & RIFBIRO G E TX 720 Grade 3 UL EOF EHFSL K ONAH
BfROEETE 72\ Grade3 L EDOFEE T REFEFLH DR ORBE L OREHIZONWT, B VAT 4 v 7
FfEF VA AW TREI STz, FOREE. Trem OIRERE L FEROEEELOFRHLE L OMICHME
HITFRO b0 oT,

F 72, Durv OIEZE R (P][a] £ 50 K OVEF IRRED Craxe AUC T Crin) & RIRBIRO A E T E 72\
Grade3 UL EOHEHRS, KEBMROEE TE R Grade3 UL EDOER T _EHEHFSL 22 K1 Durv OF
IR E ST EEFGORBRL OREIZOWT, Eii & RIS SR, Durv OIgFER L k
FEOREFG OB L ORI BT bR o7,

29
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6.2.3 Trem DIREE L QT/QTc MIFENEEh & DBSE

WESNE 1 b AHERER (006 FRBR) 1233\ C /LI E R AR O L5 Trem 2SI E R HE Cdh - 7= 66
DT —ZIZFKSE . MmIFET Trem 2 & AQTCF & OREIZ S\ T, FIBIRA T T L& H VTR S
=, ZOfER., MmiET Trem EE & AQTCF & DM WM BE#IIZRD LR o7,

REEE 1L, DL EORERSEN S Trem OEFRE AR QT/QTe MR IER 32 AIREMEIEW B2 5 B
ZBIL TS,

6.2.4 EHEROCHEEDK T Trem @ PKIZKIETHE
BERERE A AT D B L OIS RERE T A 9 5 A 2 X R1Z, Trem @ PK Z i3 2 H AR X 5
ST, LML S, LFOEEBET 5 &, BiE &K ONFHEREDIR 23 Trem @ PK (52
Z RAETAREMIHR WV, ERFEE IR LTV 5,
o Trem IEXH LR SRR K VAT D Z LD, FTERE K OV HEBE DI T 2N Trem @ PK (2%
ZRIET AR B2 D L,
o PPKIEHTIZINT, CrCL M OVIFHEARERSESE L Trem O PK /R T A — X I ZRkIT DA ERILER L LG
RaninotzZ & (6214 H)

(e

6.25 Trem ® PK DEWN/ZE
HiEE L, LTOREEZZBESTHE, Trem O PK IZHRERENAZITROON TV RNWEEZ XL 5L
FEB LTS,
o [EWNE I FRER (010 3B KOS 1 b FHEER (006 #R) (235U T, Trem OIREE &2 g7 E
HIZFRO N2 o7-2 8 (62111 K10 6.2131 %) |
o [ERRLFEIF AR (POSEIDON Bk & N HIMALAYA RBR) 128\ T, BARANERE LANE B
EOMT, IMiEF Trem JEEICHME R ZRITRO LR N-722 L (62121 K11 6.22.1.2 BR) |

6.2.6 Hi Trem HifEDS Trem D PK (2 JIiF 55

Pt Trem FUAOFEURDUL, EELFR MRS (POSEIDON 7§k & Y HIMALAYA #R) FiZk
THEt S 7z, (DPOSEIDON 8% T/D/Chemo ¥ & O@HIMALAYA 55k Durv/Trem £ THL Trem 1
(ROPE DN FEhE S 7= BEITBWT, D38/278 il (13.7%) K (X@20/182 5] (11.0%) THL Trem Hriki
B Ei, 26, O3L4] (11.2%) KO8 5l (4.4%) THL Trem HFFIHLIED G H S 47z,

POSEIDON #RERIZ 51T 2 Pt Trem HURRG B K Ot BE To Mg Trem JREEIXFE 26 O L0 T
oY W OB THIES Trem R ICHMERZRITZRD HNRP -T2 Z EFELBET L5 & HiTrem Hifk
25 Trem @ PKIZEE A RAX T AIRENVEIZIRVN & B 2 5. EHFEFEITER L T D,

K26 B Trem filAGHEAEROREBFICE T 20T Trem BE  (pg/mL)

iljas i n Bt Trem Bk B n PU Trem HriRpatt B
5% 330 H & 501 29 3.34 (83.9) 236 4.22 (76.4)
%512 ¥ B % 5801 11 7.61 (67.4) 163 7.69 (75.7)
BeHET 3 A% 9 0.668 (49.1) 91 0.859 (84.4)

BT PEIE (EMABIRE%)
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6.R BRI DEEOHKE
MEREIT, RSN EEHC RS X . Trem &8 Durv O R SKFIAE B A HEEZ OISO\ T, DL
TOHRIRTRETZ2FRE . S AFUATEE &I L7,

6.R.1 NSCLC BHEIZHIT S Trem OREE L HohME L OBFEIZOWNT

POSEIDON 7B 23V T, Chemo Bf & b L T Trem OBRFEE D 1 M4 T OS KON PFS 734
M9 DA ED HiLiz (6215158, £27 (1) ) . BEMHERICOWVWT, HEFIZLLTO L 515
HLTW5,

PRI BE T 2 K F DA R EE B O 1 WM 1T 5 0S KU PFS ORI B % MIF
L7 alREME 2 a9 D720, FRoEM & k5 & U fifhT 2 i L7285 5%, W I ooyt 0S
M OVPFS DY — REEME T3 2 M 25580 bz (£ 27) .

o Trem OIBEREOE 1 WAHMEMICE T 2EEICEET 2ERK T Onfiz~y T 7 SHi
Chemo #EDEEM], O Trem OIRBEEDE 1 WUASNER 2% & Uit (27 (i) ) .

s Chemo BEDEAREMN KO Trem OIEFTRE DS 1 WAONEMZ RIS L LT, BEREL O RICEE
LERINT 2 ZHEE L LIz Cox N — RET VT X DT (327 (i) ) .

£ 27 Chemo BEKL O Trem DIRBEDE 1 WA ERMIZIBIT 5 OS LT PFS OfER

NP — REE [95%CI]
a4 544 D Cin 5 [a] B £ 5% AUC 5 [a] B £ 5% Cin
(i) 0S 1.42 [1.10, 1.84] 1.43 [1.10, 1.84] 1.42 [1.10, 1.84]
PFS 1.16 [0.90, 1.50] 1.20 [0.93, 1.54] 1.23 [0.95, 1.58]
Gi) 0S 1.19 [0.86, 1.64] 1.17 [0.85, 1.62] 1.04 [0.76, 1.44]
PFS 1.00 [0.72,1.38] 0.95 [0.69, 1.31] 0.99 [0.72,1.36]
(D) 0S 1.14 [0.86, 1.50] 1.25 [0.95, 1.63] 1.13 [0.85,1.51]
PFS 1.00 [0.76, 1.31] 1.10 [0.84, 1.43] 1.03 [0.78, 1.36]

PLEX V., Trem OREREOF 1 WANEMICEIT D 0S LONPFS OfE 1%, HAICEE T 25 =K+
DKL TWAAREMENH S Z L 2 E[ETH L. Trem OIREFE RS OS M PFS & OB 7 B 133
OHENTWRWEEZ B,

B BRLINRIE, UTOLBY Tha,

FROWEHE OBIE—E OB TEETH S b DO, FMICBET 5155 710 L 5 HE R O
fEA (F27 (i) KO (i) ) 128V TH, Chemo Ff & Ll L 72 OS DIERAH 7] 7372 V)%ﬂﬁ#oﬁ_
L AEET S & Trem OBETE EHMEU NSCLC H3 17 350 C T/D/Chemo £ 5- DA A I6E5 3 2 Alfe
FEETE R L LT,

7. BRREEMER OBRKRHZ 2T 2 BRI N BT 2 BE OB
7.1 NSCLC IZf& 2 EE K OB IC 31T 5 B A OB

AHNE R Oz 2PEIC BT 2 I R & LT, 3% 28 IORTIENG T HERRABR 1 5Bk O E BRI R 45 4R
AR 1B RN SN, £, ZFERE LT, WS T AR 15U M OV EBR [R5 AR RASR 2 5K

2 R—25 (L OEEYA X, R—25 A0 ECOGPS, AST. M7/ 7 I . LDH, NLR, &EFZ&HEE (100
WRH Y 12 ZBERMW T 12 8B | MR (NSQ-NSCLC % SQ-NSCLC) . PD-L1 FEIEBEEANNG (25%Ai X
1% 25%i8) MO CTHWOLNLFEE (X7 ) Z2XEL (FATIVBRER) | FALAE U UIRA FLxtk
]\‘\) o
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BroEt 3
IZ. Durv @ SCLC (2% 5 ZhEE -
% 45T 246 H 30 BT R HREE

#* 28 AIMERUREHICET I HBRRRO—K

BRI E, eB, 2 EEEE LTI ENZERREBRD 5> B, MYSTIC RBRIZ OV T
HROBIMZEET 2 — A HGERHIGHMER A TH D Z E btz AT
A X7 ¢ VAT ERE 120 mg. [R AR EHE 500 mgl &)

TR | FE e . Bk — F
<4y | sk SRR G| PIES e FAE - B SEAE A
</N— kK A>
<=k A> Trem 3 I 10 mg/kg % Q4W T 6 [Al, = D%
AT [E QL2W TR 5
B
<s%— B> . <N—F B>
i EEE | < T FA> | ODurv 15 mg/kg & QAW T 13 [EIEIRIEE 5 &
e </\0_8$ . ORI T. Trem 10 mglkg % QAW T 6
@O=aA—h1 16 [, 2O Q12W T 3 [R5 o
’ @ak—12 @Durv 20 mg/kg X U* Trem 1 mg/kg % QAW T4 | 7
Bl 010 ! @=m—F3 gg 6], %1% Durv 10 mg/kg % Q2W T 22 [ml#F ;ﬁzﬁ
<R—hrC> R 5
Il S N =N </\ofo_i c> @Durv 1,500 mg X " Trem 75 mg % Q4W T 4
HEAT - HHEO a1 [al, % D% Durv 1,500 mg % Q4W T 9 [HI## ik
L g S P N5
£ HE e ON B
4 I Rz <=k C>
. i Trem 10 mg/kg % Q4W T 6 [A], Z D% Q12W T
¥ fif BRI
(DCBDCA/nab-PTX, H4:HHAI/GEM X% H4:
#1/PEM & OfFRIZEWT, Durv 1,500 mg &
U Trem75mg #8 0, 3, 6, 9 HIZ4& 1A
FrRINEE G, T O%E 12 B H O BT
PEM Q4W* & D HFFIZH VT Durv 1,500 mg
FOR Z QAW THERNIE S, F7=, & 16 WHIZ
1;[3 Z ff: SE”;E 1,013 Trem 75 mg % 1 [EIEHRPIEE 5,
E5 | bosepon | m | re e D338 @CBDCA/nab-PTX, [ HAI1/GEM XiT 4R | Az
Jt[] ﬁﬁb %E} ! ” @338 #I/PEM L OB T, Duv1,500mg % | 724k
NSCLC it (3337 Q3W T 4 [\, ZDOH%HEMIX PEM Q4W" L
~ OPFAIZEWT Durv 1,500 mg % Q4W T
IR 5-
(@CBDCA/nab-PTX, A4HHI/GEM X% A 4:Hl
H|/PEM % 4~6 VA 7 VERIRINZ 5 (1 48
#I/PEM D¢ 5-% = F 1235513 . PEM Q3W X
I Q4W 5% fikise)
FOR ODurv 20 mg/kg & T* Trem 1 mg/kg % Q4W T 4
ek 5], D% Durv 20 mglkg % QAW IR
s D 720 Y BR 823 5 FE
% g e
7| e | NEPTUNE || BRI | e | @CBDCARTX. f4Al/CEM SUTGRAI |
NSCLC i /PEM % 4~6 B 1 7 ViR G- (114545
- /PEM D343, PEM Q3W $¢5 % fkft)
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EE | Eh . . gk . - T2
=5 | Huk R4 A PIE (ke FE - B OB SETIE H
<RGN — >
Durv & O Trem & LU N o ik - F& COFf#
=
(BiE)
o ¢ | * Durv: Q4w T 13 [ (D~®) X% QW T
SHRERS ) 6m ©. ) wReEs
102 e Trem : QAW T 6 [r], D& QL2W T 3 [ali
%is ()
@18 ODurv 3 mg/kg, Trem 1 mg/kg
) bR A e 72 ®3 @Durv 10 mg/kg. Trem 1 mg/kg i
4N 006 Ib | #47 - HOD ©14 @Durv 15 mg/kg, Trem 1 mg/kg BRM
NSCLC #B%# @6 @Durv 20 mg/kg, Trem 1 mg/kg PK
®9 ®Durv 10 mg/kg. Trem 3 mg/kg
@17 ®Durv 15 mg/kg, Trem 3 mg/kg
11 (@Durv 20 mg/kg, Trem 3 mg/kg
< P L e ®Durv 15 mg/kg, Trem 10 mg/kg
k> @Durv 10 mg/kg, Trem 1 mg/kg
355 44 @Durv 10 mg/kg. Trem 3 mg/kg
<HBIERSN— k>
Durv 20 mg/kg K O Trem 1 mg/kg % Q4W T 4
[a], % D% Durv 20 mg/kg % QAW T 9 [EIF/RN
&5

*: AEHE/PEM 5 22 T 7256

BERARBROMMIILL FO LB Thotz, T, FEERBRICB O THW S - HiiErE Al o H
e HEIZ, FFRLLRWRD R 29D EEBY Thotz, 0B, FHERBR CTRO BN T USND TR EH
EHEAT, (73 EERRBRICBW TR bNT-AEFRS) OEICTHE L,

#29 BERBRRICBOVWTHVWOKEREMEERORE - FEO—&

Ak - A&
3WMAE 1A 7L LT, CBDCAAUCS XL 6mg - min/mL FHY4 &% % 1 H B, nab-PTX
100 mg/m? Z % 1, 8 XY 15 H HICHARNER 5
WM %= 1171 E LT, CBDCA AUC 5 Xi% 6 mg * min/mL i & & Of PTX 200 mg/m?
&% 1 B BICERIRN 5
PEM™ PEM 500 mg/m? % Q3W i Q4W THHIRIN £ 5
POSEIDON 7% : 3 fi] & 1+ 7L LT, (i) CDDP75mg/m? XX (ii) CBDCAAUC
54 L<iZ6mg - mn/mL S EZE 1 HEH, GEM1,000 & L < 1% 1,250 mg/m? %25 1 K 1* 8
A BRI 5

CBDCA/nab-PTX

CBDCA/PTX

82/ GEM™ NEPTUNE 3% : 3fi%4 1 ¥ 71L& LT, (i) CDDP 754 L <% 80mg/m?3ix (i)
CBDCAAUCS A L<iE6mg - min/mLA%&EA% 1 HH, GEM 1,000 # L < IZ 1,250 mg/m?
1 KO8 A BICHARPAE S

4 B0 /PEM™ 3M%E 19 7L LT, CDDP 75 mg/m? X% CBDCA AUC 5% L < (X 6 mg-min/mL #H

2B % OV PEM 500 mg/m? %45 1 B BICH AR G-
*1 . {HARIHFI/PEM B E5# DA DK STz, *2 1 SQ-NSCLC BE DI G- Sz, *3 : NSQ-NSCLC HE DA
BEINT-
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7.1.1  FHEEE
7111 ENAR
71111 EANSE IHEAB (CTD5.35.2.1: 010 BBR<2014 45 A ~20174E g A >)
HEATE A S (BEEAS, S—FA:126], S—hKB:&ak—h3~6 K=k C:
40 i) % %5212, Durv KON Trem OB M: LRMEFELA G5 2 L 2 BN E LIoIFE M RS
[EIWN 12 Jitigk CHHME S 7z,
L - AR, ZRENLLTF O LB 0 RRE S, BT IR IS5 Y T 5 £ TR G &k
T o2 &I,

<N— 1K A>
@D : Trem 3 X% 10 mg/kg % Q4W T 6 [m], £ D Q12W THRMN & 5-,
</X— | B>

@ (zA— 1 1) :Durv15mg/kg Z Q4W T 13 [FIFERIN 5 & DT Trem 10 mg/kg % Q4W T 6 [=],
Z D% Q12W T 3 [EIFRARN TR 5-,

@ (zd— "k 2) : Durv20mg/kg & Of Trem 1 mg/kg % Q4W T 4 [A], % D% Durv 10 mg/kg % Q2W T 22
Bl § RN 5

@ (=A—F3) :Durv1,500mg M * Trem75mg % Q4W T 4 [, & D7% Durv 1,500 mg % Q4W T 9 [A]
FRIRN 1 G-

</N—|kC>

® : Trem 10 mg/kg % Q4W T 6 [B], % D74 Trem 10 mg/kg % Q12W THERIN -,

AFRBR B GR S L7z 65 B (D8 B, @4 5, @6 B, @6 B, @41 ) EHNIEBRIENEL S, &
EYEDRENT G & EhT,

R—h~ A RO BIZEIT D IRBEEE 5 Bi4AT 4 BRI DLT FEMHIE & Sz, ZofEER, S—hA T
1L DLT OFBUIFRH 5T, /S— kB Tlid=adA— b 1 ® 1/4 5| (Grade 4 D EIERTES)E) . /S— K B D
adR— k3 ® 1/6 il (Grade3 D EIMHE) |2 DLT 2388 HAL72Z L&D, Trem B 5 OHESEH &1% 10
mg/kg & S, Durv & Trem OPEHFGIZHOWTIZ/SN— B D adk— k2 KO3 OFE - HEIZHONWT
EOHRDLFHMI AT 5 2 & 3T &l ST,

LRI OW T, IRBREER G T U G TH% 90 HUANOFETIE, 23—~ A 3/8 i (37.5%)

(3mg/kg : 1/4 (25.0%) . 10mg/kg : 2/4 {5 (50.0%) ) . »S— K B: 4/16 i (25.0%) (=A—h1:1/4
i (25.0%) . =2A— K~ 2:2/6 (33.3%) . =2A— bk 3:1/6%] (16.7%) ) . »S— K C: 541 #] (12.2%)
IZRRO B, FERITW TN S EEEIT Th o 72,

%) = A KU BIFETEGEEE . 23— b CITIXUIBRARREZRMELT « FFJ8 0> B Mo s o B2 K OVERME RGN o R R
FEHHMAAN ST,
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7112 EBRIEFRER

7.1.1.2.1 [EEEILFEFEMAEFRB (CTD nscle5.3.5.1.1, nscle5.3.5.1.2 : POSEIDON 3Bk <2017 4£ 6 A ~2021

£3H>)

(B FHRIEIE D 72 O YIFRABE 22 1T - FE¥E O NSCLC 52 (HAESEFI %L : 1,000 f1) % %522, T/D/Chemo
B 53X DIChemo #5-& Chemo OF R Vet 2 g4 5 2 L2 BHEY & LI BIEALIEEMRILER
RERS, A A ETe 18 OFE & Hulik, 142 Jiigk THEh S -,

AL - HEIX, ZNENLTOLEBY & &, EERET IR IEEECEY T 5 Tk 5 2
eI,

*  T/D/Chemo #f : CBDCA/nab-PTX, [H44:H5I/GEM X i H4554]/PEM & OFHFHIZI T, Durv 1,500
mg X X Trem75mg Z 25 0, 3, 6, 9 HIZH& 1 BIFFIRNEE G-, £ D% 12 8 H 26 B XX PEM
QAW L OHFMIZI T Durv 1,500 mg % Q4W TERIRINEE G-, F£7-. %6 16 #H B IZ Trem 75 mg % 1
[l E RN G-

e D/Chemo £f : CBDCA/mab-PTX, H4HAI/GEM XL A 4HAI/PEM & OO HIZEBW T, Durv 1,500
mg % Q3W T4 [a], ZDO#HEM L PEM Q4W* & OO FHIZI T Durv 1,500 mg % Q4W THHRN
# 5,

e Chemo #f : CBDCA/nab-PTX, H4&HAI/GEM XixA48A/PEM % 4~6 1 7 VERIRNES S (A

A HUK/PEM O 5% %1 F 1238613, PEM Q3W X% Q4W 5 & fikke) .
* . (148K /PEM 2 5% 2 11 2454

AFRBRI B Gk S EEEA L S 7z 1,013 ] (T/D/Chemo #f 338 f4i], D/Chemo £¥ 338 ffl, Chemo £f 337
Bil) 2F128 ITT £ & Sh, AatEofifrdg s Shi (55, AARANEEIL T/D/Chemo #E 21 i,
D/Chemo #f 21 5], Chemo Ff 28 1), 72, ITT 22D 5 B JRERIEDF - S 4172 D> 72 16 il (T/D/Chemo
# 7 f51, D/Chemo £ 3 ], Chemo #f 6 ) % Fx< 997 5l (T/D/Chemo £ 330 f5il, D/Chemo #f 334 i,
Chemo #£ 333 f5]) 27 WLREMEOMEHT SR E SNl (95, HARNEHE T T/D/Chemo 20 #il, D/Chemo
B 21 #l, Chemo £f 27 ),

AERPHAAREO BT Tl ARBRO EEFAMEE & LT RECIST verl.l (23£-5< BICR HJEIZ X 5 PFS
IERTE S 4, T/DIChemo #f & Chemo % &% UF D/Chemo #f & Chemo B N ENIEET 52L& L, BIE
JEBIELIT 801 fiil & X7z, LvL7edi s, 021 3Ba2® OfERN D, AR OE R RICIE S EH oM
ZRHET 5720121, LV EWBIEHBALE LB DN LD, BIKGHEEH O 0S OfFTIZE
FOME AT S22 ERE LT, BESERIEAY 1,000 FllCAT Sl (RBRFENFHEELETH
3 (2018 43 A 16 HfFF) ) o Fiz. 189 ilBa2 OfE %D, ARBROXIRHBH 2B VT, HL PD-
1/PD-L1 HUARIZ L 5 OS DIERNENHIFF SN D LB 2 B2 &5, D/Chemo #f & Chemo Ff D LLig
DHZEARRBROFHEAM & L TRE L BT, EEFHMEEE 2 PFS XN OS IZAE s (JRBRENF
W EWRTH 4 i (2018 459 H 25 AfHiY) ) &

1%

%) EGFR Efn AR ALK BB FIEEOBE BRI G & Sz, 7272 L, SQ-NSCLC B3 Xt KRAS & fx148
FLRGE O BB 1Y EGFR BIE T AR L ALK G BB TAROKRAEZ e L\ 2 & BNFFR Sz,

20 T/D/Chemo F¥ % (X D/Chemo BEIC B SR S NT-BESR 1 FIICOWT, Chemo BE5-DHE2ZIF =2 Linb, LaEMEMITIC
BT Chemo #f & Ehviz,

28 AP EERRIERR O I WU AE A AT « T3 D NSQ-NSCLC HE %5 L Lz, A&/K/PEM 1A T n ) X~7 % |
L TREGT D2 EORMERNLZEMELZMGT 52 & &2 B S Lo EBIER LIt 55 T AEEER,

2 fpEpRVERE O 7O EIBRARRE AR LT + TR D NSQ-NSCLC & A% & LT, HEIA/PEM 2L 71 ) X~ 7 it
TR ERE L TR LEBOAIMER OLEME T 5 2 L 2 AL Lz e AR RS,
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PFS {22 T, D/Chemo £ TF Chemo FEIZIU TR 398 {4 KUY 497 {4 PFS 4 X h3MEIZR &
To R ZNE AV REIFRAT B OB 2 FEhii 2 2 & & Sviz, 0SIZ 2V TiE, BLFOREST 3 [
O HRTRIFRAT B OB MR & i 2 = & & iz,

*  PFS O HRIfFAT IR AL
*  PFS DR ASRHTIF A
*  D/Chemo £} U Chemo FEIZF\NTHY 447 £ OS A <2 b VBIER SIUTZ AL
e D/Chemo A& Y Chemo AHIZ IV THI 532 14D OS A X h I BIEE I N7 Ky

72, EEOFHMBEEE 2% ET D 2 L ICfE D ZEMEIC OV T, DIChemo #f & Chemo #ED HLEZIZ F3 1)
% PFS KN OS DA B/KHEZ Z 1 E Uil 1% % OVl 4% & L7= EC, alpha-exhaustive recycling strategy
IC L AL EMRETFIE (Stat Med 2009; 28: 739-61) (2L V. AEBROFEIK HHY & X7~ T/D/IChemo Ef L
Chemo B PFS &Y OS D bhiis % & 6 72 R BR AR O 55 —FR O IR ANl 5% ZHil#H S 5 X 5 Fsk
Sn7e (K1) . Zpds, PR O FERIZ L S RO\ OHIEIZIX, Lan-DeMets #EI2HE5<
O’Brien-Fleming B o HE B AZ WL Z & & STz,

1% o 4% o
D/Chemo vs Chemo D/Chemo vs Chemo
PFS. £ (TT) %£H 0OS. 2% (TT) %M
D/T/Chemo vs Chemo D/T/Chemo vs Chemo
PFS. £& (TT) %M 0S. £& (TT) %£H

X1 OSKUPFSIZETAREFIEROCEEKE (@) 0EIYT

HEIWEIZOWT, EEFHMBHEE O—> & Sz RECIST v.1.1 [2£-3< BICR HEIZ L D PFS (2o
T, BT (2019 4E7 A 24 BT — % B v M4 7) OFER KO Kaplan-Meier thftiZZ 217 30 KO
2DOEBDTHY, Chemo BEIZXIT % DIChemo BEDEEENKRAESNT-, 7=, BIWKAM L Sz
T/DIChemo H£D PFS {22V T, Chemo # & bl U CHERHFIIICH BARIER D580 H il
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£ 30 PFS OEKMEITHEE (TTL£M, BICRYIE. 2019F7 A 24 BF—F by hE7)

T/D/Chemo #% D/Chemo #% Chemo #%
1%k 338 338 337
AV M (%) 238 (70.4) 253 (74.9) 258 (76.6)
thofi [95%CI] (W H) 6.2 [5.0,6.5] 5.5 [4.7,6.5] 4.8 [4.6,5.8]
ANH— K [95%CI] ™ 0.72 [0.600, 0.860] *2 0.74 [0.620,0.885] ™3 —
p fiE™ 0.00031 0.00093 -
(FEKYE (W) (0.00735) (0.00819)

*1 : PD-L1 ZBUIRIL (TC=50%LL ., TC<50%) . #A#M (SQ-NSCLC, NSQ-NSCLC) MK UYHH (IVA #, VB #i)
ZJERIK T & L7zJ@Rl Cox tefFl Nt — RET /L, *2 : 4 EKUEITHHE L7 99.265%CI 1% [0.561,0.918], *3 : f7 = ki
W60 L7= 99.181%CI 1% [0.583,0.942], *4 : J&RI log-rank #i & (Cox Lfil W — KE5 /L & [F/l—D @8Ik 1)

1004 ~-\ 100 =

e b s !

= % s = 801 N

g N g | .

g 1 y 5 3 D/Chemotff

Z 60 \ T/D/Chemofif 3 6 !

v

2 2 12.;: . /

£ w0 <\\ L0 e

S = ! .

2 » g

s / e ] y v / Y e

2 204 Chemoftf bttt g‘ 201 Chemofi# A . gy

£ " el £ . -

0 3 6 5 12 15 18 21 24 0 3 6 9 1215 18 21 24
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)

T/D/Chemo® 338 243 161 94 56 32 13 5 0 D/Chemo® 338 246 158 88 53 35 11 4 0
Chemo § 337 219 121 43 23 12 3 2 0 Chemo# 337 219 121 43 23 12 3 2 0

X 2 PFS OEABRITHE R D Kaplan-Meier Hi% (ITT £, BICR¥|E, 20197 A 24 BF—%H v A7)

Fio, b I OOEEFEEE & Sz 0S IZ2OWT, FBAEMIT (2021423 H 12 B —% 1w b A
7) OFEF I O Kaplan-Meier BRI T Z 1242 31 KX 3 D &30 T Y, Chemo FEIZ %95 D/Chemo
FEOBEENEIIGES L2 o 7o, — . BIRE R E 47z T/DIChemo D OS (25T, Chemo # & b
B L CHEEH RIS B R IER RO b,

31 OS ORFMMENHER (TTHEM, 2213 2 BTF—F vy v A7)

T/D/Chemo #¥f D/Chemo Ff Chemo %
B 338 338 337
AR (%) 251 (74.3) 264 (78.1) 285 (84.6)
HoufiE [95%CI] (B A) 14.0 [11.7,16.1] 13.3 [11.4, 14.7] 11.7 [10.5,13.1]
AP — R [95%CI] 0.77 [0.650,0.916] *2 0.86 [0.724,1.016] 3 —
p fiE™ 0.00304 0.07581 -
(A EKYE (W) ) (0.00797) (0.02879)

*1 : PD-L1 %EURIL (TC=50%LL . TC<50%) . #AFTY (SQ-NSCLC., NSQ-NSCLC) K OW# (IVA . IvB #1)
ZREBIRT-& L7z @Rl Cox il — FET /L, *2  HEAEIIES L1z 99.203%CI iX [0.612, 0.973] | *3: HEK
HELZTR L7= 97.121%CL 1% [0.710, 1.036] . *4 : J&5I log-rank #i & (Cox LI NP — REF /L & [[l— EHIK-F)
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1009 ™
\\\ 1009~
i
50 2. Sy
z N . \
= 60| \\ = RN ) y
g RN T/D/Chemofff g 607 N D/Chemoff
g £ N
z 0 \\ < 7 \ /
T 5 404 -
2 5 N
- Chemoftt - ‘-T_k“ﬁ o ——— e 3 Lh-.moT’T/ e
20 S 20 [
0 0 T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
TDChemo#t 338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0 0 D/Chemo®338 296 247 212 176 142 126 112 97 85 81 51 33 15 5 0 0
Chemo#337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0 0 chemo®337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0 0O

X3 OS DEMMEITHD Kaplan-Meier fiff (ITT£H. 202143 12 BF—F by h47)

LRMEIZONT, TRBRIER G AT G T# 90 HLINOIET L, T/D/Chemo #f 120/330 £
(36.4%) . D/Chemo #f 126/334 f5] (37.7%) . Chemo #f 103/333 i1 (30.9%) _nu&b%m‘_ (26, AN
BFITEBIT 5 ST 1T T/D/Chemo £ 2 5], D/Chemo #¥ 1 1], Chemo #¥ 6 1)) , % ABHETTIZ L 5 SE T (T/D/Chemo
# 91 {51, D/Chemo #f 101 ffil, Chemo #f 85 f5) % F < BEH DFEXIL, T/D/Chemo ﬁif%t&@ﬂmé&%4
Bl ML AE A K O ZERRSE S 2 . REEEOERRE, SRS, SYEOMHEEZE, B CEMOm
%/ H CREMEE R/ B CRENERER /B CEMEIT R, DIFAR2/COVID-19 ik, ek, 18 PAZEM:
e, BRRBER, EEARE S, AV E G, B, B/ MK, B AR/ Mg, PR R4/ il
K. BUIIE, >3 v 7 RO T HIMA 1 6], D/Chemo BETHEL 541, Mifidk 3 6, 2%, ke
iE ., RAMEMEATZE M OVGESRFE4 2 B, AR RRE/ MERE B Y o SHERERIE, (M5 I, DESE, BtEOAR
A, BREER, FEEWEL P EREAE, FZERRIE, 2B FH L OMUMAES 1 f, Chemo FETHliZE 3 51, fii
BRMARSE 2 B, R OFFEE, AP R4/ 18 PAZEME I L, COVID-19 AifiZe, D R4x, (DliAR4,
MMLAE e, FECC, ZEARSE. FEBMEAFhERIAE, i tEBIES. MR, IZERE R OV D= MEh 45 1 4
ThHY. 55, T/D/Chemo FEDFET, BAE, i, B M L%/ A CREME R/ A Lt

WE/ B ConsEENT 2, ZRALrE BRI, SER RS K OMUnAES 1 51, D/Chemo 0D E 4T BRI
SE, SPEDAHEEZE, SPELARKR VAR EES 1 6], Chemo FEDFEENELF PERBUME, Mize, SO
AEZE K O ENAR MARER 1 B, TRBRIEE ORERBRNEE SN2 o7c (HARNBEIZB T HHER
HATIZ L B TH] (T/D/Chemo £f 2 51, D/Chemo #f 1 41, Chemo #f 4 f4]) % i< 35 DIEKIE, Chemo
BE OIS T8 K O BMEAF H BRIV ES 1 I CTH Y . 5 BIEEL TP ERIBE 1 FlIE, RIS DR
RBIRDEE SN2 o 72)

712 BEEER
7.1.2.1  [ERRIEFAER
7.1.2.1.2 [EBRIEFEFEMAEFRB (CTD nscle5.3.5.1.4 : NEPTUNE FRBR <2015 4E 11 A ~20194E 8 H >)
{LZIRVERE D 72 W ANBE 22 AT « FE¥8 D NSCLC B (B EEREMIEL : 800 f3) % %f4:1C . Durv/Trem %
KL Chemo ODAEIMER OEEMEE T D2 L2 B E LI BEALIEEMRILEGER, A% ST
29 OE XX Hidek, 182 sk Tl <7,
AL - A&, ZRENLITOLEBY & i, FRERET IR LIRS T 5 £ Tl T2 =
eIz,
e Durv/Trem #f : Durv 20 mg/kg }2 T Trem 1 mg/kg % Q4W T 4 [5], % D14 Durv 20 mg/kg % Q4W TH#
RN 5,
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e Chemo B : 3% 1 A 7/L& LT, CBDCAPTX., H4&HAI/GEM XixH4&HHA|/PEM % 4~6
B A 7 VEIRNER S (B45E]/PEM O848 1%, PEM Q3W 5 2kt .

AFERIZB Gk S, JRBRIED B S 4072 809 il (Durv/Trem #f 410 5], Chemo #f 399 f5i) 234D
itk e &l (9B, HARNEFIE Durv/Trem # 23 5, Chemo £ 27 f4]) .

LEAEMEIZ DN T IR G-I TP X3 B G8 T 90 B LN OB 13 Durv/Trem Bf 155/410 51 (37.8%)
Chemo #¥ 95/399 5l (23.8%) I[Z@E®H BV (9B, AARANEFE L Durv/Trem £f 6 ], Chemo #f 3 i), #&
BUETTIC K A5 (Durv/Trem & 131 5, Chemo £¥ 78 f5]) ZFr< B35 DKL, Durv/Trem #f TIEL 4
B, PEEEINOE R R E, SRS, SRR/ BUEME S 5 v 7 OFELE, Bt
RAz, DR/ Mfige ., A FEAE, B IERAZEMERR B, THI, R, DAFEZE, DIEK/ AR, ik
| ZNBAERE AN AR, Flge . Ilgise/ e R, ol uiE/ e, Bufietes a2 v 7 /%
A E NS ERE, BUMSEYES 2 > 7 /iR L OVESRBEA 1 5], Chemo #ETHRZ 3 fil, MM A& 5 1FE K&
OBETCA 2 o, Ok, OME Ik /AP BRI PEROISE B, DARAEIE, ilide/ SEIPIR A4, ALiE 4 I
Yo, WZERE. BUMAENES = v 7 /FBWEAT R ERIBE . BUMENE S 2w 7 /YL BRI E & OVZEIRIEA
1BITHY ., 55, Durv/Trem FED il / SR IEE . TH), BULIEMES 5 v 7/ Zlsstdae R 2SE BRE,
& PEPAZEMERTZR R, BMERER AR A/ B FESE S 3 > 7 FFS. il X OVIME 14 1 65, Chemo BEDLIME
1kl BRI PERUISE . BUAEYE S =2 7 /RS BMELT R BRI E | IliZE K ORISENE S = 27 /P BRI
DIES 1 BHIIRBRIE & ORI BEBENEE SN2 o7 (HARANBHEICE TS, BREETICEDETE

(Durv/Trem &% 5 4. Chemo £f 2 ) ZBr< HBEOIKIL, Durv/Trem #ETZIR5E 1 5. Chemo £ THfi
R1BITHY . WT I HIRERIE & DRRBERITEE INT),

7.1.2.2 ¥ESERER
7.1.2.2.1 ¥#E5MEE 1b #HERBR (CTD nscle5.3.5.2.2 : 006 RABR <2013 £ 10 A ~2019 4 11 A >)
YIBRAREZRHETT - 998D NSCLC &% (B EEFIEL : 118 B (&G <— b)), 328 il (FHEILAK —
R)) Zxt5IZ, Durv & Trem OO OREM, ZEMSEEZMRFTT 2 2 &2 B E Li2IFEHRIExRER
D3, MESE 56 Jiagk CHEME ST,
AL - HEE, 2N RO LB ERE S, FEEIT XUXIRBR P IE IS804 3 5 £ TR G40k
T B IRV Wy
< HEWHE/S— k>
Durv & O Trem % Fac® Ak « HETOFHE 5.
(A1)
e Durv:Q4W T 13 [ (D~®) Xix Q2W T26[n] (@, ) FRARMNE -,
e Trem: Q4W T 6 [H, T D% QI2W T 3 [HIFFARN I 5,

(&)
@O =A— b la: Durv3 mgkg, Trem 1 mg/kg
@ =4— b 2a: Durv 10 mg/kg, Trem 1 mg/kg
@ =4— b 3a: Durv 15 mg/kg, Trem I mg/kg
@ =d— |k 4: Durv20 mg/kg., Trem 1 mg/kg
® =4— b 3b: Durv 10 mg/kg. Trem 3 mg/kg
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75— I 4a : Durv 15 mg/kg, Trem 3 mg/kg
=175 — K 5a : Durv 20 mg/kg, Trem 3 mg/kg
27— b 5 : Durv 15 mg/kg, Trem 10 mg/kg
=275 — K 8 : Durv 10 mg/kg, Trem 1 mg/kg
275— K 9 : Durv 10 mg/kg, Trem 3 mg/kg

® © Qe

<MHEIRAN—F >
*  Durv 20 mg/kg X O Trem 1 mg/kg Z Q4W T 4 [A], & D% Durv 20 mg/kg % Q4W T 9 [AIF RN 5-

AR R S AL, TR B G- Sz 457 B HEHE S— k102 41 (O3 511, @3 51, @18 fil,
@18 f5il, ®3 i, ©®14 fl, @6 B, ®9 Fl, D17 i, W11 ), HEILR S— K : 355 i) NEZEVEOME
Brfge L Sz,

RN OWT, 1RBREER G-I SUIH G T 90 HUANOFETITH &g < — - T 27/102 i
(26.5%) (@1/3 1 (33.3%). @6/18 (33.3%). @8/18 5l (44.4%). ©5/14 ] (35.7%). (D2/6 (33.3%) .
®2/9 ] (22.2%) ., ©@2/17 (11.8%). 01/11 5] (9.1%)). FHEHLIK/S— kT 94/355 f3i] (26.5%) (258D H
iz, WEETICK DT (HEWE ~— K~ 2561 (@6 #, @8 fil, ©®5 . D1 Fl, ®2#], @2 i,
@1 ), AEIEK/S— 1 90 B) ZBR< BHFORIL, FHEHEE S— N OQTERMEMK 1, @T=
2—n IANRF =1L HEIEKR/S— N CARMAE RS, Wik, UM S B REGERE & OIREERIES 1 651
ThV, 25, QOZRMEMK LF, OO=a—1 I4/F—1 I, HEIERK \— ~OKEFRIE 1 Flix

TRBRIE & ORISR N EE SN ho T,

71.R BRI B T B FE DK
7.1.R.1 FEEFEIZONT

BRI, AL FIRIEREO 72 ISR AR BE R AT - T3 D NSCLC E 1233 % Durv & Of Trem O A 30K
DL AEMEIZ DOV TIX, POSEIDON #ERDFE R 2 HUIZFEME 92 78t & L, BARNBE BT 2 H IS
SNTIE,  [ERREFENABRICE T 2 AN E 2 2o T) (CERk 19 48 9 H 28 AfFITERARA I
0928010 &) . [ TEEHLFENEERICE T 2EANE 2 BEHEH) | O HLIEICOWT) (5f 34
12 A 10 BfHFFgEks) | TEEEREIRBROFE R OT A AT 2 - FEANCET 2 51 K74
NZOWTY (CEAK 304 6 A 12 HAFITSEA SRR 0612 25 1 5) %54 HFE 2. POSEIDON #RER%E 5L
DERRINHGETT D F8HE L,

7.1.R2 HEMEIZHOWT
FREIL, LTI TREtoRE R, (LB O 72 W BIBRAEE 2 EIT - A3 NSCLC BFEIZXF LT,
T/D/Chemo & 5- DA MR Sz &Ik Lz,

7.1.R.2.1 XREEOBREIZOWT

FI 5% X, POSEIDON #kB& 12 8317 5 %R AE & L T CBDCA/nab-PTX, H4:HAI/GEM i H 4 %%/ PEM
Zeag e LIZBHIZOWT, UFO XS I L TV D,

POSEIDON #BR D FH RIS I AENZIET A K74 > (HigE) (2016 FhR) 2B W T, (7K
IEFED IR WHIFRARREZ2 AT - FJ8 D NSCLC B IZ%F L C, CBDCA/nab-PTX, H48A|/GEM XiEH4
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BIH|/PEM O E WA S 504 (I Clin Oncol 2012; 30: 2055-62. Ann Oncol 2007: 18: 317-
23. J Clin Oncol 2008; 26: 3543-51 %) (235X . CBDCA/nab-PTX, H4##|/GEM. 4 #8%|/PEM %
PHEE S TNV 2 505 . xHREE L LT CBDCA/mab-PTX, A4 HU%]/GEM XX 34 R%]/PEM % #%
ELT.

AR, HEEE ORI Z TR LT,

7.1.R.2.2 AZMEOFHEE B K OFHERERIZ OV T

FEE77 1. POSEIDON B IZ 351 2 T EFHIE H & O 3% iR O Xt B2 1T 5 Durv L OF Trem
HOFHHEIZHOWT, UFDO LI ITHHL TV D,

(L FHRERED 72 YIBRABE 72 HEAT « F3R8 D NSCLC BHEITIW T, PFS ZIER T 25 Z L%, AT
FTCOHMAIER SED Z LI2K Y BREETION S BAEROE(CEFELZELE L Z LM,
RERD DD EEZDHZ L, Fo, BB T 2IRRITEMmEZ WL THifT S5 D THDL Z
& 725 POSEIDON a0 FERHIE H & LT PFS LT OS % iE L7z,

POSEIDON &5k D =2 H iy & 417 D/Chemo #f & Chemo FED HHZIZISWN T, EEFHEE O—> &
S 4172 PFS (22U T Chemo #EIZ%9% DIChemo FEDOEEMES RS2 DD, OS (2D Tk, Chemo
FEIZx3 % DIChemo HEDEBIEII R SN2 o Tz, —J5, BIRERY L E#7z T/D/Chemo B & Chemo #
DI BT, T/D/Chemo FED PES K TR OS 129U T, Chemo FEIZ KT LR FRIICH BERERE VR E
ni= (7.1.1.1 R),

LA it Fe% 7 5 . POSEIDON a2 F# 12 %F L T/D/Chemo £ 5-D AN R SN2 L& R D,
LU Tl T/D/Chemo FE DA &M D FFAMfAE R 2 L HiH T 5,

POSEIDON & (235 T Chemo & L CTE#IN Ii7=354| (DCBDCA/Mab-PTX, @ H4HHAI/GEM X%
@ H4HAI/PEM) Z & @ Chemo #HIZ%9 5 T/D/Chemo #£D OS D/ W — KEb [95%CI] 1%, FhETh
@0.55 [0.275, 1.106]. ©0.90 [0.680, 1.188] KX U¥30.72 [0.573,0.902] T& Y . Chemo #f TiEIR I 4172
FEH[H T T/D/Chemo DA ZhIHEIZ BIfE 72 2RI b e o 7z,

F£72. POSEIDON iR H A NBEIZHT D PES OEAMNT (201947 H 24 BF—2 7 v b F7)
Je YOS DALMY (2021 -3 A 12 BT —# B b A7) OFESR KL O Kaplan-Meier #ifIX, ZhEi
KR2KOEKIBUWRICHE KOS DEBY ThHoT-,

#32 BAAEHICEBT D PFS OKMMITHER (BICRYE, 209 7H 24 B85 —F v b4 7)

T/D/Chemo #f Chemo %
ik 21 28
AR (%) 12 (57.1) 20 (71.4)
thaffi [95%CI] () 8.2 [36, —] 6.2 [3.1,65]
= R [95%CI] * 0.52 [0.243,1.081]
—  HEEARTE, *: JEER Cox LN — KET L
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100 4
;@‘ 80 1
E T/D/Chemoff
5 601
2]
L;% -
‘5 40 + H + +
5 \
£ 20 e X
| Chemofif
0 1 I 1 1 1 L) I 1 1
0 3 6 9 12 15 18 21
Number at risk Time from Randomization (months)
T/D/Chemo¥ 21 16 12 9 4 2 1 0
Chemo %28 20 11 3 2 0 0 0

X4 BARAERIZIITS PFS DERMEHTHED Kaplan-Meier Bt Q0214E 38 12 BF—# Ay b4 7)

733 HARAEFICEIT S 0S DRKMITRER Q02LFE3H 2 HF—F Uy b4 7)

T/D/Chemo £ Chemo Ff
%k 21 28
AV M (%) 14 (66.7) 22 (78.6)
FRofE [95%CI] (7 H) 19.3 [8.0, —] 21.2 [9.9,25.2]
AP — R [95%CI] ~ 0.86 [0.431, 1.670]
— HEEAT, * o FEERI Cox BN — RET L
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100 -
20

= T/D/Chemoft

5 60

=

8]

= 40

g HH—t '
20 :/:l/—LLHH_H_+

ChemoiF

0

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
Number at risk Time tfrom Randomization (months)
I/D/Chemo®2] 20 17 14 12 11 11 9 8 7 7 4 2 1 0
Chemo#28 25 22 20 19 17 15 14 12 9 o6 5 1 0 0

5 BAAEFICEITS 0S DEKEMITED Kaplan-Meier fiff (20214E3 A 12 BF—F v h47)

RS, POSEIDON #BRD A A NEFIZE TS OS 1T 2 Fil o R4 2. ARABEICBIT
% TID/IChemo # 5-OFIMEIZ DWW TR Z KD, HEEFITILLTO L 5 IZhE LT,

YIBRRAEZ2 ST - FF380 NSCLC @ OS I[ZBA KITTAREMEOH 2 FRIK 7-& L THE SN TN D
HLDODH L, 3HODKF (ECOGPS (0. 1) . I (HV. Z2L) KUOWH IVAHL IVBH) ) 2o
WT, BARANEMICE T 2 # 5 CRAMENEO bz, Y% 3N T-ROEGHRAILERLE LT,
&Rl Cox Fefil N — RET V& F TR fbT 2 550 U 7=/ . AR ANERICIS 1T 5 Chemo BEIZXT
% TIDIChemo B OS D/ ~H— RELD siHEE 1T 0.60~0.80 ThH 030 | FHHEFTO N — Rk & bl LT
INEL 72 o7,

UEEY | BEGREOBEY REF O B ARNER D OS DR FATTEE A RIE LTz nlRe ks R
SNTWHI &, Fiz, PFS 22\ T HARANEM & RREM TRBEOERDZFE LN TND Z & (3 32)
HLERTDH L. BARANBEEIZE W TS T/DIChemo #5-OADMEITIIF T& 5 L &2 5,

MRENERLEEANRIL. UFToLB) ThHhod,
TREDBLHZEN G, ALFRIERER O 72 W YIERANEE 72T « FF¥8 D NSCLC B3 I2%9 5 T/D/Chemo % 5-
OHFET R I S LT,

3 (i) ECOGPS, izl OVRHI, (i) B OVEH, (i) ECOGPS X UVRH, (iv) ECOGPS, (v) 7wl
WNT (vi) AFfin 2 B8 L L=FEER] Cox il — REF 0Nt &, 2nETho Y — R [95%Cl] 1X
(i) 0.60 [0.257,1.283] . (ii) 0.65 [0.280,1.375] . (iii) 0.72 [0.349,1.439] . (iv) 0.79 [0.389,1.540] . (v)
0.80 [0.390,1.571] KX (vi) 0.67 [0.293,1.414] Th -7z,
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e POSEIDON BRI\ T, BIRARE 72 Chemo BE & T/D/Chemo B D EE#ZIZ BT, Chemo B
(2% 9% T/D/Chemo BED OS DFERHFHINCH B IER N/ RSN &,

F72. POSEIDON B D H AR NEMNIZ 31T £ I 5-HEM T o B 5RO R OS OfERICHEE
ZRE LR ® 2 B OHEE OBBIC OV TIE, BARADBERL A Xy MUIRs T\ 5
TEEND, BRICIMAD DD EEZD, LPLANDL, TiOM%ELEETLIE, AANBEEEE
. POSEIDON 55k D 5t 5 B 12 %195 T/DIChemo £ 5-OF N MEIT /R STz &I LT,

e Durv XO'Trem @ PK ( IE 304E 4 H 5 AfHTEEREE 1 I 7 4 vV HEFHTE 120mg, [FA
TEHE 500 mg) M (06.2.1.2.1 M) | W NS NSCLC HE D2l K ONEIHRIR R B 72 [E N A 221
RO HILTNRWNT &

*  Durv OREAGEDOZIRE - ZRIZIV T, Dury OFMEICHERENAZTRO bivTnian & (I
246 A 30 HfHTRAERESE 1 I 70 v VAT 120 g, [RLEIEEHE 500 mg) &),

71.R3 ZEMIZOWVWT (FEEFRICOVTIE, 73 BERRRICBVW IR LONEFEERS% OF
2R)

gL, 7.R1 &4t (Durv 2O Trem OFER T REFHLE) (2O T OEKLRLL IR e

DOFER, ALFHIEE O 72 W UIBRRHEZ T - F38 NSCLC [ IZH51F % T/DIChemo % 5-FEIZ R ICTER

HETHERGT DU LT Trem [IZOWTENEN PRt HERTH Y T/D/Chemo #5128 - T,

INHLDFEROFBIUCOWTHEETILNER DD EE X D,

< Durv>

BEAAFROZhAE « ZhRITH T D KGRRFE ICHEE DT LW SN 72 F% (ILD, KK - HEEO N, T

REREE . N WBERERE S (FORARFEREREE . RIBHERERRE . TRMEERE) | 1 B0ERE, BEE (W

BMERRS) | R, O, EIEMEE, oM MR PESREER . 2%, infusion reaction, AL

R . AL FRIEOF IR O FEEEAT TP ERIBE)  ( T5F 2 456 H 30 BAT I FARSEE I 70

U RIEEE 120 mg, [FASGREERE 500 mg) SBMR) SNz, REEEE, RAMRRREE . PR KR OVHILE %

fLo

<Trem>

KGR « HEO TR, ik, Ok, BEE, NowEelEs (FRIEEERE, BIEKERE, T
RF§RERESE) | infusion reaction, AFFERERETE. ILD, MM, FZf@bess, RRYPREREEE, R &K OVHLE 27
fLo

F7o. HHEIL. T/D/Chemo 512 H 72> TlE, FRROAEFLORBUEET HLERH D EEXD
H DD, MAALFEIIEZ A5y 70 ek & B A FEOBERTIIC L o T, AFFROBE, WEORIEISIZ K
LEWER 258 L8R B, Durv, Trem K OMIFH S 2 HriBMERE S A O RSSO B 7e i A3
2 ENDHDTHIUE, NSCLC HEIZHVT T/D/Chemo % 51X AR AIHETH 5 & HIWF L 7=,

71.R3.1 EHE&METa 77 A DN T
FGE# X, POSEIDON BRI BV TR D b= et 2 H 2, T/DIChemo & 5-0Z2ME7 07 »
AINZHOWNWT, LFO X IZHEBH LTS,
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POSEIDON ZERICBIT AL EEOREIL, F34DLEBY ThHhoT-,
# 34 ZeMoOME (POSEIDON HEk)

(E D)

T/D/Chemo #f D/Chemo #f Chemo £
330 45 334 {5 333 {5
EHERR 321 (97.3) 321 (96.1) 320 (96.1)
Grade 3 UL LD HEFHSL 217 (65.8) 217 (65.0) 202 (60.7)
WEICE - HEES 41 (12.4) 34 (10.2) 30 (9.0)
HERAEHRE 146 (44.2) 134 (40.1) 117 (35.1)
BEHRILICE > - HEESN 73 (22.1) 68 (20.4) 51 (15.3)
Durv 55 (16.7) 46 (13.8) —
Trem 34 (10.3) — —
Chemo 58 (17.6) 54 (16.2) 51 (15.3)
IRIRIZFE - =B EHESRN 189 (57.3) 186 (55.7) 143 (42.9)
Durv 171 (51.8) 172 (51.5) —
Trem 140 (42.4) — -
Chemo 166 (50.3) 159 (47.6) 143 (42.9)
BEICE - A ERER? 38 (11.5) 32 (9.6) 54 (16.2)

*1: WD OIRBRIEO G 1L UIARIEIC B > 7o AFEFEG, *2 0 Chemo O EIZE -T2 EFH

POSEIDON 7% (235 T, Chemo #f & bbifz L C T/D/Chemo FE THRELFN 5%LL L& D>> 724 Grade D
BEFGIX, FPEREAE (T/D/Chemo Bf 99 i (30.0%). Chemo Bf 78 il (23.4%). LA F. [FIE). F
F(71 81 (21.5%) . 5161 (15.3%)). F82Z (64 B (19.4%). 22 il (6.6%)). FEEN (53 # (16.1%). 23
Bl (6.9%)) . Bt (41 1 (12.4%) . 21 5 (6.3%)) . HURIFEREIR THE (39 1 (11.8%) . 4 B (1.2%)) .
ZOFEIE (36 B (10.9%). 1561 (4.5%)) M ORISR THERE (19 f (5.8%). 2 (0.6%)) ToH -
7o [AIRRIT, FEBLZRD 2%LL E&h» 72 Grade 3 LA EOAEREGIAFHERAE (56 61 (17.0%) . 41 4

(12.3%) ). Wiz 3061 (9.1%). 1761 (5.1%)) KU <X—EHI (13 ] (3.9%). 6 il (1.8%)) TH
ST, [FRRIC, FEBLED 2% bR o e EERAEFLIIMK G661 (10.9%) . 16 il (4.8%)) KU
@B (24%). 161 (03%)) Tholo, FRICS, FBLRD 2%LL LED > 720 TN DOIEBEE DOIREE
[ZH o T A FFGUI P ERBE (47 1 (14.2%) . 30 61 (9.0%)) . fiiZe (13 61 (3.9%). 6 B (1.8%)).
ALT 890 (12 61 (3.6%). 56 (1.5%)). F# (11 1 (3.3%). 141 (03%)). 7 7—EHh (10 4

(3.0%). 161 (03%)), U X—8H#M (101 (3.0%). 261 (0.6%)). & (8% (2.4%). 0 %) KO
KIgxR @6 (2.4%). 06]) Tholz,

Chemo FEIZHE~T T/D/Chemo FEIZI W TIELRN 2%LL @M T ICE > A EFRSL, WInmn
DOIFBRIEDHFILICE > A EFLZ RPN T N OIEBRIEDOBEICE T A EFZITERO b ho T,

POSEIDON #2331 T, Chemo #f & Lb# L C D/Chemo B THILEN 5%LL Lo 724 Grade DA
EHELGL, B (D/Chemo B 47 #1] (14.1%) . Chemo B 22 6 (6.6%). LAT., [FIE), FLIRAREEEIR TAE
(21 61 (6.3%). 461 (1.2%)) K OHARBRERE LEE (20 1] (6.0%) . 2 5] (0.6%)) T 7o, [FERIC,
FEELERN 2%LL B0y 72T OIRBRIE ORI E - 7= 5 EFHRI I ERBE (40 61 (12.0%)

30 %1 (9.0%)) Toh -7z,

Chemo FEIZ LT D/Chemo FEIZRBUWNTIELR N 2%LL FEH o 7= Grade 3 UL EOFEHRESR, HLTICE
STEHAEFRS, HERAEFRR, WTNUDOBEBREORILICE > A EFEEZ KL PNT N DIEFRIE DI
BICESTAEFRIIBO LN o 7,
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POSEIDON #2351 C, D/Chemo #f & Lb#: L T T/D/Chemo Ff THELEN 5%LL L& h > 724 Grade
DAFFRIL, Els (T/D/Chemo 137 # (41.5%) . D/chemo #f 121 1] (36.2%) . LAF. [FIE) . 4FHER
JE (99 B (30.0%) . 79 il (23.7%) ) . BAKIEGE (93 1] (28.2%) . 72 1] (21.6%)) . F&Z (64 1 (19.4%) .
47 51l (14.1%) ) . 1/ IMEIBAE (60 51 (18.2%) | 43 Bl (12.9%)) . HEFJHE (56 B (17.0%) . 33 B (9.9%)) .
R (53 41 (16.1%) . 31 Bl (9.3%)) M OFHURBFEREMR FE (39 61 (11.8%). 21 il (6.3%)) TodH o7z,
[ERRICHEBLZR DY 2% L Lo 72 Grade 3 LA EOAEFFLIT, A (68 il (20.6%). 59 B (17.7%)). 4
FERIAE (56 B (17.0%) . 46 il (13.8%)). izt (3061 (9.1%). 22 61 (6.6%)) KUEESGE (12 4

(3.6%). 561 (1.5%)) ThHot, [FERIC, FEEN 2% L@ - EERAERERL, ik (36 4

(10.9%) . 21 5 (6.3%)) KOFEEL (84 (24%). 14 (03%)) Th-olz, [RERIC, FELED 2% E
B2 To DT AL DIRRIEDIRIEIZ T o - HEHFELIT, AP EREAE 47 611 (14.2%) . 40 B (12.0%)) .
/B E (26 51 (7.9%) . 15 61 (4.5%)) KOHEMEREAE (14 6 (4.2%), 561 (1.5%)) ThH-o
77

D/Chemo #¥ & it L C T/D/Chemo FEIZIWTIEELRDN 2% U L@ o T EICE o Te A EFFL, T
NINOIRBIR DO IEIZE > e G EHFR L OO TINOIRBREOEICE > - A EFRITRD SN2 -o
776

F7-. HFE#F L. POSEIDON R D T/D/Chemo #f & . Durv OEEAFEROLNAE « 2h D HFA R T X
NIZERRREBR O 5 & thoPUEBEMIEEA] & OF A5 7z CASPIAN #ERY L oM ToReE T e 7 7
ANDZEERIZONT, LUTFTOXIIZHH LTS,

POSEIDON ##® T/D/Chemo #f & U8 CASPIAN iR > D/ F&HAI/ETP BEICB WO b e A E S
GORBURM A LB LT/ RIE, R350LBY Thol,

#35 ZAeMOHE (POSEIDON B K (8 CASPIAN 3RER)

B (%)
POSEIDON B CASPIAN R B
T/D/Chemo ## D/ A& %K /ETP #
330 4 265 15
EHERR 321 (97.3) 260 (98.1)
Grade 3 UL LD FEHFHSL 217 (65.8) 169 (63.8)
BN E -~ HERS 41 (12.4) 13 (4.9)
mELAERSE 146 (44.2) 82 (30.9)
Durv OG- HILIZE - T- G EFS 55 (16.7) 18 (6.8)
Durv ORI T - - =SS 171 (51.8) 107 (40.4)

CASPIAN 3B D/ H 44| /ETP # & Lb#k L T POSEIDON 5% T/D/Chemo £ T, FEHLHEMN 10%LL
EmE o724 Grade DAEFRSIL, &1 (POSEIDON B : 164 1] (49.7%). CASPIAN 5k : 102 {1
(38.5%) . AT, [AIE) . BAKEGER (93 1] (28.2%) . 48 i (18.1%)). Tl (71 fil (21.5%) . 26 il (9.8%))
KOFE (64 61 (194%). 1461 (53%)) Tholo, FERIZ, FHFED 5% LEn-> 7z Grade3 UL ED
AEFZIT, Al (68 1 (20.6%). 24 # (9.1%)) MOMi% (30 4] (9.1%). 561 (1.9%)) TH-olz,

[FERIS . FEELRD 5%LL EEo - EE A HERRIIME (36 41 (10.9%). 6 il (2.3%)) Th-ol,

3D ApEERRIERE O I W SCLC B 2 X141, AEMFI R OETP (Z Durv & EIEE L CiE5125 2 L oML 0%
MR REFTT S 2 LA B S LT ERR LR S AR R,
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CASPIAN 3RBx D D/ A &HHF/ETP £ & Hit LT POSEIDON #Bk ™ T/D/Chemo £ T, FEELRMN 5%LA
EEDP ST HTICEST-HAEESL . Durv OFSEFIHICE ST HEHESL KR Durv ORIEICE -7~ FEH
BITRD LN o T,

WHENEBRELIEARIL, UTOLEY ThD,

POSEIDON ##? T/D/Chemo FEIZIWT, FBLRN @ o oA HFE, Grade 3 UL EOFHFFRE N
HERAFEFLIZOWTIL, T/D/Chemo HG-RHZHELT D AlREMEN @MW &0 D, WEGRIZITIEEL T
BT HRENH L OO, ZIFBFEHOF I, IREEIZL VXL AETH T,

% 72, POSEIDON 5% ™ T/D/Chemo FEIZ I W THILR N @ H o To A EFFS, LU CASPIAN kD D/
14K /ETP % & bl L C POSEISON 585%™ T/D/Chemo BEIZEB W CTRIEN ED > - ERFRNZN
ZNRD LN OO, 1FEA LT Durv I SNIALFRIEOEMO A FEEFG ThoT-Z L &5
B L. BAALERIEIC T R - R A OEMIC L - T, AERROBLE, BEORER I
L 2 EIER % B8 L= R WS, Durv, Trem & OVFH &0 5 HUBEMEEE A ORI O 1Y) 72 5
MR ZNDHDThIVUX, T/D/Chemo #% 51X AR FIHE & b L 7=,

7.1.R3.2 BREMOENINEIZOWNT

FEE# 1L, POSEIDON FRERIZI VTR LALLM # A 512, T/D/Chemo % 5- 022 VED EN4+
FEIZONT, LFO X IIZHHAL TS,

POSEIDON 2 ™ T/D/Chemo FEIZH51T 5 A AR NBE K OSMNENEFH DL 2MEOMEITFR 36 DL BV

ThH-oT-,
# 36 REMEDOHE (POSEIDON RER)
B (%)
ER N E PN E
20 15 310

PAEEFR 20 (100) 301 (97.1)
Grade 3 UL LD FEHFHSL 14 (70.0) 203 (65.5)
WL E-T-HEES 0 41 (13.2)
HELAEES 11 (55.0) 135 (43.5)
BRI D G I E - oA EREEL 5 (25.0) 68 (21.9)
Durv 5 (25.0) 50 (16.1)
Trem 3 (15.0) 31 (10.0)
Chemo 3 (15.0) 55 (17.7)
TEERIEDIRIRIZE » - F EF 4 11 (55.0) 178 (57.4)
Durv 10 (50.0) 161 (51.9)
Trem 10 (50.0) 130 (41.9)
Chemo 11 (55.0) 155 (50.0)
BB OHRICE - - A EFES"? 5 (25.0) 33 (10.6)

*1 0 WP OB IEO# G H 1L UIMAIRICE - 72 EFE S, *2 : Chemo DI EICE - HEFS

SE RS L LT, AARNEE TRIRDN 10%LL EE) o724 Grade DA EFZIL, EL (HA
NEFE 11 6 (55.0%) . SMEANESE - 126 B (40.6%). DATF, [FE) . &AEEE (9 #] (45.0%). 84
(27.1%)) . {8 (9 151 (45.0%), 54 B (17.4%)). THI (7 B (35.0%). 64 # (20.6%)). FEE (7 {3
(35.0%) . 46 Bl (14.8%)). %3z (6 5 (30.0%). 58 {5 (18.7%)). hFHEREIL (6 B (30.0%). 33 fi
(10.6%)) . WiEBAE (6 B (30.0%). 27 il (8.7%)). HIMEREGEA (561 (25.0%). 19 1l (6.1%)). &
T (561 (25.0%) | 4 1] (1.3%)) . RIEPEEZIE (4 61 (20.0%) | 23 1] (7.4%)) . L2 >< D (441 (20.0%)
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81 (2.6%)). A% B fl (15.0%). 1461 (4.5%)). BJFizee G H1 (15.0%) . 1161 (3.5%)). EA
WZRE D BOE G (15.0%) . 961 (2.9%)). A 7 B (15.0%). 8 (2.6%)). FEEELT
ERIBAIE K ORTEARA 361 (15.0%) . 761 (2.3%)) . RIFMHER =2 —m/3F— Gl (15.0%). 3
(1.0%)) . FHEMEEERIKTE G #Fl (15.0%). 161 (03%)) WONZKM-TRTOREE, FEMRIE, HE, K
RE R Z Ml K SR EE 22 (2 6] (10.0%) | 0 f51]) Td o7z, [FERIS, FEBLED 10%LL F &> 72 Grade
3LLEOAFEEZIT, P EREGEA (561 (25.0%) . 20 # (6.5%)) . Em%ﬁﬁw(4%(mﬂm\5%
(1.6%) ) . FEEMELF P ERIBE (3 611 (15.0%) . 561 (1.6%)) . FIEHERE AR 4K OR~TRTOMRRE (2 f
mww\oW)f%oko@%K\%ﬁ%ﬁumuiﬁﬂoti%ﬁﬁz$%m\%ﬂﬁﬂ@%ﬁ&
fE (341 (15.0%). 461 (1.3%)) KOVFEAREGEIC TAE 2 #1 (10.0%). 0 #)) Thotz, [FEkIC, FH
A 10%LL B0y o T2 DT DIRBRIEDIRIRICE - - A EFHRIL, FHERERED 4 6] (20.0%). 16
Bl (5.2%)) KOVFEREEREICTE Q61 (10.0%). 041) Thotz, FERIC, FE=EN 10%LL EEdo
T2 WNT AU DOIRBRIE DI - 7oA EHGQIL, HEEA P ERBAE 2 61 (10.0%) . 06) Th -7z,
H A NBE TIHRN 10%L L@ 2 EICE - A EER L OOWT ORI 51k o=
STEHERZITFRD N7,

BRENEBRLEARIL, UTFOEBY TH D,

POSEIDON BRI BV T S 72 HARANDBEEIIR 5 TE Y | T/D/Chemo &5 D% 4D EN
AT DFHBICIZRA D D2 b DD SMNEANEFE & L THARNBE TREROSWVERDGE
LINTEY, ZHHDFERIZ OV T T/D/IChemo HF GRFZIEE T 2 MENH L, LLeRnb, BAAN
BEICBVWTRELICESTEAEFRIIROONTVARNI &, RUONEASRE &L THRARET
E%@ﬁ%%ﬁ@%ﬁ%ﬁ%%ﬂﬂ%w@ﬁ BOOLNTWRNI EEBET L L, BARNBFITBW
T T/DIChemo $e 513 A AIRE &I L 7=,

7.1.R4  FERERHNLES T K O%BIRE - ZhRIZHOWVT

LMD NSCLC D HIFEIZER D Dury & T Trem DRIHE « R K OGNEE « 20 RICEEHE T 51ROV T,
ARHFERICHFEE LY, TROLIICHET 2 ENHHAINT,

BNRE -+ SR ShE - PVRICBIET B IR

o Durv OIFEZHBIRIEIZ R 2 B EL O AMEIIHENL L TR0,
YR AREE 22 HEAT « B3R | o ERARRBRIGHEAAN SN2 HBE O EGFR &6 128 5 X i ALK @l & & s+ 0 F 1%

burv | NscLe Sz oW, TERIKRGEE OEDOWNEZRA L. Durv DA MR O 4t %+
SYCHfRE L2 BT, MISEBEOEREITH 2L,
o Trem O EMBIRIEIC I 5 A ER O AL L CU7Ru,

Trem CIRAREE 22 AT » R | o BRRBRISHAAN S ZHBE O EGFR &L X ALK @l & & s+ D A #%

NSCLC LZOWT, TEREAE ] OEONEFEZRM L, Trem OFMELROZ L2 Z+
NMZERRE LT BT, WIS EE OBREITO 2 L,

MR, T7.1R2 A>T KO 17.1.R3 ZAMEICHOWT) OIHE, WL FOBEIZRTH
FFOFRER, Durv KON Trem OZNEE « WK OZhRE « W RICEE T A EOHEEZRFE EBVRET HZ &
N TH 5 & L7,
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7.1.R.4.1 T/D/Chemo ¥ 5-DEERAIN BT R O ERRIT OV T
lVﬂ%O)a’)ﬁfﬁ% R Z A v M OGRS FORER R HR EIC BT D ALSERIERE O 72 WUIFRAREE 2
HEAT » 58D NSCLC B 12%1 5 T/D/Chemo £ 512 B84 5 30833 B v o 1=,

HEEE 13, 4t%f€/£F@fxb\@Jﬁ%TﬁEf£@?? 3D NSCLC & 12%F LT, Trem, Durv & T Chemo
OS2 2 L oE ., WIS T/D/Chemo #5-OEGRIKAINLERT T K O G RIZONT, LD L 9|
L TWD,

POSEIDON #EE D#EF:, 0S 122V T, D/Chemo £ Tl Chemo FEIZ KT MM EII R SN o 72—
J7. T/D/Chemo #£TI% Chemo #f & Mz L THEGHFRIICH BIEE DGO H ALz Z & | D/Chemo BEIZXf
9% T/D/Chemo FED OS D/ ~H— Kb [95%CI] : 0.92 [0.776, 1. 100] %%Fa‘é & . POSEIDON tf#
DX REBHEIZ% LT D/Chemo & Trem #0356 Z L DOBKRMIERITBOOND EEZ D, £,
POSEIDON B DR, Chemo BEIZ4I9 % D/Chemo #ED OS 0)/\%»— R [95%CI] 1% 0.86 [o 724,
1.016] THho7mZ tZE2ME 25 L. BLHEF I L. Chemo & Durv Z0FHT 5 Z & OEKRINE
BOLNDHEEZD,

POSEIDON i8R D 5725, T/D/Chemo 5 G- 13V FHRIEE D 72 W IFRANBE R AT - H-38 D NSCLC
BTG HIEHERINE S L EMIT NS EE 2D, —J7, BT, Durv O Trem Offi#4iBh
WL L L COAMER ORI BT 2 BRRBRAGHRE3MG DAL TWRWN T L2 b | IFEMABIRIEIC I T
% TID/Chemo # 5 1IHEIE S Ne B X D,

F 72, T/D/Chemo D3I BEF DEIRUZ&H 7= > TiL, POSEIDON FhERIZHAAN LT BFIZHIT D
EGFR 5 AR KO ALK A BB T OFEEICETA1ER 20 ZEETHL B2 0D, I
LEDHRIRBAE OB YL IE R fi# L2 LT, 2h6E - RICBEE T 2B OHE THEEME S5 2 &2
WYTHDHEEZD,

PLbXv, 2hE - ShRICBET 2 IEBEOHEICB W T Fitd § &2 EEE Lz T, Durv %O Trem &
e - WA TUIBRRREZeHEAT - B OIE/ NBRATE ] & a%E LT,
<Durv>
*  Durv OIFFEMBIIRIEICI T 2 H 20K ORI LT,

o ERIREBRICHLZA AN BT O EGFR Bin PR UL ALK & BT OFEFIZHOWT, TFRK
FRAE) DIDOWNEZ I L, Durv DA NMER V222 +00 I BR L7z 1T BNEE ORIREZIT
5L,

<Trem>

o Trem OMTRAMBIRIEIZ I T 2 A IMER OV BVETRESL L TV7Ruy,

o ERARRBRICHA AN DIV EFH O EGFR BAR T AR T ALK A BB T O BEIZOWT, TEK
FRAR ] OEOWNEZ I L, Trem O 0K OV 2% 53 (CBfR L= BT, IS EHE OB AT
PR

2B, ALFIRIERE O 72O YIRABE AT « FIFE D NSCLC B 12X 5 T/D/Chemo &5 & BEKGE D2
LT nm ) X< T HME G, ATZ BmPth, =R~ 7 KOS B Y A~T7 0L, Xa7el) X<v7
M OMbHREO IR G-, ATZ K OMEFRIEOHE G =R~ 7 LMEFFREDO &G, =A v
~ 7, AU AT EMEFRIEOIFHE S, IR Y A~ 7 ROMLFRIEO A G & oy

49
A X7 4 UV RIEEE (NSCLC - fFfiayE) 7 A b 7 B xRSt Fawt &



(ZOWT, AMER O e 2 el U2 KRBT DN TR 2 &b, BRI TR IC
OWTIIAHATHY | ENENDIRFED LT 07 7 A NVEZBF LI LT, fH#x OfEEOREIC
JECTEREND LB R D,

AR, HEEE ORI Z TR LT,

7.1.R.4.2 PD-L1 ZBURHEID T/D/Chemo ¥ 5 DFEhME K L2 B G RHRIT O T

BEREIZ, Durv 23t b PD-L1 2T 2 HUAEIRML CTH D Z L2 5, PD-L1 OFRBURBLAID T/D/Chemo
DA R O 224, I ONS T/D/Chemo D #5551 2 DWW Tt 2R, HEEEIZLL T O X 5 icml& L
77

POSEIDON 5% TlX, Ventana Medical Systems #1:> [Ventana PD-L1 (SP263) Assay| % HUCfEdT%
ATV, TEEHERRAR R D PD-L1 OFE BRI & fEHT FIHE Cdo o 7o BE M 2 %f 4 & L C, PD-L1 FHLIRI

(TC DA v FATME : 1 KT 50%) 510> T/D/Chemo £ 5-OOAE K Q@722 &M OV TRET 24T -
72

PD-L1 FEBLRIAID T/D/Chemo #5-OOHMER COLEMEDOFRERITENZEN TFRLO LB Th-o
776
O A

POSEIDON 7B PFS OEHEMRHNT 201947 A 24 HT—4 H» b A7) K0S OicHEARNT (2021
FIARAT—ZHy bA7) IZOWT, ITT ££HIZI1T 5 PD-L1 FEBLRBLLI DTS SR K& O Kaplan-
Meier HI#RIZZNENE 37 KUK 38 I NIK 6 D LBV Th-ovo, PD-LI FEEURILBIOERHEH O]
C Chemo HEIZXF7 % T/D/Chemo HED A NI IAREZ2EWVITFED BRI -7 Z &2 6 PD-L1 OFEL
RPN 57 T/D/Chemo # 5D AENENHIFHFTE 5 &2 5,

7 37 PD-L1 ZBURIBID PFS OEAFRYTHFE R
(POSEIDON #8%. BICR¥IE, 20197 H 24 BT —¥ v h47)

PD-L1 %3 TR %% *%fﬁ(ﬁizssacu g\;ﬁ)ggﬁl STEAER O p 2
TC<1% T’Eﬁ:fgngji igg 2; Eig gg% 0.79 [0.594, 1.039]

1% <TC<50% T/Eﬁ;e;n%ﬁ ﬂé i:g Ei; gg 0.79 [0.575,1.073] 0.1844
TC=50% Tlgﬁi;egng;ﬁ 19071 gg Eié 22% 0.54 [0.387,0.759]

*1: JERBR] Cox Ll — RET /L, *2 : O HEE, @PD-L1 5HURIL N 0@ 5-8E & PD-L1 BRI & D4 HAEM % 3t
2B L L= Cox Ll — KE5 v
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%38 PD-L1FBEHIRBAID OS OEMMENFEE (POSEIDON Rk, 20214E3 H 12 BF—F A v hA7)

PD-L1 %3 BEERE %% qj%ﬁ(ﬁfja;)%cu EJ;;/EE“ STEAER O p i
o T B T

106 <TC<50% T/gﬁf;“%ﬁ ﬂé 1:2 Ei;;i;;] 0.88 [0.652, 1.188] 0.3574
-l T

ST JFRH] Cox LB~ F— R 7. =2 - DR 5. @PD-LL RIGLE OO R G FEL PD-LL RBURILE & h T E I
I 5 b L7238 Cox WA — REF L

100 +4 1004 +
S N | \
S 80 N 80 4 \1
= T b
g 1 . 0 Q 1 X
£ = Y
2 604 \31 ) ) E 60 :\l\\ . . %
3 \ T/D/Chemof : R ['D/Chemofff
= p a ] “
5 40 h / = 404 a\b\_h
7 g 5 = S
g L x S / Lo
=1 . ~y A Ny
g \ Chemofff Sy
2 204 ~ v | 20 4 e b s 2 R
£ 27 Chemoff e 20 e
1 e | o
04 : 0]
0 3 6 9 12 15 18 21 24 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
T/D/Chemoif 125 88 59 31 19 8 2 1 0 T/D/ChemoB{125 110 96 79 66 53 45 35 29 24 24 21 11 7 3 0 O
Chemo# 130 80 45 13 11 6 1 1 0 Chemo#130 106 82 72 57 43 34 28 22 20 14 12 9 4 3 0 0
100 4 \\l 1007 T,
1 1,
g 801 80 9 \\
z = A ¥
@ 60 B S0 \\ T/D/Chemofff
§ g | vt\“:\ﬂ\ /
) 2
5 40 T 404 e
Z g 1 > . i S
£ / 1 - : i, TN
g 209 ~ v R 20 . ot — .,
£ Chemolfff o Chemoff e
01 T T T 04
0 3 6 9 12 15 18 21 24 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
T/D/Chemot 112 75 50 30 17 11 5 | 0 T/D/ChemoBi 112 96 82 67 58 54 47 44 40 34 32 22 15 6 3 0 0
Chemo# 110 76 41 18 8 5 1 1 0 Chemo®]10 97 86 75 59 54 45 37 30 25 23 16 8 7 2 0 O
1004 *
9 100 1
—_ ‘. > LL
S 804 B 40 . \ﬁ
E s b iy
= . \ = b
260 3 oltF = ] ) g 2 v
2 i T/D/Chemofff ) L I/D/Chemolt
2 Y g 4 B
£ w0 A o o T 40 R L
P CTw— e,
g A
e 2 ~ 1 ] B : .
£ 1 Chemofff . 20 Chemofff i
04 0
0 3 6 9 12 15 18 21 24 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
T/D/Chemo®¥ 101 80 52 33 20 13 6 3 0 T/D/IChemot101 92 78 71 59 52 45 41 40 37 32 21 15 7 3 0 O
Chemo3 97 63 35 12 4 1 1 0 0 Chemo®97 81 68 57 44 35 32 26 20 17 15 10 4 2 1 0 0

X6 PD-L1ZBURUBIO PFS (BICRHIE, 201947 H 24 A7 —# v b47) K0S (20213 H 12 A5 —#
v hAT7) @ Kaplan-Meier B
(PFS (£7F) : LR TC<1%., FHRE 1=TC<50%. FK TC=50%)
(0S (F%) : ERTC<1%. FRE I1STC<50%. T TC=50%)
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@ etk
POSEIDON 820> T/D/Chemo BEICFNT, TC<1%, 1=TC<50%K&% O} TC=50%D M T4 Grade
DA EFEZORBE (%) 1XLE4 958, 97.3 KT 99.0, Grade 3 LA EOAEFFRIT 642, 64.9 KLY
68.7. LI E - AHEFGEL10.8, 153 LN 111, FEELAEFFGL 400, 459 K N475 ThoTo,
TC<1%, 1=TC<50%} O} TC=50% DI D [E] CHIfE 72 22 5ILBD HiL7e o722 £ v PD-LL O
FEBLRILIZ 2303 59 T/DIChemo # 51X B R ATRETH D L B2 D,

EFROKE V@D A5, POSEIDON ik DO x5 B 1238V Tik, PD-L1 OFEBLRBLUIZ 300 5
$ T/D/Chemo D ENHEZINB EE X D,

RN ELELT-ARIE, UToLEY ThHb,
FREOHFEEOHH MR TA L, 7272 L. T/D/Chemo 5 DOh TN FIZBE B IEHRIC OV T
i%. PD-L1 UADORFHED T Fe X HRINE L, Fi- o BERAELNHAICIT. ERESICHEY)
CIE RIS AN ERH D EE X D,

71.R5 ¥ - AEICOWT
A% D NSCLC O HIFEIZFED Durv X Trem O S « &L O - AEICBE#ET 2 EREIL. TRO
LR EEIN TV (Durv (2B LT, BEAGRONEIZ FRES B, BUEBSBHEIER)

ik - & M - AEICEET 2R

<)(jJﬁL/\ >

<yt SCLC K OUIBRTBEARMELT - D | o FIfEFRBIEED Durv DR - H1ED HEZIZHOWT,
NSCLC >
%ﬁ%@%@—m{&@# PR | <A scLC>

#l & PRI T, @, AL z.’cDurv EL | e BHAEAIOBMNXELHGEL CTRETHZ L, AT AMONE

P

Durv | T, 1[® 1,500 mg % Q3W T4 [Fl, 60 /rfiLl k JEEANE, AKIO TEERSE] ODHONBEEZRF LT 52 L,

T CERTERET D, F0tk, Durv J: L. 1
] 1,500 mg % Q4W T 60 43fELL AT T | <UIBRAREZRIELT - FEFED NSCLC>

P

BT %, 7277 L, KE 30 kg U FoBAD 1|« SHAEAIORMCEG#GE L TRE45 2 &, JHT D MoOHUE

[P 5t 20 mglkg (IKTE) &35, JEEAIL, Durv @ TERIRERAE | OIEONEZ I L, A% %

kel

BLZbETRESSHZ L,

Trem i@ﬁéa:\ Durv @ 6 [RIHOEE L OPHHIZE N

DUV B O AL & o iR 2 LC, i | - I WEBIS O Trem DIRZE - Lo ARIEHL C

% EJZ/\ :tTremllEl?Smg’EQ3WT4lEl
N H_—T Ly
GyLA LT THREFHES 5, 5B 16 Ry
T, Trem 75 mg ® 5 [A1H O #5-% 60 43I LA E
DT CREET D, 727E L, IR 30 kg LL T

AN N PLEEE Y 3 44 ) N N
PHELO 1 EE5RIT Imgky (KE) &35, BT, DAL FEEDER®ZICB TS Durv & OPFFHT Trem 2 5

ECREARELT 5.

o BFAEERIORMCEGRAG L THRET 52 &, HFAT 208 A LR
EANL, Trem @ TERRAHRT] OEOWNA 2R L, MRS 2 5 58

o 5Bk 16 BRIC 5 BB OG- PIT X e 2 85E121d, 16 ik
DI IR 5 ATRE L 35, 7=, ﬁ)/uﬂﬁ%fﬁ&@%’i’é—ﬁl 4 [B) KT DY

(=]

BefEIx, [71R2 ABEIC SO NT) KO 17.1R3 ZEeMEITOWT) O, WONZLL FOEIZRT KR
FORER, Durv KU Trem DA HIEE D NSCLC (ZBI45 s - &R OHIE - fRICEEST 558
IZONWT, TROLBYVRET D ENMYITH D LB L7z (Durv IR LT, BEAGRONAIS TR
BN . 723, Durv @ SCLC IZ4% 5 ik « AEK O « ARICHEE: 2 EEIC OV T, Fiz kR
BRSO TORNZ LD, BURRONAD LT 5 0E T 20 &4l LTz,
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L - & ik - HEICEE#ET A 1EE
< UIBRABEZRHELT - P33 NSCLC > <ZhredE >
Trem K O'H & R PUBMERERE A 4 5 Tofth O PUEMEREE A & OOFHIC o FIVEMZSEIRED Durv OIRE - ko B 2T
Durv L\’C W AT Dury & LT, 1@1500mg7£)Q3W’C4@ DT,
Sy RALL B TR E T 5, 0%, Durv & LT 1 (8] 1,500 | <YIBRAHEZeiET -+ FFFE D NSCLC>
mg % QAW T 60 S [ILL BT CafilifsiEd %, 7272 L, (K& 30 kg | * DT 2 hoBEEMEESIE, AR
LLFo%Eo 1 mlf b i 20 mglkg (KE) 95, DEONBEEZPHM UERIRTHZ L,
Durv X O'A 4 RPUEME RS A & & e O HriE IEE A & O fFH I o BIWERZEBIRED Trem OKRIE « thik o H 222
Trem WC, B, BAIZIE Trem & LT, 18175 mg % Q3W T 4 [1], 60 DN,
SRICLE2NT CRMFET 2, 20%, 7 BEORBEEZT T, |« SFHT2MhoPuEEmREANL.  TEREE]
Trem & L. 75mg % 1 [6] 60 4>fILL L) CAafiEiEd 5, DEONK R LBIRTH L,

B, BWERRBEEOKIK « ko HZIZOWTIE, [7.R2 Durvk O\TremDAREK « F1 kD HZZ 2
W) OIEIZE#HEHT D,

7.1.R.5.1 Durv X Trem O AL - AEIZDOWT
FHEEE X, UIBRAREEZR LT - F¥8D NSCLC (27 % Durv O Trem O HIGEHE « H &R DR EMRILIC

DT, LFOX I ICH LTV 5,

TREO &I Mk - HE%Z R E L= POSEIDON Bk IZI\\N T, BIFRARREZRHEST « 38D NSCLC (2%

+ % T/D/Chemo ¢ 5-DEERIIA AL RSNz, 728, Duy (20 2 IO & L E? %

L E N I_-_b%lﬁﬁﬁfwb BYaRs

I Ok A% & 9IS, POSEIDON sk iZi\ T, (RH 30 kg UL T D BHF OMANITITHA

NP Y e

@® Durv 1,500 mg Q4W - L-lRf OHEEIRTE £, ABPEDHER 41TV 5 Durv 20 mg/kg Q4W i 5Ikf &
Ak CoH o7 Z LN D, Dury BB HRFO L - &% 1,500 mg Q4W & 5- L3¢ L7z (Fpk 30
45 AT EAREE A X7 4 P RIEFE 120 mg, [FATEFHE 500 mgl 2 /),

@ (i) Durv 1,500 mg Q3W ¥ 5-FEDOHEENRTE &1L, DAL STV D Dury 10 mgkg Q2W £
Hig & i U CrmfiE mbt%@@me@%E%m TPEWE EFER OB D AR
HImoloZ & (IR 3044 A 5 BT RAERSEE A I 7 0 vV RflErE 120 mg, [F i &
500 mg) M), KO (i) Durv & 0T 2 HUEMIEEAIO & G-HIFES QAW ThD Z & 2B &
L. T/D/Chemo # 5B Mk « A& % Durv 1,500 mg Q3W & 5- L 5% & L 7=,

@ (i) 006 #BRIZF\ T Durv 20 mg/kg Q4W K TF Trem 1 mg/kg QAW DU % 5 IR TEM eGSR S 1
7z &, (i) 006 FRBRICIVT Y LML - H&E & bhlt LT, Durv 20 mg/kg Q4W % Of Trem 3 mg/kg
QAW DHFMFE GICB W TEHERAFRFREORIENEmWMEHAASEO b2 &, (ii) SCLC &
o %ﬁ%&btl@ﬁﬂ%IMﬁ% BWTYATZZF 2 ETP,Durv 1,120 mg Q3W } O Trem 75
mg Q3W DG O ARMENHERR Sl Z & & F 2. T/IDIChemo # 5-K¢D Trem O ik « A
% Trem 75 mg Q3W & 5- L &€ L7z,

@ FRRBIAEZICIRED 30kg LA T & 2o 7o BT LTk, EREOKRV@ORNEELEE L. Durv &
O Trem O 1 G &2 N VAERREHE TH 5 20 mg/kg LTV 1 mglkg & #%7E L7z,

» I . - oo
HITxnTna,
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POSEIDON RBR(ZH T, RERBHAARITIRE D 30 kg LT & 72 VIGO0 5 %2 52 1) 7= B 135D
NenoleZ L, R 30 kg LT OEEIZXT 5 Dury 20 mg/kg & U8 Trem 1 mg/kg TQ’—?—@EE?K%@%
AT DTV RV, £, PPK TICIW T, LT ORBEHRIRAGE LN b DD (62.1.4 ),
Durv } T Trem OREFEE & ANER QLA E ORICHIMERBEEITRBO Ohane B2 L (6215
KO 6.R1 BH) %D | (KHE 30kg LT OBEE TIIMAREMEHE TH 5 Durv 20 mg/kg & O Trem | mg/kg
BHERET D LILRREEZ D,

o {KHE 30 kg LA FTOAFITK LT Durv 20 mg/kg 2 OF Trem 1 mglkg ## 5 L7-%56 O EIX, KE
30 kg O BE TR LZNEI 1,500 mg OV 75 mg 285 LizAa i LT, (KT 35 & FHls
e,

o {KHEE 30 kg LL FOBH
Trem 3 mg/kg Z# 5 LI=56

ZxF LT Trem 75 mg # ¥ 5- L7256 OEFE R, (KHE 30 kg BOEEFITKL

CHELT, BT DETHlans,

F 7o, BIREAIZHEV T, POSEIDON B O xR EF % LC, Durv KO Trem %, H&RA % &bt
TMEREEE A & PP L e WG OBRBRBR AR IS S Th RN 2 e b | IRASTEOBRRAE O T
Durv X O Trem & 13 2 0 HLEMEEEA1- > TS @R 5,

PLEE D | ALFIRIERE DO IR NGIBRARE 72 81T - FFH8 D NSCLC (2% % Durv & O Trem O Hi 5 % -
RELOHE - ARICEET2HEEZ TRO X I ICHRE LT,

M - &

Mk - AR 5 EE

O HUEMEEA & OB T, @,
A AAZIE Dury & LT, 13 1,500 mg & Q3W

* BITEMIZEEIRF O Durv OIRSE « ko HZIZHOWT,

Sury E%@meTﬁiﬁjfiﬁiiigNi . DERAAI ORI b IEE L TGS 5 = & DT 5 OB
A, it B, Durv o> THRRAREE) OIOPEE 0 L | SRS & 516 L
SrEL L RIS 2, 72720, 1K RS - b
7 30 kg UL FOBA® 1 a1 55 20 mg/kg = -
(k=) 92,
Durv X O AALFFRIEE OOFAREE LT, | « BITERRBEED Trem DR « 1 1ED BZIZOWTC,
HEE. BRAIZIE Trem 18 75 mg % Q3W T4 | » JFHIEAIORMCELRAGF L TREGT D2 L, AT 2B A LKA
7], 60 sy LA B CaEEmEd 5, &5 Ak, Trem @ TEREREE) OEONEZBHA L., MHE2EE L7~
Trem Ik 16 B#£IZ. Durv @ 6 B H OS5 & OfHfH kTRETHZ L,
IZBWT, Trem75mg @ 5 [BlH OEE% 6043 | %QEIF';%J&A 16 W% IZ 5 Bl B OB 5137 2 7o 72612k, 16 L
RILL_ B CAlasET 5, 7272 L. 1KE 30 IR GAREL 95, FT2. DAALFIRIEO RGN 4 IEI?E(?EO)iE’/\
kg L FOBE O 1 ER 51X 1mg/kg (RH) ﬁ)hft%ﬂ?{ffﬁﬁ%fﬁ BWTH Durv & OPFHT Trem % 5 Eif&
5, HreL45,

BN ERLTEARIEL, UTDLE) Th D,
{LFIRIEE D 72N IFRARBE 2 AT + FF96 D NSCLC 2% LT, Durv, Trem M OV @R PuE Mg
Fil 2 & Ceth O HUEME RS A & OO G- LIS o L TRERIRBIA I 278 U2 BRI 3G S v Tunen

Z 25, Durv KON Trem T2 NDOHE - H&EICBWT, T 250 SR 2 AMEICT 5 2 &N
WU THHEEZ D,
Fo. TRROSEEEZZEFETDH L. (KE 30 kg RO B IZ Trem 1 mgkg &5 L7588 OBKRNA H

PEIAHTHDHEEZEZ DT LN, YHAREZHRET S Z LIT#EU TIERWEE 2 5,

o PPK it D5 R, ARE 30 kg At D &1 Trem 1 mg/kg Z % 5- L7-35A121%. POSEIDON RBRIZHL
HAINS N BT Trem 75 mg # 85 L7246 L L CRgRENMELS b L PSR T0D 2
L (6214 B8)
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£2, LIToOR

POSEIDON B DOWgEEE SO ENT OFE R 2 F 25 & Trem OB SENMRWERIZHB VT

/%, Chemo

FE L Bl L72 OS OIERAH T 238D H 9, Trem OBEFEE2MEVY NSCLC £ 123 T T/D/Chemo

B b DA NMEDRES S D AT

HEBOIICB W CEEME T2 0BT WEE X D,
BEEOIEFN Z AT HIBFEICBN T, AT 2EHNOUMN CEONFE Rt 52 &, MO

DIFNDRIE & 70 o T GBI O FF 2 ki 5 Z &
BEORIBIZIE U THA OB G 2 EH 45 2 L,

EMERRIZEEINTWVWAS Z & (6.R1ZM) |

FWTFN S RN ETH D Z b, YN Z IR SCEOME - HEICEET

LI E X Y, POSEIDON SRERICIB VTR L SN T-EBEDOIRE, mw&UWmmkﬁménk#%@E

AN O THEAS SCE O R R AR O T Gk L 72 BT ABSERIEIE O e W BR A RE 7o

- HFEOD

Nalc_MéDmv&UTmnwﬁm-%E&U%&-%EL%@ﬁégamﬁuowT\?%@;9
WCRRETHZ ENmUITH D L L7,

MiE - &

Mk - AR 5 EE

Trem K& ONH @ R PUEMEREL A 2 & Tofth O FUEMEREE A & O fF I
W, @R, AT Dury & LT, 118 1,500 mg %S:QSWT4@

BIVEHZ BB O Dury OFRER « thik o B 2202
ST,

Durv SRLL BT RS D, £, Durv & LT, 118 1,500 ; T L e
mg % Q4W T 60 43I LL BT TailligeiEd 5, 7272 L., K5 30 kg ﬁigg%ggﬁ%gﬁﬂg; !E‘l”rﬂmﬁj
IFOBAEO 1 B#%5-8(% 20 mglkg ((KE) &4 5, B - T
Durv K& OV 4R LB ISR % & et o BB ISR & ORI BIVEM 3B D Trem OARIE - ik HZ21Z

Trem l/\f WH. RAIZIE Trem & LC, 1[0 75 mg & Q3W T 4 [A], 60 2O,

SR BT TERBERET 5, £0%, 7 HEOMEEZET T, PEHT 2o bR ANIX,  TEER AR
Trem & LC, 75mg % 1[0 60 4y ML b2 CEBEHET D, DHEDONEZ B URIRT S Z &,
7.2 FFRERRIE \26R B BRRE N A& 23 1T B B E O

AN B OVZE 4
B 1Rz, EWNE T F#HRER (010 35k) OFft 3 3Bz

(BT D RHME R L LT, 3K 39 ISR T EBRILFIS 1/ IFHRRERSY e OVEI BRI (R 55 11

EH Sz, £, Z2EERL LT

WAL T b AHRER (006 3AER) 1 3B 42 Siv7e, 735, 010 5EkR K& OF 006 7RISV Tlid, NSCLC I
RHEROEICTEH L (T15H) |

34)

022 BRD 5 H3— 1 2 RO 3 DB R & Shuiz,

55
1 X7 4 VR EE
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£ 39 AIMERUREMICHET DHBARRO—K

Iz 3 = B E 5 E7
T e | Ama | | e o I - R RN iy
<= R 2R US— | 3>
332 D Durv 20 mg/kg J O Trem 1 mg/kg %
< X— K 2A> Q4W T 4 [F], # D14 Durv20 mg/kg %
115 Q4W TR 5
D39 @ Durv 20 mg/kg % QAW TERIRIN 5
@40 @ Trem 10 mg/kg % Q4W T 7 [A], Z D
<8—k 2 KO3 336 #% Q12w THRN G
51 022 L/ > <s3— 1 2B> |@ Durv 1,500 mg K " Trem 300 mg % 1 ek
FL[A] BN RE 72 HETT T @10 [|], & D% 4 3 [ O RIPE 2 2213 T Durv
N < R— k3> 1,500 mg % Q4W Tk 5
207 ® Durv 1,500 mg % Q4W TiFkN# 5
@865 ® Trem 750mg % QAW T 7 [0, Z D
i ©64 Q12W THHIRIN 5
©33 @ Durv 1,500 mg & 08 Trem 75 mg % Q4W
D45 T 4 [H], D% Durv 1,500 mg % Q4W
THIARM G-
® Durv 1,500 mg % Q4W TikN# 5
© Durv 1,500 mg &% U} Trem 75mg % Q4W
1,324 T 4 [a], D% Durv 1,500 mg & Q4W
s EH AL TFRIERE D @ 389 THARNES- e
ﬂil/ﬁl HIMALAYA | T |72WBIBRAEE 72T © 153 ® Durv 1,500 mg K O Trem 300 mg % 1 e
- g R @ 393 |, 0% 4 BREIOMEEZZET T,
@ 389 Durv 1,500 mg % Q4W TEHRAI# 5
@ Y77 x=7400mg % BID TR A&
5

HIERARBR OIS IILL T LB Tho T,
B, FHERRBR TR N LSO ERFEELE, 713 BRABRICEBW TR ONZAE
HR ) OICEHE L,

721 FHAmER
7211 [EBRIEFARR
72111 EEEEFRS I /O7REB (CTDS5.3.5.2.1 : 022 FRBR<20154 10 A ~2021 41 A >)

UIBRARE 72 TR RE FB A3 &2 %212, Durv, Trem K& OF DurviTrem &5 DOLEMSE 2 Bard 52 & &
A& Lo EALIEERERBR D — h 289 (HAEEFIE : 5 120 6) ROVS— b 3 (HEERE : 5
200 f5) 73, A A ETe 9 OESIIH, 45 fiFk TFEM ST,

Mk - HEZ, IToskn &L, f“'% ET XTI LIS Y T2 E Tikbie T2 2 & L &
7o 7Rk, BT L HE SNIZHEA T, IRBREORIKAA ML L ARMERRBD b D LB ST
WD TR G- ORFRE N TR S 4Tz,
<X— | 2A>
@ Durv 20 mg/kg K Of Trem 1 mg/kg % Q4W T 4 [0], Z D%% Durv 20 mg/kg % Q4W CTHEH RN G-,

@ Durv 20 mg/kg % Q4W THARINEE 5,
@ Trem 10 mg/kg % Q4W T 7 [B], Z Dtk QL2W THEARMN X G-,

% EETRE OB & 72 BV, AFEEREIREEAS Child-Pugh 43%8 A (Child-Pugh 2 =17 5 X% 6 /5) DEBEAMEHAAND
Zlahi,
3 — | 2A TIHRHFEREMELILITDI, 73— b 2BII/ = 3DEEMEAN— & LTEMESNT-,
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</N— k2B K UN— | 3>

@ Durv 1,500 mg & O Trem 300 mg % 1 [al, D% 4 BRI OMIF% %213 T Durv 1,500 mg % Q4W THi
AR5

® Durv 1,500 mg % Q4W THEEIRN#E G-,

® Trem750mg % Q4W T 7[5, Z D% Q12W THIRN#E G-

@ Durv 1,500 mg & T* Trem 75 mg % Q4W T 4 [F], Z®7% Durv 1,500 mg % Q4W THEHIRN G-,

AFRERO/S— |k 2 FOVUS— |k 3IT8GE S 72 332 Bl H HIFBRFE N B G- S 7= 326 41 (D39 1], @39
B, @36 #il, @74 %1, @62 fl, ©33 %, @434, (2H, BANBEZ, O546], @0 #, @3 H#], @
114, @6, ©5 %1, @2 %) ) PWEZEHEOMITHIRLE Sh,

BARPEIZ OV T TRBRIER G ST 544 T 1% 90 B EANDFEL 1%, 74/326 $i] ((D8/39 151 (20.5%) .
©9/39 #i] (23.1%) . B7/36 5l (19.4%) . @D15/74 5] (20.3%) . ®17/62 {5 (27.4%) . ©6/33 il (18.2%) .
D12/43 5] (27.9%) ) IZ@BH bl (96, BARNEZEICH T HETIE. O1 4], @141, @1 4], ®1
Bil) . BREEATIC L DT 65 4] (D8 #], @9 #il, 35 %, @12 %], @141, ©6 #l, D11 1) ZkR<
BEORKIT, @ THEEL ORI EHIE M LF, OTHi%K, SEEEELKOETH LF, ©TH
ANAx, g K ONFEREBRES 1 6], O THMEEREF 1l CTho7z, 205 H, @Dflik, @DIFA%
SOl 1 NE, 1RBRIE & OIRRBRIFEE SN h o7 (AARNBEITRIT 2HEBHEITIC L HE
CaER<ERIT, OOBIBEE LFITHY | 1BEBRIEK L ORREBEBENGE S N)

72112 ERRILFEBMAARER (CTD 5.3.5.1.1 : HIMALAYA RBR <2017 4F 10 A~ [F—F b v
F4Z7H :20214£8 A 27 H] >)

BHAVFERIERE O 72\ O BIBRARE 72 e (R8T (BATJERFISL : 1,310 ) % %412, Durv/Trem %5
XX Dury #5877 2 =T ORIMEROZEMEZ T 2 2 L2 BV E Lo EERLIEE R bbiggt
BRas, A A GTe 16 OE ST, 181 fafk T Fhi S 117,

it - HEE, TN T LY & i, RAEET IR T I EMEIZEE T 5 £ Tk 5 =
LIz, ek, REEITLHESNZSGA TH, IBBIEOBRIA MM L BREENRD D &
Wr 4T D SR G- ORRGED TR S 7,

*  Durv/Trem & : Durv 1,500 mg % Of Trem 300 mg % 1 [B], & D% 4 HEOFKE A 2217 T, Durv 1,500
mg % Q4W THEHIRMNE 5-,

*  Durv/Trem75 & : Durv 1,500 mg X OX Trem 75mg % Q4W T 4 [Fl, Z®7%% Durv 1,500 mg % Q4W T
AR G-,

e Durv & : Durv 1,500 mg % Q4W THEHARNZ 5-,

s VI T7x=TRE: YT 7=x="7400mg % BID TR O 5,

BRI, AERBHAEEE S CTUX DurviTrem #£. DurviTrem75 BER ONDurv B L YV 5 7 = = T EEO H0MWE K
MR T A Z A2 EE LT ABRBR Tho- b 00, 022 B3R o F RN OFE 5. Durv Bl
5. L DurviTrem75 & 5 OFZMEICERENRD Lo 722 E 06, Durv/Trem75 BE~DEE DOFLA

3 FEFRIEOTEIS & 72 BV, FFEEREIREEZS Child-Pugh 23#8 A (Child-Pugh 2 =27 5 1% 6 /) DOBENMEHEAND
iz,

57
A X7 4 oV RIEETE (NSCLC - iffifiars) 7 A b7 B iRt fFdams &



R IEES =% (GBI EES 4 QO A W P 7) ) o BLT. HIMALAYA 3BkIZ-
WL, E& LT Durv/Trem #£, Durv LK TYY 7 7 = = 7T RHEOFEREIZOWCRLIT 5,

AR B GRS, BEAL S 1,171 5 (Durv/Trem & 393 5, Durv #f 389 f5il, ¥ 7 7 = =7}
389 i) BN ITT 4£H1 & Sdv, AIEDIT R E Sz (55, HARNEZE X Durv/Trem #f 34 i,
Durv B 45 ], Y77 ==78 29 B) , 7=, ITT £HDO O b, IBBRENEL SN2 ho72 22 4

(Durv/Trem #£ 4 {5, Durv #3611, ¥ 77 ==7# 15f4) %Fx< 1,150 f5] (Durv/Trem #¥ 388 5, Durv
BE3BB B, VT 7 = =THEITAHI) O NWELEVEDOINTRIZR L STz (9B, BARANEEIL Durv/Trem £
345, Durv BE 4561, VT 7 = =TF 29 )

AR O EERHIEH & LT OS MR E S iz, BRI S OB e GHII A ONFIX, %40 O
EBVTHD, VYT 7==T7RICKHT D Durv BEOIELMEOFMICHNTE, VT 7 = =THEIIKT D
Durv BED /W — REIZ DWW T A BRI S LI E X O ERRIED 1.08 2 LRS00 2 & (7.2.R.2.2
S PRGERE & L CRRE ST,

723, OS O EEHT O FER L 5 BB —FEOWRMEROH|HEITIL, Lan-DeMets (255 < O’Brien-
Fleming 1 o {HE B W BTz,

¥ 20 A M B TITHRAAN S DurviTrem?5 #£0 BHF 1T 153 fl ThH o 72,
39 Durv/Trem75 £ & OF DurviTrem BEIOB G SN2 BH 2 FI RO L BTV T, 21 Durv Bl K Of Durv/Trem75 #5-
EZFT2Z Enn, BEMMRITIZEB W TENLH Durv # & O Durv/Trem75 #E & Sz,
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# 40 HIMALAYA RBROITHEICET 2 EREFRARUTERERNE

TRBR S R w2 1R
vy K3 Bl REERIPD)

28 B

TRBRFZ SR 55 4 iR
vy E3 RGN

TRBRFZ SR 55 6 hit
om 1/ )

Durv/Trem75 F O FH AL H 1k
(GEAIE k)

022 FBRDOELRBRHI R G 2D
iR BT #E R B W T

Durv/Trem BEIZBW TR b &
WHBMWERN R S22 & 8]
iR HE 72 TR (2 %3 D BS
RBRIZ B\ THL PD-1/PD-L1
YU O AR -0 A B3R
SNgho7=Z & (Ann Oncol
2019; 30 suppl.5: v874-75) %,

FEHAK

(i) Y57 x=TBHIHT
% DurviTrem75 BB RhMEE
il (EERE)

(i) YT 7x=TRCHT
% DurviTrem FEOHZIMEREM

(B )

(i) Y77 x=TRCHT
% Durv BEOH MR (FEL
)

(i) VT 72=TBECHT 5
Durv/Trem BEDH ZHPEFEMN (4
k)

| H

=l

(i) Y77 =z=78Txd
2% DurviTrem BEOAZNMEREAH

()

(i) Y77 ==78Tx7
% Durv BEOH MR (R
)

(i) VT 7= =7 BECKIT D
Durv BEOFMEREN GE )
(iii) YT 7 = = 7 BECKIT 2
Durv BEOAG ZhPEREAN (ki)

0S OfEEFNE"

k7 (i) IZxLT0.049 OF
BKHME (MR 280 H4C, %
FHFEN A EENRED DL
e, HisA BEAKEEH
UV C Dunnett and Tamhane @ A
TYTT v TREEERNT,

na (11) )0 (]ll) {22\ T
MEXEITH Z & &Sz,

EF (i) RO (i) ekt
HEKE (H{H) % 00245 F°
SOy L. TNENHREEIT
HYZ kL ENT,

EFE (i) ek LT 0.049 0
HEokHE (M) 250 4T, B
BEFIEICHE- T (1) ~ (iii)
DIFCHREEITO> 2L E &SN
7=

IR

(% 1 Bl) KBETH 100 Bl
BEDMAAN I, 24 Bk
LR T, B O
ZhiA [ % ATt

(%5 2 [8]) Durv/Trem75 & OY
VT 7 =T HTHER 343 1
D 0S A X2 NMPIFAE LB
AT OS % A

(1) £HERL,

(%5 2 [|) ODurv BELONY 7
7 = =7, @Durv/Trem £}
N T T 2=THENLEFNT
HrE©477 R OV@467 D
OS A X M MFAE LIRS T
OS % 7

(FF1m) EEZRL,

(%5 2 [7]) Durv/Trem B} VY
77 x=T7HETHE 404 FD
OS A XY FRFAELT-BEAT
0S % 7Tl

SRR ARAT

Durv/Trem75 #L VY T 7 =
=7 CHE 464 D OS A X
RS LTI T OS & 7F
il

ODurv HEEORY 77 =2 =7
e, @DurviTrem B OV F 7
=T HENENTEHO
619 } (X@609 D OS A N> b
MFAE LT OS

Durv/iTrem BHEE NV T 7 ==
THETHF 515D 0S A N
kA3 U 72 R i C OS % R

HARAE G5

4 #EAEF 1,200 451

4 FEAEF 1,310 41

WL

* o BIREHIIE B 2 0 72 BB AR OB — R O =23 Wl 0.05 12
B 2 RN ORRHT I O OS DFFHTIC L1241 0.001 K TN0.049 (2 EIT 5 2 & & &,

(] o AT L2

AL

1T, ENENE 41 NS
M, XY T 7 = =T EE
IR ENR o7z,

RO

A 2T Y E TR

59

VT 7 =T
— T, T 7 == TR

(NSCLC - ATfufags) _ 7 A

s D L omRRsh, AEKE (M) 251

ZOUVNVT, OS OFHEMENT (2021 4F-8 A 27 BT —4% B> b A7) OfEE K O Kaplan-Meier Hhifit
7RO DERBY THY .
239 % Durv BEDIELPEDRGE S LT,

1259 % Durv/Trem FEDEEE
(2% % Durv

r 7RIS FEREE



# 41 OS ORMMNTHRER (TTHEM, 20208271 HF—F 1y bA7)

Durv/Trem £¥ Durv #f VST x=TF
(IE=s 393 389 389
ARy N (%) 262 (66.7) 280 (72.0) 293 (75.3)
thalefif [95%CH] (B 1) 16.4 [14.2 19.6] 16.6 [14.1,19.1] 13.8 [12.3,16.1]
[ﬁ%;%;;étc e 0.78 [0.65,0.93] *2 0.86 [0.73,1.03] 3 —
p fE™ CHEAKME (MHl)) 0.0035 (0.0398) 0.0674 (0.0433) —
*1 : ECOGPS (0. 1) . HEE (HBVIEY:, HCVIEY:, Zofth) MOHWIRMIRERE (b, L) #EIKRTL LE)E

BICOXELBI N — RET /L, *2: 96.02%Cl (95%CI : [0.66,0.92] ) . *3 : 95.67%Cl (95%C| : [0.73,1.02] ) | *4: JEHl
log-rankfi & (Coxtbfl ¥ — KE T /L & [Al— D BlIK T)

S e Durv/Trem £¥
£
5
n LR
E
g / “-..,M“M
= -y
* VT T =T Rf e
[\
b 2z 4 B & 10 12 W 16 18 W = B DM 24 M 2 M 38 M 4 42 4
Number at risk

Time from Randomization (months)
Durv/Trem # 393 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1

V57 x=7# 38 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1
K7 OS ORAMMENRD Kaplan-Meier #hi#R
(ITT4H, 202148 H 21 BEF—F v b4 7)

Overall Survival (%)

————ny,
V5T =R [ WA

. . . — T T 11—
D 2 4 B & 0 12 14 16 1B N X M 28 W 30 1B 4 M I 40 42 44
Number at risk Time from Randomization (months)

Durv i 389 369 328 286 267 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20 16 6 2 0
VT 7 x=7F 380 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 0

8 OS DEMEAHTERD Kaplan-Meier g
(ITT4H, 202148 A 271 BF—Z Iy bF7)

B, RHFERICHEENG ., SHTICHWTZ 4 HlOBEZE DT HIZHOWT, FEERZEEDO BT &0
FERNHERINTZEOREN 2 I N, BEEIL. YZERIZOWT, AT HAT2WEICTEH I
7~ BfHFICEE L T, OS Ol 2 i L7-#5 5. Durv/Trem BE} N Durv BED Y T 7 = = 7 REIT %)
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T 5P — Kk [95%Cl] 12, Zh 2 0.78 [0.66,0.92] 0 £ 1r0.86 [0.73,1.02] 4 T -f=Z L5
b, AAMEORRMBRICHBEL LTSRNV EEZDLFEZHIL T2,

LM OV T IRBRER G-I h U3 544 T8 90 H LA O SE T3, Durv/Trem f 93/388 14l (24.0%)
Durv # 106/388 5l (27.3%) KOV 77 = =7 #f 112/374 fi] (29.9%) IZ@B® bz (9B, HARNEE
(BT HFET 1L, Durv/Trem #E5 451, Durv BES 65l ¥ 7 7 = = 7 HE 341 . BRAEHELTIZ L 5 56T (Durv/Trem B
70 {51, Durv B£86 5, ¥ 7 7 = =T HE89 Bil) A< HBE DKL, Durv/Trem #E THlilEZE & QUM 1E4%
2 B, BHEBAN MM, #RCRIES . OME LI/ BPERIKIE, A4, SRR ES R/ R . IFZk. O
fde. REERIRRE i/ TR ZS . /BRI, SETS. ZERRNE/Jorh, BB, EE (LA i, H
MY = > 7 OFFEZE, N, Mo, BisErEs a v 7 RO/ FlagE# 1 4], Durv #C
FEL 65, HAGM 2 B, MESPE, MLk GO IR BRI R AE, BRERR, H ER R i, A
A4, FRMiRE, O, BHEZ ORI KROMIESE Y 3 v 7% LFl, V77 2=T7FTHL 6
B, FFRA 3B, OvE L 2 5, MK feE, e ZHRATE S, PRI, S, FFEEAE, FERE T
TS, FFREOEMRE/MENES . RN ., (OAREZE, I, FTZERRIE K OESRSE/ MRS LB CTH Y . 5
5. Durv/Trem FEOMRERIEE | THERFR S EREGRE/ TR . T2, DR, Mo & O A2/ ITHE
RS LB, Y T 7 = =T REOZEIRIE/ MR K OMM RS- 1 Bil1%, 155K & ORI RBEIRNEE e d o
7= (AR N TR T 2R BAHEITIC L 2586 (DurviTrem B 2 45, Durv BE 4§, 7 7 = =7 #% 3 )
Zhr< BEOFEKRIL, Durv/Trem BT EEHVE(LE KL, HiitEs 2 v 7 ROWME L4 L, Durv BT
MIEMES =2 > 7 1HITHY . WTFbIRERIE L ORRBARAETE SN .

72R BRI D EEDOBIN
72R1 BEFEIZHOWT

BEREIL, 2B L FIRIERE O 7o WOIBRARE 22 My B3 12 xh3 % DurviTrem #¢5-% OF Durv #5004
B B OV RPEIZ DWW TIL, HIMALAYA BB 2 FUDICEHE 2 58t & L. BARNEBEICBT 2680
[ZoWTIE, TEBILFEIGBRICBIT 2 EAME 2 HI2oWT) CERE 194 9 A 28 HATHT AR AIE
0928010 &) . [ TEEHLFENEERICE T 2EANE 2 BEHEH) | O HLIEICOWT) (5F 34
12 A 10 BfHFFgEks) | TEEERERBROFE R OT A AT 2 - FEANCET 2 51 K74
NCOWT) (CERK 3046 A 12 BT SRAESREI 0612 55 1 5) S&2HE 2. HIMALAYA 35 % 5
DERRIHGETT D F8HE L,

72.R2 HIMEIZHOWNT
AL, LTI R TRFORE., £ FRIERO 2 OYIBR AR RE 72 T s B 1%t L T,
Durv/Trem $¢5- K O Durv £ 5- OGP IToR S &l Lz,

72.R2.1 XBEEIZOWT
HEEEI1T. HIMALAYA SREBORRIEL LTV I 7 2= 2R EL-HBIZHOWT, BTk 5123
BHL CTuW5a,

40 96.02%ClI % [0.65,0.92] .
40 9567%CI 1% [0.73,1.02] ,
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HIMALAYA REROFHHEFREAUZH51T 5 NCON A F7 A > (FFRGERE) (v.1.2017) K ONENBZH Y A
K42 () (2013 4EAR) (238 T, HIMALAYA B DX 585 CTdh 5, Child-Pugh 7038 A D2 H
LFHIETE D 70 WEIBR AR RE R PRI B E 12X LT, Y7 7 == BRI Tl &b,
HIMALAYA RER O EREE L CY T 7 2= T 2R E LT,

AR, HEEE ORI Z T LT,

7.2.R22 APMEOTMEEE K OFHEiRERIZ oV T

HIMALAYA B2 (C BV C, EEFEMIEE & Sz 0S 1220\ T, Y 7 7 = =7 BEZxT % Durv/Trem £
DEBEBNERRRGES AL, Y T 7 = =7 FHCKIT 5 Durv BEOIEL D REES e (72.1.1.2 ),

HEE# 1. HIMALAYA SRERICIBWT, VT 7 = =715t 2 IELMIC IS X Durv OB %% 3163
52 & R OMELEHIIC I 1T D IS~ — Y L OEUIMEIZOWN T, BLTFO X S IZFEHH LT 5,

Durv [Z2WTC, VT 7 = = 7Tk 2B BGE S T FEL O A DBBGE S - AIZB VT,
lmw&y?71:7%®Tm&@%é@fm774w@@w_%o%ymwﬁﬁ@%f%ﬁ%é%ﬁ
4% Z LIZAREL BRI Z &6, Durv BEICHOWTIE, VT 7 = = TRACRIT %S 2 4% =
Ll LT, £, ToWHEEEZ. VI 7 =2=7FECxT % Durv BEO NP — REb & LT 1.08 %2 3F

Ih<w—T L LTRE LT,

o TIERIIHTDLYT T2 =T OFEHEIICAER 0S OIEE D /R ST AN IAHFER (Sharp 71
B (N Engl ] Med 2008; 359: 378-90) &% U Asia-Pacific 7% (Lancet Oncol 2009; 10: 25-34)) @ OS ™
NP — R [95%CI] (ZZHh 0.69 [0.55, 0.87] & 1r0.68 [0.50,0.93]) (kS &, A 27 F U
AEATV, TITRRBCHTEY T 7 2=THD 0S OAYP— R [95%CI] 2RO 7-HEHR, 0.69
[0.57,0.83] LR =T,

o VI T =T DHRD 0% BHEFFSNTGEIT., VT T = =TIZxT D Durv OIELMERR SN
EHWrT oL, EROAZT TV VRICBIT LT TRk THY T 7= =T D OS O
MNP — R [95%CI] 1235 95%- 95% fixed margin approach (FDA guidance. 2016) % HV T3S
Mv—rBEH LT,

HIMALAYA BREROFER, ¥V 7 7 = =7 FEIZKkT 2 Dury BEOIEL R HGRES N/ Z L&, FREd
NEEAEEET D &L Dury B HICOWT, VT 7 = =750 TKI BSHERE S eV BB ISR 5 TR
P L L CoBKRMAAIIRO ond B2 5,

e DurvHEIONWT, VI T7 =T RE I L TGP INCE > AEFRREOREIRIIR . BAEME
MDRDHHNT=Z & (72R3.1 BH),
e DuvltE YT T x=TRHOMTEENET 0 7 7 A VIERNBED N2 L (38 112),

F7-. HIMALAYA B H A NEMNIZ BT D OS O RAEARHT O #E5 HR3f ONT Kaplan-Meier #ifRix, £
ZNRRIBTNHI KO0 D LB THoTe,
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# 42 BARANERICEBT 2 0S OBKMITER (ITTH£RE, 20218 A 21 BT —F v b4 7)

Durv/Trem £¥ Durv # V57 =T
%k 34 45 29
ARy M (%) 20 (58.8) 26 (57.8) 19 (65.5)
o [95%C1] (I H) 26.9 [15.3, —] 24.2 [139, —] 24.7 [13.9,30.1]
Y — R [95%C1] ™ 0.81 [0.43,1.55] 0.85 [0.46, 1.59]

— : H#EERER,

Overall Survival (%)

Number at risk
Durv/Trem #

*1: ECOGPS (0. 1) | AP (HBVIEY:, HCVIRML, € ofth) RUWIRMIRERE (b0, 72L) 2§
BT & L7z f@RICOXEL B~ — FEF L

1.0+

pEE

pLE

044

024

—————

_______ Durv/Trem #f

VT T =Tk

VI 7 =T

Overall Survival (%)

Number at risk
Durv #f

]

34
29

2

34
28

4

29
28

]

26
25

1 1 T 1 17T 7T 7T T T T T T "~ T T 17T " T°
g 10 12 14 18 18 2 = A ®M ® I I} M WM W 4 40

Time from Randomization (months)
26 25 24 24 22 21 20 20 20 19 16 15 14 11 9 8 6 0
24 23 22 19 16 16 16 14 14 12 10 10 8 6 4 2 0 0

X9 BARANEFICET S 0S DEMKMENTR D Kaplan-Meier fifR

(BEAANEMN., 202148 H 21 BF—F 0y v47)

fd+

02+

VT T =T

VT 7 =T R

[

45
29

2

44
28

41
28

38
25

B L T ] 1d 1Iﬂ i N B M ® H 1] 2 oM M B 4 4
Time from Randomization (months)

36 33 33 29 25 25 24 23 23 21 20 19 16 11 8 6 4 0

24 23 22 19 16 16 16 14 14 12 10 10 8 6 4 2 0 0

X 10 AARAEMIZBITS 0S OEMEMENTRED Kaplan-Meier Bk

(BAANER., 20214821 BT —4 v v A7)

RS 1L, HIMALAYA 3B A AR NEMICEHIT 5 OS 1245 FEtofs Ra2 B E 2. AARANBEIZBIT
% DurviTrem 5 OFZHEIZ SOV THAZ RS, BEHRITUUTO L 2 IcEZE L,

GIBRARE 22 I MIRE O OS IR B2 RITT ARtED®H 5 mE L L THESNTWDLI DD ) b,
AARNEICK T 2 & GHEM CAREENRD biv, DOUBKRF 26T 2MOEAT—EDA X ML
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DRDHNTATF L LT, 3 2DKF (PD-L1 FHLRDL (TIP (1 A&, 1LAE) ( ALBI 2= (1, 2)
FOWIMNER (HV ., 72L) ) DRE Sz, 2% 3 K7 RO Gt A S48 & & L7-3Ef@HI Cox M~ —
RE TV % T RBEARNT 2 S L 7G5, BARNEMICK TS Y 7 7 = =7 FECxEd 5 Durv/Trem #
® 0S O /Y— R [95%CI] 1% 0.82 [0.42,1.60] TH V., FHERTOME L FETH -7, HIMALAYA
ARERIHAAN OGN ARNEZEBIIRONTHE Y (RN TFORBIBROIBFHTIIRARH D B DD,
H A NEE[H1 0> RECIST ver.1.1 (2520 < IRBREEERTHIEIC L 228203 1E DurviTrem FER VY 77 = =7
FEICRBWTENZEN 235 LT 34%TH Y, BEREHOMR (L4201 KT 5.1%) & R AR
BOLNDoT2Z EELEETH L. ARNBHEICBN TS DurviTrem & 5-OF 8 MI3HIfFcx % &
B2 D,

WHENERLIZARIZ, UTOLEBY ThHD,
TROBEHAEND, R LFRIEEO 70 O YIFRAREE 72 M B8 125 5 ODurviTrem $5- & 0@
Durv ¥ 5-OG IR Shuiz &Il L=,
o EROIZ2OWT, HIMALAYA B BRIZEBWT, FEFHMIEA & SN2 0SIZHo\W T, VI 7= =7f
W2k % DurviTrem BEOEBUESRIES T Z &,
o EROIZDOWT, HIMALAYA BRBRIZEBWT, FEFHMEEA & SN2 0SIZHo\WT, VI 7= =7f
WK% Durv BEDOIEL DR RSN Z &,

F 72, HIMALAYA BRI AN ST BARADBRERIIR SN TEY . AANER DR B4 M
RNBFIZBT 2RO AT T2 Z EITIEWRARSH L B2 200, ARNEM & 2L
TENROFE IR EZRITBO DN o722 LICA, FTROSESELEETDI L, BANBEZ
&, HIMALAYA iR 0552 B 125632 Durv/Trem £ 5- ) Of Durv #-5- O30 MEI30R Sz &k L
77
o Durv KO Trem @ PK ( [FRE 30 4F 4 H 5 BN HREREE 1 2 7 0 v V5l 120 mg, [FA
EHE 500 mgl KX 6.2.5 M) | A ONTHMARE B O W K ONA R R IR 72 E NS 226
OHILTWNRNT &,

*  Durv OBEARE DO ZEE - IR T, Durv O ZMPEICHfE R ENAZITRO b TNz & (145
246 A 30 HAHTHERSEE A I 7 0 > VSMHIE 120 mg. [FLASEHTE 500 mg) 5 H),

72R3 REMIZONT (FEBRICOVTIE, 73 BERABRICBVW RO ONE-AEESE| OF
ZR)

gL, [7R1 ZLatE (Durv KO Trem OIEE T REHELRE) ([2OWVWT) OEKRULL ORI HE
DFER. BHALFHIEED 22 W BIBR AR 72 s 8 (S %92 Durv/Trem $£5-% O Durv $¢ 5-REIZFF
B A BT AAEFLIT. Durv KO Trem I[2OWTENRZEN FDHELTH Y . Durv/Trem #5- K 8
Durv #GIZHTZ o> TiE, TNODOAFEFROFEBUCEET HILER DD LEZ D,
<Durv>
PEAAFRBOZNRE « ZhRAT K B KGRI ISR S E &l S = F 45 (ILD, K% - EEE D T, T
REFETE . WorERERE S (RURIRBEREREE . RITHEREIEE . TRAMKERS) | 13RI, BREE (7
BEPERERE) R, DR, EIEMEESRE, oM R ESREE S . 2%, infusion reaction, FRAL
R . AL FRIEOF IR O FE BT T ERIBAE) (T 245 6 H 30 BT HFARSEE I 710
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VIR ERE 120 mg, [FLRIREEHE 500mg) FEM) ITNA. BREE . RIEMRIEE . Bk ONHILE 27
Lo

<Trem>

KIG - BEO TR, k. DRk, BEE, NoWERERSE (FIRIEEREE, BIBHEREE, Tk
RHRERE ) | infusionreaction, FFHEREREE. ILD. AXZS, FEJ@BeE, RAMPREREE, PR LK OVHLE 2
Lo

N

F 72, BEIL, Durv/Trem %5 2 O Durv #5126 7 > Tk, ERLOAEFLOBBUTE T DHHLER
boLEZRDLDD, BIMEFIRIEI 072k L BRR A FFOEMIC K > T, AEFROBILE, WED
G RO K D EWER 25 & L7852 W08 2R, Durv J OF Trem OARIEZE DI O] 72 kPG 72 S 415 D
Thiu, Tl S 12T, Durv/Trem #5-% Of Durv #5133 E R TH D &Il L 7=,

72.R31 BEMTu T 7 A NIZONT
FREH L. HIMALAYA SBRICISWV TR b V7o LG 4 5512, Durv/Trem #%5- & O Durv #&£5-0
BEET T 7 A MZONT, LFOXIICHH LTV,
HIMALAYA RERICEBIT 2 Z2EOMEIL, £430DLEBY THoTz,
#43 BEMEDOEE (HIMALAYARER)

B (%)
Durv/Trem #f Durv # VST =7t
388 i 388 4] 374
EHERR 378 (97.4) 345 (88.9) 357 (95.5)
Grade 3 UL L OHEH S 211 (54.4) 158 (40.7) 210 (56.1)
LI E-T-HERS 30 (7.7) 26 (6.7) 27 (7.2)
mELAERSE 157 (40.5) 115 (29.6) 111 (29.7)
BERILCE - HEES 53 (13.7) 32 (8.2) 63 (16.8)
Durv*! 53 (13.7) — —
Trem"! 0 — —
IREN T o I EHS 134 (34.5) 95 (24.5) 178 (47.6)
Durv’! 133 (34.3) — —
Trem™! 2 (0.5) — —
WRICE S T-HERS
V5T =T — — 162 (43.3) *2

— %47 L. *1: DurviTrem BEICB W TR G H I UIKRIRICE S 7215 T E ONR, *2 : BEICE- -
HERGIINEIN o= b, AEFLRICLVIHEICE - - F15k % fi#

@O DurviTremBrL V77 = =7 DL -

HIMALAYA #BRICEBWT, VT 7 ==7 & il LT Durv/Trem BETIHIBLRD 5% LEno7oa
Grade DHFFZRIX, £ O HSE (Durv/Trem # : 89 ] (22.9%), V7 7 = =7 : 24 ffl (6.4%). LLF,
FE) . 792 (87 fiil (22.4%) . 52 {3 (13.9%) ) . AST 4/ (48 f5il (12.4%) . 24 f3] (6.4%) ) . HUIK
REEREAR ME (47 1 (12.1%) . 16§ (4.3%) ) . RHRJE (40 f (10.3%) . 16 {5l (4.3%) ) KOHLIR
HREERE TLESE (32 1] (8.2%) . 23] (0.5%) ) Th o7z, RERIC, FBLELD 2%LL L& - 72 Grade 3 LA
LoFERERLE, U oS—BHN 24 #] 6.2%) . 11 ] (2.9%) ) . AST H#hn (20 1 (5.2%) . 12 4
(32%) ) KO I 7—EHI (14 61 (3.6%) . 441 (1.1%) ) Th-olz, FERIZ, FBLED 2%LL L&
Mol EELAFERGL, BUE 8 #1 (21%) . 0fl) Thol, FBLFEN 2%LL EFEH > 2 IBRED
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RIRICE ST HEFEGT, ALT 80 (14 61 (3.6%) . 461 (1.1%) ) . 7 27 —EE (13 4] (3.4%) .
0f) KON S—EHIh (11 5] (2.8%) . 34 (0.8%) ) Th-o7-, [FEEIT, FELED 20LL FEmroT-
WL E ST EFRENEREOK G R IEICE ST AEFRITRO LN -T2,

@ DurviEE Y 77 == TR

VT 7 = =7 L LT Dury B CHREBLRD 5%LL EED > 724 Grade DA EFEFGLIL, £ 9 FIE (Durv
BE 5601 (144%), Y77 ==TRF 244 (6.4%). LAF, [FNE). AST Hn (56 5l (14.4%) . 24 {1
(6.4%) ) . ALT H3i1 (44 5l (11.3%) . 20 i (5.3%) ) KOSERE (34 45 (8.8%) . 13 il (3.5%) )
ThoTo, [FERIZ, FEEN 2%LL L& -7 Grade 3 UL EOFEFSIT, AST (26 il (6.7%) .
12 5l (3.2%) ) Th o7z, RARIT, FILEN 2% LE2 > TIRBREDIRIEIZE > o A HFFGIL, AST
B (20 B (5.2%) . 6 (1.6%) ) MOYALT # (12 5 (3.1%) . 4l (1.1%) ) Th o7z, [Fkk
(T FEBERD 2% Emd o R CICE - AERE, HELRAEFRRROBRBREOR G PILICE ST
AEFRRITRD NN T,

@ Durv/Trem & & Durv B D g

HIMALAYA BRI BT, Dury # & HL#E L T Durv/Trem BE CHRILEDN 5%LL L& h o 724 Grade DF
EHEGL, A (Durv/Trem B : 103 6] (26.5%) . Durv £ : 58 5 (14.9%). LAF, [FE) . % 5 FEAE (89
Bl (22.9%). 56 5l (14.4%)). 3&3% (87 il (22.4%) . 40 5 (10.3%) ) . ¥ (66 (17.0%) . 38 i
(9.8%) ) . HUREREEREIR FIE 4761 (12.1%). 1961 (4.9%)). HUARIREERETTHEIE 32 61 (8.2%). 9
Bl (23%)) KOT 7 —EHM (29 Bl (7.5%). 961 (23%)) Thoto, FEERIZ, FBLFED 2% L5
Mo 7= Grade3 L EOFEFELG L, U —BHIN (24 61 (6.2%) . 16 1] (4.1 1) ) . FH (17 5 (4.4%) .
6 % (1.5%) ) . &) bV o AMAE (16 1 (4.1%) . 561 (1.3%) ) . 7 I 7—EHM (14 # (3.6%) .
361 (0.8%) ) KOYEY 86 (21%) . 0fl) TH-oto, FEEMN 2%LLLE D > 2 IRBRIEOARIKICE
ST AEFEFGIL. TH (1341 (3.4%) . 141 (0.3%) ) KT I 7 —EHMN (13 #i (3.4%) . 115 (0.3%) )
Th ol [FRRIC, BEEN 2%, L@ -T2 TICE A EES, BERAERES L RBREORS
HFIEIZE ST AEFERGIIRO b oT,

Fio. HEEE L, S CERIERE O 2 WEIBRARRER ITHIIE (HIMALAYA 3Bk L. Durv ORE&R
DERE + R OFAERFZFN S - BRARRERD 5 5| Durv 2 FE G- X 4172 PACIFIC 3R (2018 4F
3ARHT =Dy bA7) EOBTORENET T 7 7 A NVDOERIZONT, LFOX S IZHHALTW
%o

HIMALAYA 75 @ Durv/Trem BE& O Durv £, W ONZ PACIFIC 382 @ Durv BEIZEB W CRRO bV H
FHERZOFBURNZ L LT RIT, R4 0LBY ThHoT,

2 R E T TARIGE B R IE R IR BT A58 8 S LR D - To BIBRRRE 2R R T T O NSCLC [ % 54
(2. Durv OFMER O ZEVEZRETT 5 2 &2 B & L7 [EBRIE[R 55 AR,
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# 44 HEMOBME (HIMALAYA REB KR U PACIFIC RER)
Bt (%)

HIMALAYA 5% PACIFIC Bk

Durv/Trem #f Durv #f Durv Bf

388 f3ll 388 11 475

PHERG 378 (97.4) 345 (88.9) 461 (97.1)
Grade 3 LA Lo FEHES 211 (54.4) 158 (40.7) 176 (37.1)
EEICE ST HERS 30 (7.7) 26 (6.7) 21 (4.4)
EEDAERS 157 (40.5) 115 (29.6) 141 (29.7)
Durv D GFIEICE > - HEHES 53 (13.7) 32 (8.2) 73 (15.4)
Durv DIKIRICE » - FEHS 133 (34.3) 95 (24.5) 198 (41.7)

PACIFIC 55 & bbig LT, HIMALAYA #RBR D Durv B THRILEN 5%LL L& - 724 Grade DHEH
G, AST H9N (HIMALAYA &5 : 56 1 (14.4%) . PACIFIC 7% : 18 5 (3.8%) . LAF. [[IE) .
i (37 B (9.5%) . 18 fi (3.8%) ) . ALT #4hn (44 B (11.3%) . 17 #5 (3.6%) ) . fE/K (26
(6.7%) . 0 %) KO e Y e 8m 236 (5.9%) . 36 (0.6%) ) Thoiz, FERIC, FEHLR
75 2%LL b7 o 7= Grade 3 LLEDOAEFS L, AST BN (26 5] (6.7%) . 741 (1.5%) ) . U S—PH
(16 B (41%) . 561 (1.1%) ) . LKOVALT #8900 (12 5l (3.1%) . 561 (1.1%) ) Th-o7-, [k
12 IR 2%LL LR h o 72 Durv OIRIRIZE - -4 EF 503, AST B0 (20 #1 (5.2%) | 3 1] (0.6%) ) .
M OYALT #9n (12 511 (3.1%) | 561 (1.1%) ) Th o7z, [FEEIZ, HBEED 2% E@mhro 2 TIcE
STEAEFG, BELAEFLLO DUV OEGHILICE S EAFERRITRD bR o7z,

BRENEBRLEARIL, LTFOEBY TH D,

HIMALAYA BBRICB VT, DY T 7 = =7 L Hl LT Durv/Trem £ K O Durv BE TR BLR B m WA
EHHG @Durv #f & bl L C Durv/Trem B CHRELEN WA FEFLRDRO L2 b OO, K503 Durv

ICBWCTEEROFEEGTH -7z, £7-, Durv BE & Ll LT DurviTrem BHZEB W CEHE R A EFRED
FHLRD NS DD, K537 Durv OIRFEFIZ LV EBLA[RE T -7z, MMA T, Durv B IT-OW
T, BEAGROZNEE « 2h5 & bl U Ol O BE CRIAENEH WA EFEFLRBO LN HOD, K
535 Durv [ZBWTBEMOAEFL UIFURROEEBRZZ DN OIAEFL ThozZ &, FHLITES
A EFER L OCEERAEFEFZORBIRDEGMERNITRD iR Tz,

LLEE D BIEHE B AALTFIIES o3 75 - B2 FFOEANC L - T, AEFROBILE, WED
SO K D EWER 238 L7852 B0 B, 84 D B3 OARAEIZ)E U7z Durv/Trem $£5- X% Durv
D) 7238, Durv OIREEE D@ Y 72 %I A3 e S5 O ThIuE, FHAmE EE 2B\ C Durv/Trem &
O Durv #5138 wTHE &l L7z,

72R32 REMOERNNEIZONT

FREE L. HIMALAYA BBRICI W TR b o Z e ElF 2 2. Durv/Trem %5 & UF Durv D %24
PEDEMIEIZDNT, UTFDO X SIZFHH L TV 5,

HIMALAYA 55 @ Durv/Trem # J O Durv B2 361F 2 A AR NEE K OSNENBF DL OB TR
45 DLV ThHol,
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45 REMOBE (HIMALAYA RAR)
% (%)

Durv/Trem #f Durv £
ERN:E SMENBE AARABE CANEPN e )
34 {5 354 3 45 {51 343 fl
PHERR 34 (100) 344 (97.2) 39 (86.7) 306 (89.2)
Grade 3 UL LD FEFHSL 17 (50.0) 194 (54.8) 15 (33.3) 143 (41.7)
WEICE - AEES 3 (88) 27 (7.6) 1(22) 25 (7.3)
EHELEEEG 14 (41.2) 143 (40.4) 12 (26.7) 103 (30.0)
BBREOHR G IICE - HEHS 6 (17.6) 47 (13.3) 4 (8.9) 28 (8.2)
Durv*! 6 (17.6) 47 (13.3) — —
Trem"! 0 0 — —
BRI DIKIRIZE » - HEHG 15 (44.1) 119 (33.6) 9 (20.0) 86 (25.1)
Durv*! 15 (44.1) 118 (33.3) — —
Trem™ 1 (2.9) 1 (0.3) — —

— Y L. *1: Durv/Trem BEIZ B W TG A IE UIARIRICE - 721RBRER 2 L ONER

Durv/Trem BEIZFWT, FMEANEBE &g LT HARNEE TRELEN 10%LL &) - 724 Grade OF
FHELIL, B2 (ARNEE 1161 (324%) | SMENEHE - 76 il (21.5%) . LT, [FIE) . F&EL (8
B (23.5%) . 43 i (12.1%) ) . RHEE (8 f (23.5%) . 32 1] (9.0%) ) K ONFHERE RS (4 61 (11.8%) |
0f) Td-o7z, [FAEEIC, FEHLERD 5%LL L)~ 72 Grade 3 LI EOHEHGIIATHERER T (2 61 (5.9%) |
0 %) KROVNEZE (241 (5.9%) . 0f) Thoto, [FEERIC, BN 5%LL Lo o HERAHEFESR
IXIHAEZE (2 1 (5.9%) . 0f) Toholo, [RERIC, FEBUED 5%LL EEno I iRBEEDIREKICE - 7o
EFHELQIT, BRI CEE 261 (5.9%) . 241 (0.6%) ) ROVNEEZE (2641 (5.9%) . 0fil) Tho
Too [FRRIC, FEBLRM 5%LL Emh o T ICE > T2 A EFR R NRREOHR G HIICE > T-HEESR
RO bR T,

Durv BEIZIW T, AMEAEE & Hf U T HARNBE THRILEDN 10%LL Emd - 724 Grade DHHEFS
X, EOEE (BARNEE 1261 (26.7%) . FMENEFE - 4461 (128%) . LAT. [FIE) ROSERRK
R (51 (11.1%) . 141 (0.3%) ) Th-olo, FAERIC, FBLHED 5%LL EEn-> 72 Grade3 LA LA HE
HRIIHERER T (46 (8.9%) . 16l (03%) ) Th-ot-, FERIC, FELFEN 5%LL L@ - 7-HEA
HEFGIIHERT 46 (89%) . 141 (03%) ) Th-olo, RIS, FBLEN 5%LL L7k
IR DOIRIRIZE o To A FEFRRIL, IFERERE G #1 (6.7%) . 141 (0.3%) ) Th-oiz, [FIFRIC, FBLE
W B%WLL L@ Do T2 T ITE > A EFZ R NI OR G IR E > oA ERRITEO biigho T,

B BR LINRIE, UTOLBY Tha,
HIMALAYA FBRIZBW TR SN BARANDBEBIIR O TEBY | ZRMOENIZEIZ OV Tk
BICHEET 5 2 SITERARH D b0, Fild A% % ZE T 5 &, Durv OIREEDMEI 25 X 0 |
FAMEAHZ 2510 °C DurviTrem #1508 Durv #7804 THE & I L7
o HEABE LB L CHAINRE CRERNE DT AERS T, 1FL AL Durv (2B CEEA
PHEFR ThHoT-Z &,
o SEABEE LKL THAANBE CREICE S LA EFRLOEERAFEFRREORBEIENY] 52N
BWEANERD B noiz 2 &,

R IX. DU OIE T, HIMALAYA RBRIZEBT D2 20 fE R 2 F 2. Durv/Trem $¢5- % OF Durv
B LA IOV TR 21T 7=,
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72.R3.3 Him
HEEH 1L, Durv/Trem #5- % O Durv #5012 X 2 HMLIZ DWW T, LUFO X S IZFEB LT D,
il & LT, MedDRA SMQ @ [Hiffi| (Z5%X4 9 5 FHGa4E5 Lz,
HIMALAYA FRBRIZI 1T 2 i OFBLRBLITR 46 DL BV Th o1,
£ 46 WFTRHOOFT 2 FILL ERBHRD b= Hil OFEBURGL (HIMALAYA 3ER)

B (%)
Durv/Trem £ Durv & VST =R
PT” 388 4] 388 ] 374 #
4= Grade Gﬁdﬁ_S 4= Grade Gg\(ﬂe:?’ 4= Grade GB\dES
Hi I 44 (11.3) 23 (5.9) 42 (10.8) 19 (4.9) 56 (15.0) 21 (5.6)
- EREACAE 7 (1.8) 6 (1.5) 3 (0.8) 1 (0.3) 4 (1.1) 2 (0.5)
H B i 7 (1.8) 4 (1.0) 5 (1.3) 3 (0.8) 5 (1.3) 4 (1.1)
] A HE HE N 7 (1.8) 3 (0.8) 5 (1.3) 3 (0.8) 5 (1.3) 0
B 6 (1.5) 0 4 (1.0) 0 12 (3.2) 1 (0.3)
Hf M RS TE S 3 (0.8) 3 (0.8) 0 0 0 0
(LRSI 2 (05) 1 (0.3) 2 (0.5 1 (0.3) 1 (0.3) 1 (0.3)
A5 e 2 (05) 0 4 (1.0 1 (0.3) 0 0
FEE Sy 2 (0.5) 2 (0.5) 0 0 0 0
AL 2 (0.5) 0 1 (0.3) 0 3 (0.8 2 (0.5
SEETE 2 (0.5) 0 2 (0.5) 0 1 (0.3) 0
EL 5 HH 1, 2 (0.5) 0 2 (0.5) 0 0 0
JERSE% HH 1. 2 (05) 1 (0.3) 0 0 0 0
APTT 3R 1 (0.3) 0 6 (1.5) 1 (0.3) 3 (0.8) 0
T HRARIE i, 1 (0.3) 1 (0.3) 2 (0.5) 0 0 0
i fR 1 (0.3) 0 4 (1.0) 1 (0.3) 6 (1.6) 1 (0.3)
B FRRE . 1 (0.3) 1 (0.3) 4 (1.0) 4 (1.0) 2 (0.5) 2 (0.5)
HE L e 0 0 2 (0.5 2 (0.5) 0 0
W% [f1. 0 0 3 (0.8) 0 3 (0.8) 0
A I 0 0 0 0 5 (1.3) 0
N VA=A % %) 0 0 0 0 2 (0.5) 2 (0.5)

: MedDRA ver.23.1

HIMALAYA FRER (23T, FELCICEE - 7= i Durv/Trem £ C 8/388 il (2.1% : BEZS PN H ML 2 4, Jix
R, MRS, B, P, AE R i R O AR A% 1 61) . Durv #¥C 6/388
B (1.5% : BAGHM 3 B, iRl 2 6k OVEEFIRRE K 1 F) . YT 7 = =7 #ET 5/374 f

(1.3% : i, it T RS, S, MR & OVEIEFRIE A 1 B ICRO Bl 9 b,
V77 = =7 FEOMMER LRSS 1 FITIRBRE & ORRBEBRA R E IR o7z, EERMIMIX
Durv/Trem # T 27/388 i (7.0% : 515 Hf K& O EHTHALAE i 4% 7 61, Haf kS5 IS 3 4, nhifn, 84
ZPN R OV HH A% 2 51, Mt it R, it i B, B AR H
i, P, [EIREEE LRI, R AE i, Aoyl RS H i X OVEL HE 4% 1 481) | Durv BT 19/388
B (4.9% : BB 5 B, SEERRE L 4 ], i rEF R X OVE FUos 4 2 410, ICP i m,
i, dEPE, vE, AT, EESEEELEI, FEE S R O A A 1) . T
= =7 FET 19/374 451 (5.1% : EFEREARAE I 4 B, B G 3 B, SiEF IR il 2 41, B, fokE
Mf, ERf SR, Wt RS, s, mefn, mfE, fR, REEEREHIm, A U R OVINEH
% 160 IZ@RD B, OB, DurviTrem FEOEFEEELLHMN & RS HIMAS 1 6, V77 ==T7F0DOH
g 2 51, BRI, . ofn PR K OVERERZE I A 1 FITIREREE & OREBERNEE I 7-, 1k
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BRI DHE G- 11125 - 72 HIfiLiE Durv/Trem #£C 7/388 61 (1.8% : i, HfnrEaG g, Hif i B 15,
B G, BEZEN AL, PN OVEE B R H 45 1 1) | Durv £ C 3/388 51 (0.8% : & M. 2 i,
RIEFREHM L 6) | V77 =TT 6/374 il (1.6% : MEImME, ikt CRERRTES. S, i
JEE PR B OVELTE RRIRSES (45 1 451) 128D BTz, 1RBRIEDIRIEIZ = - 72 Hiifl% Durv/Trem # T 3/388
Bl (0.8% : S M, [EIFAEUELLIIN K& ONESS H M4 1 451) | Durv #£C 4/388 51 (1.0% : [EIFSZHELLIEN
2 5, IAEHE R QWA 16 . VT 7 = =7 RET 6/374 1] (1.6% : MU, it R GTE. &
., U, bR M OVRE R A 1651 (2R BT,

i OFEPEE R O P9l (R/IME, &Rl  (H) 1%, Durv/Trem &, Durv i ONY 77 = =7
FElZBWTC, <2855 (2, 829) . 85 (5, 896) KUr52 (1, 937) ThH-oiz,

V77 2= OEEAIO Y A7 Th S HIMIZ DV T HIMALAYA RRERIZ 51T % Durv/Trem $£5- % O Durv
BHIZ X DI E -2 i, EEZRHIM, Grade3 UL EOHIMIE, VT 7 = =7 L RREIZED DL
7ebdD, %< 1% Durv/Trem X% Durv & DRRBRENGE SN TN D Z &, JFIREBOLENEZ BN
% Z LD G, DurviTrem X% Durv O 5128 72 > THIMIZ OW THEBE D IEE WA 24T 5 MEIT /e &
B2 D,

HENEELT-ARIILTOEEBY ThH oD,

HIMALAYA &8 ® Durv/Trem B£ ) O Dury #HIZB W CERD bz, EEICE - HImZ2ETe, HEER
H 22DV T, Durv/Trem % O Dury & ORI EEAFRITME TIX7enW2 Lo, HMICREY U CHIRE TRy
BIZREEME I INE RN EZX D, LLRRb, TRROREERET DL, EMEZ W THRARRERIC
BT 2 KR BH OB HAE K O M OFEBLRDUZ O W T RIZHET 2 BN H D Ll LT,

e HIMALAYA B2 51T % Durv/Trem KON Dury BEIC BT 2 EERHMAE X, Y I 7 =T L
BREOHIFTHOONIZ L,
e HIMALAYA RBRIZH W CITAFEREDIREE 37 i/ . LB I OBEEY . U 27 OEW &
IR 2 A % BES ST AMANEERRE SN TRY, Hill) 27 o@mnEBHEICBIT S
Durv/Trem X% Durv & G-OZ 2T+ ICHER SN TWRWEEZ 5 Z L,

7.2.R4 BEERMINLERHT R OZhEE - ZhFRITHOWT
Durv }2 OF Trem D fFHIIEIE 1248 2 Z0EE « 2R OBhEE « ZhRICE#E T2 FEIL. FED L I ITRES
T,

4 HIMALAYA 3B TiE, 1/ 75,000/ul DL Eo BEHAAN ST,

“ HIMALAYA 3B Cid, % 12 7 A BB i (BE R os . Wi ss) OB UTAEDIN S 2 B3R &
niz,

® YR NREINIRR A Z T H 2 L LSz,
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ZhEE - ZhE ZhEE - WFRICBE T DR

o JHPTEIE B ) — NVIEANIE, 7 DAL, ~A 7 a i EERE, T
EhARZEAR 1L/ IFEIAR L R AR 8 . RS RREESE) OIS & 72 5 PR R 1%t
9% Durv OF ik K OV EPEIEHESL LTy,

o FRRRBRICHAAN DI BE OFEEREOREEIZOWT, THRIKAE] OmEo
WEZHAMN L, Durv DFIMER L2 MEE -+ BAE Lz LT, #IGEE ORREIT
292k,

o JRATRIE (BB & ) — NWAEANFIE, 7 VAR, <A 7 a g ERE, T
EhARZEAR L/ IFEIAR L R AR 8 . R RREESE) OIS & 72 5 P R 1%t
95 Trem DA MEK VL APEITHESL L TV,

o FRRFRBRICHAAN DIV BE OJFEEREOREEIZOWT, TERIKAE] OmEo
WEZZRMN L, Trem OB MR NLEMEE 08 L2 BT, @S RE OBREIT
292k,

Durv | GIERAHEZ2 BT A

Trem | YIBRARAEAR ATHM s

MREx, [7.2R2 AMEIZHOWT) KN 17.2R3  Z&MEIZHOWT) OIE, WNZLL FOEIRT K
FAFOFET, Durv L O Trem OZWHE « WFRICBIET H1EEZ FEO L O 128K L= LT, 2h6E - a2 W
HEBVRETDZENBEYTH D &I LT,

ZhiE « S ZhEe - hFICBE T D IEE

o JRATRIE (B2 ) — NWAEANEE, 7 VAL, <A 7 a i gERE, T
TR ZEAR L/ IF BN AIRA L ZE R e . ST RREIESE) OIS & 72 2 MR FR T Lt
3% Durv OFNME K OV EMEITHEST LT,

o FEIRERBRICHL A AN DT FBE O FFHSRERS E ORLEE SO\ T, THER ) DD
R Z A L, Durv O IMER OVt 2 43 BifiE L7z B¢, s BE OFHR &
17952 &,

o JRATRIE (B2 ) — NWAEANEE, 7 VA EEaRE, <A 7 a i EERE, T
EhAREEAR L/ T EIAR LSRR 8 . RS REESE) OIS & 72 5 AP R 1%t
3% Trem OF ML VL EMITHESL LTV 70,

o FEIRERBRICHL A AN DT FBFE O FFHSRERS E ORLEE SO\ T, THER ) DD
R Z A L, Trem O R V&M %2 0 IC g L- EC, s EBE OB &
1752 &,

Durv | BIBRARAEZA: AT

Trem | YIBRARAEAR AT

7.2.R.4.1 Durv/Trem %O Durv OERNBAITIZOWT
EWNAN DK RDBTITA BT A o R OBKRIES 7 OBFEICBIT 5. R LFFRIERD IR
REZ2 PRI (632 Durv ICBT 2 Rt#liI LA T D L B0 Th o7z, 7235, DurviTrem #5123 % Rk
W7o te,
<BEITA RT7A 2>
« NCCN #A K71 (FiHiERE)  (v.2.2022)
BEALFIIERE O 72 O UIBR R RE 22 A B 126 LT, Durv B G-13HERE S 1L 5,

HEE# 1L, HIMALAYA fRBRO KGR 1K LT Durv KO Trem Z0Ff3 5 2 L OEFIZOVWTLLT
DEITHHAL TV D,

HIMALAYA SHEBROFELR, OS I2OWT, VT 7 = =7HEHCKHT 5 Durv BEOEBIEI IR SN0 o 7=
— 7.V T 7 = =7t & i L C Durv/Trem Bf CREFHFERICA BRIEE DRSO 72 Z &2 2 T, Dury
BEZxET % Durv/Trem £ OS O/~ — REE [95%CT] :0.90 [0.76,1.07] % %5835 & | Durv (2 Trem %
LRET 52 EDEBRIKIAERMEIRO N EE X D,

F7-. BHEFEIL. (1) Durv/Trem #F 5 &N (i) Durv ORI ESITIZONWT, FREFENRLLTFD XL
INZEBI LTV 5,
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(i) Durv/Trem &5

HIMALAYA FRBRDFER ., S AbFFRIERE O 72 O BIBRRRE 7 ITHI A A 12k 9% Durv/Trem 51T
DNT, VT 7 2= T RECHT AEEERN R SN En D YEEF IR DIRERINE O —> &L
EffiTons&E&EZ5,

7pd. BIBRANREZR ITHEIRRE (2 L CRBEARE DIEHID 5 6 ATZ/BV 22\ T, 2y BV OBEED

U227 THY ., IMbravel 50 RS |2\ T, VT 7 = =7 FEL il L CHIMICBE T 5 A EEF RO EH

RNEN- T BENHE SN TS (NEngl I Med 2020; 382: 1894-905), ATZ/BV } O} Durv/Trem DA &h{k:

K OVZ2 e & bl U 72 BR R BR A 135 DT Zen 2 &b . 23D OFE W T I3RS TIEARBH T

b, FRROLRENET v T 7 A NVELRE R, He OBZEORBIST TEEPRIRSND £ B2 D,

Flo, LN F=T LW UIEMTICOWTIE, TReOSEEEET 5 L, Durv/Trem #5235

INDHEEZD,

o B LFRIEREO R WOIBR AR TR EE 2RI, LoNTF=T LY T T =T ORMER
V2 Ve % bhlg U - [E BRI R B RS (E7080-G000-304 7klk) (ZBW\C, EEFHMEEA & Sz
OSIZOWT, Y77 =2=TkT VLo R_"F=ToEENREN-2 8 (DR 3042 H 14 H
I EEREE Lo~ h 7L 4mg) BHR),

* HIMALAYA RBRIZBWT, YT 7 x2=71Zx %5 Durv/Trem &5 OEEMEDREES 7z 2 &

(72.1.12 B),

(ii) Durv 5

HIMALAYA REEOFER, Durv BEHZBWT, V77 = = 7RI DL HENRE N2 LTz,
Durv/Trem $#5- & tb#g UC Dury 5123515 % Grade 3 DL EOBFEFEREORBIRENMEN -T2, VT
7 x=7& Durv O] TLEEMET 1T 7 A /LI #ﬁzﬁwm&’)%hﬁ\_ LELZET D L BELTRERE
D72 WHIERARRE AL R B E D 5 B TRROWT U %Y T 556 12IE, Durv B 52358525 2
EMTEDHEEZD,
*  Durv/Trem &G (ZOWT, AFEMEICREN H L%, 1BRERIELE L THE I 205G,
o VI Tx=TIIOWNWT, BT R Ty A VEEEEE 2 BRI S LCE I WA,

7p¥. BIBRANREZR AT ARG (2 L CBEAGRDIEHITH D, ATZ/BV KL U NAF =TT D0 TIE,

MAPEEID Y A7 T %, ATZ/BV XL L 2 _3F =7 & Durv OFIER OZ 2 % el U 7= iR Bk
RIH/BONATHRNEDD, ERROREMNET v 7 7 A VELENE 2. BZRROIEANRERRE L LT
W E2WGEEIZIE, Durv EENEEESND EEZ D,

BENBRL-ARIIU FOEEBY Th D,

HEEEOMAZMARTA L, 72720, [72R3.3 i) OEICBIT2REaEExs &, HiL D 2
7 D&% BEIZIHVT Durv/Trem XL Durv &GP HER SN D IRRERIE CTH 2 L ITHrTE 20, L
72735 T, HIMALAYA #RBRIZIT D x5 B O kg A E R O i O FBLRBUZ DWW T HHfiE L7z BT
Durv/Trem X% Durv £ 5- O F[SIZOWTHRFT2 2 L N#EUThH L LB 25 (72.R3.3 ),

O GRIRRE AR AT B 2RI, ATZIBY &V 57 2 =7 OAMMER O LA RT3 2 L2 AL LB
AR,
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7.2.R.4.2 Durv/Trem K& O Durv D53 R K OSIEE « BRIV T
HEEE 1L, Durv KO Trem DGR L ONRE « ZhRIZHOWT, UFO L HIZFHHI L Tn5,
[7.2.R.4.1 Durv/Trem %O Durv OERKRINLEITFIZONWT) ICB T 2528 E 2. Durv/Trem #¢
B 30% Durv HE 51X, HIMALAYA RBROMLEFITHERE SN D & B 2 5, HIMALAYA RERIZIHE W
TIE, RFHREOMIG & 72 D BEITISR L SN2 &b, Ui BRE T D AR OV 4k
VEHENE L TV W B 25068 - 2hSRICBE T 2 ISR D, £72, IFHEREDIRAEDY Child-Pugh 7731 A
CIAR D BRI A 129 A Durv/Trem %5 X% Durv OEFRFRRBAGEITE O TW AW Evd . Y
HBE T DB G IR SN RN E B 2D,
PLEX Y WRASCEOERBGE O TEIZ HIMALAYA 5% CIIAFHERE D IRAES Child Pugh 2358 A OB
WXPRE SN2 EHEAZFH L 2hRe - 2 RICBE T 2 EEOHEIZH W T Pt B2 EERE L7z EC,
e - % TUIBRARRE AT | &30 L7z,
<Durv>
o RATRIE (RREW=X ) — WENRE, 7 OB, ~ A 7 aiERERE, B RER R L
/HFEIIRA LT8R TE . BORBRIRIESE) OIS & 72 2 I B (2 kT3 Durv O Zh I & OVE 42
PEIIRESL L TR0,

o FEARRBRICHLI AT S IV B D ATHERERE E O FLE B S\ T, THRR AR OTEONEZ B L,
Durv DA MR O %2+ EifiR L7z B¢, BISHEEO®REITH 2 &,

<Trem>

o JRPTRIE (BRI Z ) —VIEANFE, TV ARBEORE, ~ A 7 m R ERE, B RZE R A
/IFENIRAL 28R R O BRRIESE) OIS & 72 2 PRI B 126 5 Trem DA MR V24
PEIIMENT L TUNR U,

o BRARRBRICHLZA AT & VT2 B DO ITHEREIE T OFLEEEIZ DWW T, TRRIRAGRE ) DO Z B L |
Trem OANER OVZ M EZ 0 BfR LT BT, @IS EF OBINEZIT Z &y

PEMEIL, HEEE OB E TR LT,

7.2.R.4.3 PD-L1 EZIRBLAID Durv/Trem &} Durv #5 OFZM R VLLM, 3 NTHEERHRICON
T
PEAEIL, Durv 23 | PD-L1IZxE T 2HUAREIR TH D 2 L6 | PD-L1 OFBURILHI O F & OV
B, WG RIZOWTHAE RS, P& TO X S IEZE L,
HIMALAYA 5% Ci%. Ventana Medical Systems > VENTANA PD-L1 (SP263) Assay] % H\ T,
AR R AR D PD-L1 FEBLRDLUC DWW TIHFRINE L. (1) Durv/Trem &5 & O (ii) Durv 50 TIP
B (1 A7 1 RON5%) OOFINER CQEEMEIZDONT, ZNEINTRLD L ) ITHRFTEITo 7,

(i) Durv/Trem #5-
O B

HIMALAYA RBRICF1T 5 PD-LL FEBURPL (7 > MATfE : 1 K TV5%) BID OS 135 47 KO 11 D
tBWThole QUUIFESA2THT—H¥H > hE7)
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PD-L1 FEURPIZ L B, —E L T Durv/Trem BEICBWTC, VI 7 = =7 L il L7 OS OIEREAH
MIDEED HNTZZ LD, PD-L1 OFRBURBLIZ DD 67 DurviTrem 5 OFMERFE T 5 L& %

éo

47 PD-L1 ZBURBIAID OS (DurviTrem # e VS 7 == TE#OLE, 202148 A 271 HF—2 v " 47)

PD-L1 F& 811 Gt k=

HhofiE [95%CI]
(B H)

N — R

[05%ClI] ZHAER O p "

Durv/Trem £ 188

TIP< 1% -
° V57 -=78 181

14.3 [11.4,21.3]
13.9 [12.4,16.7]

0.83 [0.65, 1.06]

0.86 [0.60, 1.23] 0.9873

Durv/Trem #f 82 16.2 [12.4,26.3]
%= <59 . !
L%=TIP<5% VI T =T 82 17.0 [9.2, 23.6]

Durv/Trem £f 67 19.1 [12.7,30.2]

TIP=5% -
° V57 -=7H 66

12.8 [10.1, 24.2]

0.83 [0.55, 1.26]

*] : PD-L1 HERBETH - T2 HBEIIBRA SNz, *2 : BB Cox il — REFT L, *3 : OF 5. @PD-L1 IR
MEOQ@F G/ & PD-L1 EHIRIL & ORZAAERA 2 38R L L=IEENI Cox [l — RET L

16 18

L1 L]

8

L N 08

2 Durv/Trem #f

5

@D i 04

K .

(53 Pa e

3 / T e 02

VI 7 =Tkt
H ]
0 4 8 12 16 20 24 28 32 36 40 44
Number at risk Time from Randomization (months)

Durv/Trem 188 162 132 103 89 83 71 52
VI 7==7f 181 157 126 104 79 67 56 33

31 13 3 0

Overall Survival (%)

VA A= 1

Durv/Trem #f
T,
/ L“‘\___...-‘::l:‘l'—_"‘
V57 =T R
0 4 8 12 16 20 24 28 32 36 40
Time from Randomization (months)
82 66 58 51 41 35 33 27 16 9 3
82 69 55 47 43 35 30 20 12¥ 6 1
.
b/

0 4

Number at risk

Durv/Trem 67 55
VT 7 =Tk 66 54

@ etk

8 12 16 20 24 28 32 36 40
Time from Randomization (months)

50 45 36 31 28 24 16 9 5

43 35 29 27 25 19 9 3 0

11 PD-L1 FBLRIBID OS @ Kaplan-Meier Hi#f (2021 4£8 A 27 HF—& by b4 7)
(LR : TIP<1%., HLE1%=TIP<5%. FX : TIPZ5%)

HIMALAYA 580 Durv/Trem BECEB W T, TIP<1%. 1=TIP<5%} (X TIP=5%%EMH Tn4: Grade ®
HEFEZOIEHR (%) 1T TH 97.3, 96.3 £ 11985, Grade3 LA DA EHS 13 55.1, 50.0 K1 53.7,
IR ST AEFRITT5, 85 N 75, HERAEFFRIT41.2, 415 k1388 Th-oT,

TIP<1%, 1=TIP<5%/K O} TIP=5%EH DM THHFFROFILRILUCAMEZRZRITFEO b ko7
Z &G, PD-L1 OFEBURIIZ )33 63 DurviTrem & 513 BARFARETH D LB 2 D,

ERROEV@OMEHE R D . REACFRERIERE O 70 O UIBRAEE 72 IR B 12 B\ C, PD-L1 0%
BRI 3030 53 DurviTrem G503 HER I NS &% 5,

A 27 ¢ VSR EE
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(ii) Durv 5
O AuhtE
HIMALAYA BrIZ

BT 5 PD-L1 FERM (I Y A THE

11 XOV5%) Hilod OS 133 48 LT 12 D

LBV ThHoTe QANFESATHT—F Iy NFT)
PD-L1 FEBLRIIC L 59, Durv BEICEBWT—E L TY 77 = =7 R L ik L7z OS OIERAH A 35860
Sz EvD, PD-L1 OFRBURILIZ b 57 Durv OFEN IR/ TE 5 5 2 5,
# 48 PD-L1 RBIBIRHBID OS (Durv@EE Y T 7 == T HOKE, 202148 H 21 BETF—¥ v +47)

. . » FrefiE [95%Cl] N — R " .
_ < FH*1 7 3
PD-L1 %81 BehEE k= 5 H) [95%C1] ZHAER O p A
Durv ¥ 190 15.1 [12.7,18.5]
<19 . ) . .
TIP<1% V57 =T 181 13.9 [12.4,16.7] 093 [0.73,1.17]
Durv #f 84 16.3 [9.3,21.2]
%=TIP<59 . ) . . .
1% =<TIP<5% S 8 170 [0.2. 23.6] 0.91 [0.64, 1.29] 0.8936
Durv £f 70 23.9 [13.8,27.2]

> 59 »
TIP=5% VST =TB 66

12.8 [10.1, 24.2] 0.97 [0.54, 1.74]

*1 : PD-L1 HERBETH - BB IR STz,

*2 . JEJ@HI] Cox tepi NP —
R O@F G-RE L PD-L1 RBBURI & O HAER % 317

REFIL, *3: OFE5E. @PD-L1 FEELL
i & L7 FERE R Cox tefl i — RET L

Overall Survival (%)

0 4 8 12 16 20 24 28 32
Number at risk Time from Randomization (months)
Durv &f 190 160 131 110 91 7 70 45 25

VI 7x=7f 181 157 126 104 79 67 56 33 19

[} L\l:':?
‘:"\..
08 L*F,‘:%E
= Durv
o aastian yd
T el
' ST
. | PR
V5T =T R
o4
40 44 0 4 8 12 16 20 24 28 32 36 40 44
Time from Randomization (months)
8 0 84 68 56 47 42 34 31 25 18 7 5 2
4 0 82 69 55 47 43 35 30 20 12 6 1 0

Overall Survival (%)

Number at risk
Durv #f 70 64 49
V77 ==T7H 66 54 43

12 16 20 24 28 32 36 40 44
Time from Randomization (months)

46 41 37 34 23 10 5 2 0

35 29 27 25 19 9 0

B 12 PD-L1 FEEIRIHID OS D Kaplan-Meier it (2021 4 8 A 27 El?‘“—ﬁi‘l v h27)
(LR : TIP<1%., AL 1%=TIP<5%. TX : TIP=5%)

@ &M
HIMALAYA 5k @ Durv #£1Z

BT, TIP<1%, 1=TIP<5%} O* TIP=5%%E[H TD 4 Grade DHEH

SDORBR (%) 1ZFNFI 89.0, 92.9 1185.7. Grade3 UL oA =43 39.3, 365 L 1N48.6, 1=
BT FEFLITT73, 82 K (N43, HELRAEFESRIL288, 27.1 L1371 ThH- 7‘:0

TIP<1%. 1=TIP<5%&% X TIP= 5% DM THEFL DO IFEBLIRHL
ZEMB, PD-L1 OFBLRBUIZ 20 53, Durv 132

A 27 ¢ VSR EE

CHARRE 7R AR
RABETHDH EEZD,

i &) 62/1/%&375)071:_

75

(NSCLC - iF#lfiass) 7 A b7 xRt ARG



EROE V@O RN D . REACFRIERE O 20 O YIBRAEE 72 I B 12 B\ T, PD-L1 0%
BLARBLUZ v 59 Dury &GN RS ns L5 2 5,

BENBLELEEARIL, UTOLBY Th o,

FERLOMFEE OB AR T A LT, 7272 L, DurviTrem #%5-% O Durv $:5- O FFRIA 712 B35
HHIZOWTIE, PD-L1 LS ORF 6 ED TH S HaREE L, Fric2EWRA G oNEEIE, &
WEBL CE N E iRt 2 LB R H D LIl LT,

72.R5 HE - HEIZODOWT

@]%\Kﬁgﬁﬂﬁ‘ﬂiﬂﬁﬁ \Z4% D Durv O Trem D FiE - H & K& OVHE - HEICBEHET 2 B OHIZ OV T,
H 51 LD TROIDICHRET D2 ENHH N,

L - & - HEICEET A EE

L% A% Dury & LT, 18] 1,500 mg & Q4W T . .
Durv | 60 41 HIEL L CAGHHET 5., 7272 L. i 30kg ot | * PIFFITEEURO Durv OIS - sk O RZIC Y
T@%/a\@ 1 [E$% 81T 20 mg/kg ((RE) L9 5,
Durv & OPFRIZEBW T, #@HE, A Trem & LT,
Durv O FJ[EI#E-FEIZ 300 mg % 60 77 ILL BT T LA | o BHWEMZEBRED Trem ORIE - Hikd HZIZDOW

REEET 2, 72720, RE 30kg LLFOHEO 1 [A1#K
L83 4mgkg ((AE) 95,

A

Trem

AE

BefEIx. T7.2R2 BAMEIZSWT) KO [72R3 ZEMIZOWT) OIFE, WONZLL FIZRTREo
fEGE. AL - ARICEET 2HEEOHEICBWT FRO § A4 R E L7z LT, Durv & O Trem @ HYE -
AEZTERO LB L CRET D I &) &l Lz,
ik - i FAYE - ARICBIET 5 1EE

e Durv ORI - HEIX THREE] OEONE%
L% B AZIE Durv & LC, 118 1,500 mg % Q4W T L PR G R ORI 5 OG0 R OV A

Durv SMLL T TRMFHES 5, 7272 L. 1K 30kg LA P2+ IR L7z BT, BIRT 52 &,
T@%/ﬁu\d) 1 5-&132 20 mg/kg (KE) L92, o BIEHFEBIEED Durv OREE « ik H 2220
<

Durv & OFEFHIZEBW T, @E, BRAIZIE Trem & LT,
300mg % 1 [8] 60 43 FHIBA LA CTHRIEEIE T 5, 72720, | » BHEAZEBIRED Trem ORI - ik BZIZ-D0
IKE 30 kg LL FOFED 1 %5813 4 mglkg ((KE) T,

L5,

Trem

B, BWERRBEE ORI « ko BZIZOWTIE, [7.R2 Durvk O\ TremDAREK « 1 1ED HZZIZD
W DOIAICEHT S,

7.2.R51 Durv X Trem O AHE - BEIZHOWT

HEEH 1L, YIBRARE 72 T MR B 12 6% D Durv X OF Trem O ik « I EOBRERIUZSOWT, LLFD
X9 _aﬁﬁﬂ LTWb,

RO EBY AL - HEZE L2 HIMALAYA #BRIZE VT, Durv 1,500 mg %2 Q4W CTHEHIRN % 5-
& OPFH T, Trem 300 mg % Durv OFIEIFEEGFREZ 1 [FIEFARNE G-, 3 N Dury 1,500 mg % Q4W Tl
W G- OERRA AR sz, 728, Durv 2B 2 I > = 5 32 200F 20 |

_-_75%!%%75@1:&5 502 I
WET 5 & 912, HIMALAYA RBRIZI\W T, (K 30 kg A T OBE DAL TORWZ & & Lz,
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1 X7 4 VTR EE (NSCLC - ITHifass) 7 A b 7 B Wkaatt At &



@ Durv 1,500 mg QAW ¢ H-RF DOHEEREE fld, AR ST % Durv 20 mg/kg Q4W e HIRF &
FECH 722 té—;z):% Durv ® % « F&E% 1,500 mg QAW #eh5- L% E L7z ( [N 3044 H 5
AT aERESE A I 7«0 VA EE 120 mg, [FLATEFHE 500 mg) )

© 006 = ERIC 7‘5 PK M OS5 — 2 v Trem 1 mglkg 2B 2 5 HEOHK G- Tl KIRZED
FFIC R OISR E < IR D T DRI & NS 022 AERIZE VT, Durv 1,500
mg % Q4W THEHIRINIE G- & O T, Trem 300 mg % Durv OFJ[E% 5852 1 [BIFFIRNZ S L7=8546
DEFMENHERINT=Z L5, Durv 1,500 mg 2 Q4W TErIRINEE S & OOFRIZEIT D Trem O
1% - H&% 300 mg 1 RN G- &3R8 LT,

@ RERBALAIZITIREN 30 kg LA &R o BTk LTl TR A% L& L, Durv X Trem @
1 s ELZ TN ENAREREHETH D 20 mg/kg L4 mglkg &R E L7,

e NSCLC & Z %4 L L= MYSTIC BRI\ T, Durv 20 mg/kg Q4W #5-(2->W T, Chemo &
bl U7e OS DIERMHA GBSO HiL, £, BEAERLEMETn 7 7 A VDRI NTEZ &,
o Trem4mg/kg 5 OHETIRTE R, Trem300 mg G OREBERE LR TH DL EEZDH L,

HIMALAYA BRIV T, SBRBALATEICIRE DY 30 kg UL T & 72 0 IBBRIE D& 5% 5 1) 7= BE 1158
DRI -T2 Z &6 ARHE 30 kg LA N OEFE 2% Durv 20 mg/kg & OF Trem 4 mg/kg &LEN)E%F“?
BRI IR O TV, L LR, PPKEHT ORI (6.2.2.2 Z/) | Durv XU Trem OIREE &
ARMER O 2 & ORICHIERBEITR D bne o722 & (6223 3M) F2EBET D L, {4@ 30
kg L FOBREICH LT, REHBFEHETH 25 Durv 20 mglkg & O Trem 4 mglkg #& 52 %E9 5 Z L idA]
HBEBEZ D,

YL XY UIBRARREZ A B 2k~ 5 Durv L ON Trem OGS - HELOHE - HEICEE
THEEE FEDO L IITHE L,
ik - HE L - AEICE#ET D ER

L% M AIZIZ Durv & LT, 18] 1,500 mg % Q4W T - .
Durv | 60 43 MLA Etd C AT 5, 7277 L (KT 30kg £t | © P /HIRBIFD Durv M - HED RZHZSL
T@%’a\@ 1 [E$#% 51T 20 mg/kg ((KE) L9 5,

Durv & OPFFHIZEBWTC, @E., BRAIZIE Trem & LT,
Durv ORI H-REZ 300 mg % 60 23 EILL L2 T 1 [E] | o RIVEHZEBIRFD Trem ORZE - thik o B & IZoW
REFRET 5, 72720, (KE 30 kg L FOBED 1 [F#
H2lX4mgkg (KE) &35,

r{

Trem

A=

BENPBLZLIEARIT. UTDLEBY Th D,

REEE O ZRTA L7, 72721, Durv O 512672 - TiL, Durv/Trem #5125\ TixY 77
= = TNIRT D ERE S RGE S TV 5 — 5T, Durv I 5 DWW T Y 7 7 = =714 5 4 1E
DHPRFES TN D Z L% HIMALAYA RERORE %+ /0B fig L7z BT, BEORELHBE L.
Durv/Trem 3% Durv # 5. 4 #INTHLE R HH Z Eovn, Durv O fik - AET TEERSGE) OBEONRE
Z L DurviTrem #5- X% OF Durv B G- D 20t K OV 2 2 Bifl L7z B C. 1B 2 FolER
BLARKET DB NH D LB LTz,

PLEX Y, HiE - HERICEET2HEEDHIZEW T TERO B2 EENE Lz LT, Durv X Trem @
AL - HEEZTROEBVEM L CRET DI Embl & il L7,

77
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ik - AR - AEICBE#ET 2R

e Durv OE - HEIT THRAGE] OEONE %
WH . BRAUCIE Durv & LT, 115] 1,500 mg % QAW T B L, ORGSR O 5 OG0 L OV 4
Durv | 60 3L L2 CAREEHET 5, 7272 L, T 30kg LA PEZ AT BB LT LT IR A 2 L
TOEED 1 E#FEEIT 20 mg/kg ((KE) L4 5, o BIVEMZEEEED Durv ORE « thiko B 22250

o

Hol

~A

Durv & OPFIZEWT, @, BRAIZIE Trem & LT,
300mg % 1 [8] 60 Sy LA L2 CAUEERET B, 7272 L, | » BUWERRBIFEED Trem OKREE - h ik HZZIZHO0
R 30 kg LL FOHED 1 A% 581X 4 mglkg ((KE) <,

L35,

Trem

7.R1 Z&M (Durv ZO Trem DEBETREERE) (o1 T

HERE 1, LL T O Tid, POSEIDON 757 [ O HIMALAYA iRBRICI 1T 5 e atEoft B% 125 &  Durv
KO Trem OB EIZHT- > CTHEETREHELEIZHONWTHRHEITo T2, 2B, MEEEED 9 bR -
HED FRF, ik, DR, BREE, FURIRERERES ., BIEMEERES . T EAHAEEE  infusion reaction,
JFREREREE . ILD K UMM DU TIE, Durv OBEAGEDORNEE « ZhAT kT 2 AKGRIRF S S AN L B & f]
Wrshi-FERThHDHZ L5 (7.0R3, 72R3ZM) | Trem |2 L THRFIZE1T -7,

7.R11 JHELEEEICONT

HEEE L, Trem W51 X 2 LEFEEICHOWT, UTFO LI ICHA LTV 5,

HLERE®E & LT, MedDRASMQ @ (L& DPHZE ) 1 TNZ MedDRAPT @ TaME il V& B KA
%1 TOBAMEREZ) . TBAMERRORIGAR ) | TBRERRIRGZ) o THIMMERGR) o TEBR) .
MmPEE RG] . TEEMERGR) . TECREERER) . TRIBEK) . UMNEZR) . TIBE)
MaEtEiGse) « THCOREMERIE] . NESBEXRBE) o Tt Ny . TPeEEREm . T8
&1 TTFHE) . TODAMERR) . TeEMER) . THILMOSAMERR) . THmMERR) . T4F
BRERMER &) . TFmeEkrEE ) o MEMBR) © 18R] . TEEMER] KO [BIBORIE] 12
FUTHRGEER LT,

POSEIDON /& K& TN HIMALAYA BRI 351T D IHLE BEE O BURIUITER 49 K VFK B0 D LBV Th

277,
#49 WTNHIORT 2 HILL EIZRD b 2 HLEREEDIFFIRYL (POSEIDON RER)
B (%)
T/D/Chemo #¥ D/Chemo % Chemo £f
PT" 330 {4 334 44 333 f3i)
4> Grade G;j‘je: 3 4 Grade G;ﬂi 3 4= Grade Gﬁii 3
H LB REE 89 (27.0) 14 (4.2) 72 (21.6) 10 (3.0) 58 (17.4) 7 (2.1)
T 71 (21.5) 5 (1.5) 60 (18.0) 5 (1.5) 51 (15.3) 5 (1.5)
INITS 14 (4.2) 5 (1.5) 4 (1.2) 1 (0.3) 0 0
EEN 7 (2.1) 0 8 (2.4) 0 7 (2.1) 1 (0.3)
2t 4% 2 (0.6) 0 1 (0.3) 0 1 (0.3) 0
ANTS 2 (0.6) 1 (0.3) 0 0 0 0
753 2 (0.6) 1 (0.3) 0 0 1 (0.3) 1 (0.3)
OB AMEE % 2 (0.6) 0 0 0 0 0
IZEES 0 0 2 (0.6) 2 (0.6) 0 0
* . MedDRA ver.23.1
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#F50 WTNhH2rORET 2 HILLEIZERD bh - LEREEDORFIRTL (HIMALAYA RER)
% (%)

Durv/Trem #¥ Durv &% V57 x=TE
PT" 388 i 388 13 374 {5
4 Grade Gﬁdje:s 4= Grade Gﬁdﬁs 4= Grade GS\de
b AE R 114 (29.4) 26 (6.7) 66 (17.0) 6 (1.5) 173 (46.3) 19 (5.1)
T 103 (26.5) 17 (4.4) 58 (14.9) 6 (1.5) 167 (44.7) 16 (4.3)
K% 7 (1.8) 6 (1.5) 3 (0.8) 0 1 (0.3) 0
B2 4 (1.0) 1 (0.3) 0 0 0 0
ERLS 4 (1.0 0 4 (1.0) 0 3 (0.8) 0
Uo AMEHER 2 (0.5) 1 (0.3) 0 0 4 (1.1) 0
L=/ 2 (0.5) 0 3 (0.8) 0 1 (0.3) 0
NS 2 (0.5) 0 0 0 0 0

* . MedDRA ver.23.1

POSEIDON RERICE VT, BEEAR ML FEE X T/D/Chemo BE T 15/330 51 (4.5% : i 8 f5il, KIF
561, Bk 261, NERK, BEREKOVNMEIAZES 16] (E#HHY) ) . DIChemo BET 11/334 5] (3.3% :
THRIKROVKIGRA 361, IHEHZE 2 61, BIGORAE, REPAZEE K VB R%245 1 45]) . Chemo #¥C 3/333
B (0.9% : THI2 61, Ho 14 12O BAL, 9B, T/IDIChemo BED T 6 1l KM% 5 61, Bk 2 151,
/NIPRZE 145, DIChemo #ED T & VKM 45 3 451, Chemo FED T 2 5], B & 1 BlITIRERIE & DR R
BEGR NS E S 72 o T2, Trem OFE-HIEIZE - - ML FEE X T/D/IChemo #£C 3/330 1] (0.9% : Ki5%
96 2 Bl BBds 1) 1CERD Bl Trem OIRIEICE - 7= WL FEZE 1T T/D/Chemo #E T 14/330 i (4.2% :
THI10 B, KEBK 46, SR 1G] (EEHY) ) ITRD B, HEICE - I EEREEITZRD bR
Mol

HIMALAYA RBRICIB T, EHE 2L BEE T Durv/Trem £ C 20/388 51 (5.2% : F#i 9 #il, KHIH%
6 Bl HEZk 2B, OBAMEER, B OREMERE, BREXOHMERRS 16 (EEHY) ) | Durv
REC 3/388 5l (0.8% : FHI2HB, KRIFK 14 . VT 7 ==T7RET 8374 5 (2.1% : F¥i6Hl, + —+&
IBEHZE K OB FAZES 1 1) (I3 B, 9 5. DurviTrem BED FHI 7 1. KM% 6 #il, H 5 iE
KORG24 11, Durv BEO FRIE ORI 1 AITIREREE & ORRBEGRSGE S s ofz, HTICE
ST HEEREITR O bhien ol

HILE R EOYEEBERS O hifl (R/IME, &KXfE) (H) 1%, POSEIDON Bz T/D/Chemo #F.
D/Chemo £ KO8 Chemo B, I ONZ HIMALAYA 38R Durv/Trem B, Durv BERONY T 7 = =TI ER
W, EnEI28 (1, 635), 39.5 (2, 1023)., 28.5 (1. 736). 27.5 (1, 955). 59.5 (2. 1063) K137

(1, 692) TH-oT-,

¥ 7-. POSEIDON &5 } OV HIMALAYA 3RER 2BV T, Trem #5012 L » EHEAELERESE (Trem &
ORBEEZEH V) 2RELIZBEOFEMIRSLOEBY THoTo,
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#5651 BHEERMLEEE (Trem LORRBEKRHY) 2HRBL-BE—E
FEHL Fft

Wy A RN LUAY PT* Grade WM mif o
AL
(H) (H)
3 | 5 T/D/Chemo BN 3 86 34 LY [mlig
3 | LS T/D/Chemo RIBK 3 55 167 ik EfE
3 | 5 T/D/Chemo /NIGPAZE 3 28 9 ARG i)
[ | 5 T/D/Chemo RS 3 58 190 Hk a1
58 I T/D/Chemo T 2 20 7 RE Bl
POSEIDON - g™ 5 T/DiChemo i 2 23 13 K [
ol 5 T/D/Chemo T 2 43 6 I Bl
5§ [ T/D/Chemo THI 3 15 7 RIE Bl
[ | 5 T/D/Chemo RIGHR 3 24 32 ik Bl
I | 5 T/D/Chemo PN 3 62 36 RIE Bl
4 | % Durv/Trem H S E IEE 2 31 42 NE [EE
[ | [l Durv/Trem T 3 37 72 IR [l18
ol [l Durv/Trem T 3 13 7 RIE [l18
ol il Durv/Trem KGR 3 25 26 Mk [l18
6l S Durv/Trem NES 3 13 99 ik REE
[ | = Durv/Trem NS 3 815 91 IRIE [EfE
[ | 5w Durv/Trem T 2 2 52 A IS
] [l Durv/Trem 5% 3 7 13 ok 14 ENE
HIMALAYA. =5~ % DurviTrem T 3 14 59 (R g
58 5 Durv/Trem RIGR 3 8 59 PR3 [EE!
6l 5 Durv/Trem T 2 24 9 REE [E118
l | 5 Durv/Trem NS 3 18 43 R =i}
| %  Durv/Trem75 T 3 16 63 S IS
ol % Durv/Trem75 RIGR 2 217 46 FEiz  WliE
U | il Durv/Trem75 T 2 36 403 IRIE (S
6l [l Durv/Trem75 T 3 70 4 Y [E1gi]

* : MedDRA ver.23.1

BENPBLZLIEARIT. UTD0LEBY Th D,

POSEIDON 8 K& (Y HIMALAYA 35 ™ T/D/Chemo £} OF Durv/Trem BEIZ35V T, 4241 D/IChemo
BN OY Durv B & bl U TIH A BEE O 9 BRI « FRIOBES W & Trem & ORERER O E
SNARWEERKIGE - TRHPRD LN TND Z EEND, Trem OFHITEE L TKRIGRK - HED FHIO
FRENTEENLETH D, L0 > T, BIRRBRIZE T 2 KGR - EEO THOFEIIRIE IOV T,
WA SCES 2 AW CERBIG I EYNC BRI T 2 BN H D &I LT,

7235, Durv X% Trem & 502 L& 2 KB - HEO FHRIKOVHLE 4L (7.R.1.15 ZR) LIS O EFE 2T
LETEE OFBUIREN TH D Z L6 BIRF ATV TREE OV MR 3R EE &l L7z,

7R12 FHRIZOWNT

HEEAIL, TremBEEIZEAHRICONT, LTO X SICHHAL TWS,

flige & LT, MedDRAPT O [H CsEtEfR) | TSl o Tkl . [ZRMEHKR) | K
JERA ) . TEEREMERR SR RN T2 L7 F R AR —BHIN) 24E5 LT,

POSEIDON R J OF HIMALAYA #RBRIZ IS5 1T 2 i R DR BURDLITFR 52 M OFE B3 D LB Th o7,
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#£52 BROFBIRI. (POSEIDON HER)
B2 (%)

T/D/Chemo £f D/Chemo & Chemo &f
PT” 330 5 334 3] 333
4= Grade G;\uje: 3 4 Grade Gijﬁi 3 4= Grade GSfje: 3
% 2 (0.6) 2 (0.6) 0 0 1 (0.3) 0
P 1 (0.3) 1 (0.3) 0 0 1 (0.3) 0
Z RN P 1 (0.3) 1 (0.3) 0 0 0 0

* . MedDRA ver.23.1

#* 53 HROFBIRI (HIMALAYA RER)
B (%)

Durv/Trem £ Durv B VA AVE = i1
PT" 388 3l 388 3l 374 13
4= Grade Gﬁdﬁ_3 4= Grade Gﬁdjis 4= Grade Gﬁdje:?)
il 2% 4 (1.0) 2 (0.5) 0 0 0 0
I3 3 (0.8) 1 (0.3) 0 0 0 0
LR MRS 2% 1 (0.3) 1 (0.3) 0 0 0 0

* : MedDRA ver.23.1

POSEIDON FBRIZHW T, AR5 251X T/D/Chemo ¥ CTlid 2/330 il (0.6% : 78 K OB R MER 2545 1
f) (2RO B, b\ﬁ“ﬂ%/“%ﬁ%k@l%&?f—fﬁ» SE SN o7z, Trem OG- HIEIZE > 7=/ %1%
T/D/Chemo #¥ Tl 1/330 ] (0.3% : ZFEMEMZ% 1 #]) (T3RD BTz, JELTITE S 7R KO Trem DOIREE
ICEST=HRITBO SN2 hho T,

HIMALAYA #RERICE\V T, HEZR 21T DurviTrem #EC 2/388 il (0.5% : ik K O\ SR IEM %K% 1
fl) (2RO BV, WTI B IREREE & ORIREBRAEE SN o7, %tﬁzﬁo TR RITFRD B L7 7

277,

595 DHEFEBLRFA O (il (Fe/IME, S KfE) (H) 1%, POSEIDON &% ¢ T/D/Chemo #f % U Chemo
e, AP ONT HIMALAYA 82D Durv/Trem BEIZBW T, F24034.5 (26, 43). 23 (23, 23) &1N29.5
(13, 61) THo7,

F7-. FERLSNORERRER S B Trem 2 HWERRZBRICBW T, Trem 52 L 0 BERHL
(Trem & DORFEREMRH V) 2RI LI-BEOFEMIELSGDERBY ThHhoT,

81
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#5654 EERHBR (Trem LOREBERHY) 2RIAL-BAE—F
FEHL Fft

. . %) .
CV R S TR P PT* Grade B mE o R
KL
(H) (H)
POSEIDON 6l % T/D/Chemo SN2 3 43 63 ik I
I | % T/D/Chemo BN 3 26 REH AN R
6l 5 Durv/Trem LR R 3 20 275 ik [F148
HIMALAYA I | % Durv/Trem ﬁ%&% 3 13 10 ik REE
D419LC00001  6f % Durv/Trem H C i & 3 23 R ik REE
3 45 8 R [m11E
5| i)
006 ¥ | 77 Durv/Trem R 3 57 11 Tk e
| S Durv/Trem RS 3 22 A Pk RREIE
NEPTUNE Y | 5 Durv/Trem RS 3 36 ~H A REE
| S Durv/Trem EZ TS 3 25 86 TR3E I
7 L7 F kA - ,
H 2ER
MYSTIC | ] Durv/Trem R % — B 3 46 30 (%S [EI°)
D4190C00002  6f 5 Durv/Trem EZ TIPS 2 44 44 IRFR i
7 L7 F kA R
B 24812 Z,
DANUBE 6l 3B Durv/Trem R % — PR 4 104 7 EREY RENE

* : MedDRA ver.23.1, D4190C00002 %k : #E4TE M EE 2 x5 & L= ERSILFS 1 #8588, D419L.C00001 #R5k : -3¢
IR BEER A 7 DB E B 2 x5 & L EELFFMERE. DANUBE 5 : BIGEIRFREZR IR LR s &
Faxtgrl U EELFEFEIAHRER, MYSTIC 35 : UIBRAEEZRHEIT - T3 NSCLC BAF # x5 & L= [EERSL R ZH
FHERER

BB, Trem BG5S LDHERD Y AT [HNFIZHOWTHBZRD, HiFE XL FTO L 2 cm&E L,

BHORBEORIET = v 7 KA > MREA] (B PD-1/PD-L1 Bk} 0L CTLA-4 HifR) #OFH#5E L
AT, BT = v 7 RA v NERIO B L R TR OBEEREWE, WONCRET = > 7
RA v MEEANZ L DFHRICBWT, BEEGEE UL UK A GO LI2HAEIL, ERAREIET O
U A7 BEWVENRE STV (Arthritis Rheumatol 2021; 73: 866-74)

BRENBRZ LTANRIL, LToLB) Th o,

POSEIDON 5 K& O HIMALAYA 7 @ D/Chemo # K Tf Durv BEIZ IV T, EHERHRNFEO b/
Mo 7=—J7C, TIDIChemo # K OF Durv/Trem B2 T Trem & DK FEIR D ‘Eéﬂfib‘ﬁ,%iiﬁbk

DD BT Z &M, Trem & FIEEIZ CTLAA HEERAEZ AT 54 U A TICBWTHEREN L E
HEFEHL SN TWVDZ NS Trem OB EICEE L CHAORBICIIEER™LE CH S, LN T,
BRARRRBRIC 31T 2 i R OFEBURDLFIZ O T, B SCEE 2 W CEEBIS IO U S Al 2 3
W% Ll LTz,

7.R.13 DFHRIZOWVT

HFEEIE. Trem B G LD 00 RICHOWT, UTFO XS L TV,

DR E LT, MedDRAPT @ NEEELHAE] « [HCREMOHR] « TREhomE) o T
KPR DR RO TEMaME LK) 285 Lz,

POSEIDON 5k & O HIMALAYA GRERIZ 351 5 D Rk D FEBURDLITE 55 L E S D & BV Tho 7z,

82
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#£55 DEEORBEIRN. (POSEIDON HER)
B2 (%)

T/D/Chemo #f D/Chemo #¥f Chemo #f
PT" 330 71 334 {31 333 13
Grade 3 Grade 3 Grade 3
N A A
%= Grade S 4= Grade LI 4= Grade oL
NS 1 (0.3) 1 (0.3) 0 0 0 0
H O PO 2% 1 (0.3) 1 (0.3) 0 0 0 0

* : MedDRA ver.23.1

# 56 DFHROFEFRI (HIMALAYA 3RER)
% (%)

Durv/Trem ¥ Durv £f V57 =R
pT™ 388 1 388 44l 374 151
Grade 3 Grade 3 Grade 3
AN AN AN
= Grade LI 4 Grade oL 4 Grade NS
NN 2 (05) 1 (0.3) 1 (0.3) 1 (0.3) 0 0
L% 2 (0.5) 1 (0.3) 1 (0.3) 1 (0.3) 0 0

*1: MedDRA ver.23.1, *2 : 5135 L SN FRDO GG

POSEIDON B (C T, JEICITE - 72028 1% T/D/Chemo AE T 1/330 1] (0.3% : [ S etk s %
16)) IZ@RD b, 1RBREE L ORIRBRNEGE SR> T, EEZROAAKIL T/D/IChemo # T 1/330
m%wﬁaﬁﬁ‘bﬁ%lﬁ)_m@%n TRBRHE & ORIRBIMRMNEE SNz dro 7z, Trem DL

(2 o 7oL AR 21X T/D/IChemo REC 1/330 51 (0.3% : H SR MEOARK 161 12389 BTz, Trem DK
HIZE S TLIRITIRD o T2,

HIMALAYA FRERIZ IV T, SETEITE - 7207 2813 Durv/Trem #£C 1/388 f41] (0.3% : Lz 1 f51]) 1258
DB, TEBRIE L ORIREBEBRAEE S e -7, EERLAZIEL Durv/Trem £ T 1/388 31 (0.3% : /L
& 1451) . Durv #C 1/388 il (0.3% : 0oz 1) 123D HAL, WAL b IREREE & O REBRIAE
X ho T,

DR OPEPRBLRFA O defil (Ge/MiE, FRfE)  (H) (X, POSEIDON k™ T/D/Chemo #f, IF T
IZ HIMALAYA 75k DurviTrem B O Durv BEIZBW T, EF1023 (23, 23). 41 (17, 65) K040
(40, 40) THo71-,

F7-. RIS ORI H & 7= Trem Z2 AW 2 EERRBR IZIB W CT, Trem &5 X 0 wEEZROHR
(Trem & DRFERHZRH V) ZRELI-BEOEMIELSTDEBY THhoT-,

#57 BERLHBHE (Trem LOREERDY) 2RBL-BE—E
FEHL Frige

Trem @

v T VR LR PT" Grade ¢l 0] i
AL
(H) (H)
POSEIDON 3 | 5 T/D/Chemo B SO & 5 23 A~ ik LA
HIMALAYA 71 5 Durv/Trem DR 5 17 6 ik LA
D4190C00010 5 LS Durv/Trem IR 4 236 13 I i)
006 Y | 5 Durv/Trem D 2% 3 57 11 B [mliE
CASPIAN l | LS T/D/Chemo Lo 2% 3 25 B JEREE REIE

* . MedDRA ver.23.1. CASPIAN 2B : {2/ SCLC & % k% & L 7- 1 Fdklr 4 M fHK5k. DA190C00010 454 : (T
EF RS g & Lo s 1 ARatBR
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BEREIL, Trem B5IC L AL RD U A7 R FAZHOW T Z kD, BEFIZLLTO X 5 IcEZE L=,
BEOFEIEDOGIETF = v 7 KA v MEER] (BT PD-1/PD-L1 ik K OHL CTLA-4 HiUR) OfFR& S, &
OBERIFZ AL CODEFICBWTOMROFIIE Y 27 BEWE, WNCRET = v 7 R A v M
HIF G D DR ZFIE LTBED ) BIIFARRBE BN T hrR=0 TREMETH > 2B
HENTWSD (JAm Coll Cardiol 2018; 71: 1755-64) & DD, BfEZR U 2 7 RT3 E SR TWLRWY,

WHENERLIZNRIT, LT Th D,

POSEIDON 55 & O HIMALAY A 55 @ T/D/Chemo #f & UF Durv/Trem #EIZ 35T Trem & (K F:EIfR
DEESNARVELICE S T2 DR NFRD bz Z LIS %, Trem & [REEIC CTLA-A LEERZ AT 5
AV A TICBWTEENVEREERRLINTWDH I L EE2EETD L Trem OFHIZEE L Tl
R OFBUNTIEERLETH D, Lo T, BKRBRIZE T 2. 0K ORBRNEIZOWT, Hft
SCES A AW CERB I CE YRR T 2 MR B D & LT,

7R14 BEEIZOWT

AL, TremBEHICLABEEICHOWVWT, UTOXIICHHALTWS,

FhEE L LT, MedDRAPT @ [#fE /ifEMEREIETE ) | THCREMEE R | RmEBR) o DRk
RS . TRMRERIAE ) | [EMEREMRERIRR 2 | TIEMORERIRE 28 | TR 2 RERIR
B . [REEITHORERIRE S | T A0 ABIEMRERIRE 25 . Tk . TRAE TR
o) . TBARa . [AMEEE . bz v 7F=v8n K &7 v7F=r 20770
AW BER LT,

POSEIDON /5% & (N HIMALAYA #BR I 3651T 2 B HEOFHBURDUIE 58 KDEREID LB Th o7z,

# 58 BEEOREZIRI (POSEIDON 3HE)
BilEx (%)

T/D/Chemo #¥ D/Chemo % Chemo £¥
PT" 330 f1 334 3] 333 fl
4> Grade Ggii 3 4> Grade G;ﬂi 3 4= Grade Gﬁii 3
B EE 33 (10.0) 9 (2.7) 27 (8.1) 8 (2.4) 24 (7.2) 1 (0.3)
M7 L7 F =880 21 (6.4) 1 (0.3) 12 (3.6) 0 12 (3.6) 0
SRR 8 (2.4) 6 (1.8) 6 (1.8) 4 (1.2) 7 (2.1) 1 (0.3)
ERRAZEESE S/ 2 (0.6) 1 (0.3) 0 0 0 0
N 2 (0.6) 1 (0.3) 4 (1.2) 0 3 (0.9 0
BIVTF=r 7Y 7 T2 0 0 2 (0.6) 1 (0.3) 3 (0.9) 0
Pk
B 0 0 2 (0.6) 2 (0.6) 0 0
SR BRI 2% 0 0 1 (0.3) 1 (0.3) 0 0
* . MedDRA ver.23.1
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#£59 BEEORIRI (HIMALAYA RER)
Bt (%)

Durv/Trem £f Durv &% V57 x=TE
PT" 388 i 388 13 374 {3
4= Grade Gﬁiis 4= Grade Gﬁdﬁs 4> Grade Gﬁdﬁg
B 26 (6.7) 6 (1.5) 17 (4.4) 3 (0.8) 14 (3.7) 4 (1.1)
7 vy =8N 14 (3.6) 1 (0.3) 8 (2.1) 0 5 (1.3) 1 (0.3)
SRR EE 9 (2.3) 4 (1.0) 6 (1.5) 3 (0.8) 5 (1.3) 2 (0.5)
H O RS 2% 2 (0.5) 1 (0.3) 0 0 0 0
fE N 2 (0.5) 0 2 (0.5) 0 4 (1.1) 1 (0.3)
SRS S 1 (0.3) 1 (0.3) 0 0 0 0
BIVTF=r - 7YT TR 0 0 1 (03) 0 0 0
Pk
DRAME R EME R 0 0 0 0 1 (0.3) 1 (0.3)

* . MedDRA ver.23.1

POSEIDON #ERIZH\N T, FETICE - 7= B R E 1L T/D/Chemo BT 4/330 fil (1.2% : 2R R 2 41,
H O BT R R OB A44% 14]) . D/Chemo BT 1/334 ] (0.3% : AMEEREE 14]) RO LI, 9
%, T/D/Chemo FEDBMEE R, H BB R LK OB A% 1], DIChemo BEDORBMRRETE 1 BlIX14E
BRIE & ORIRBIENEE S e h o7, EEREREEEIL T/D/IChemo #£T 9/330 5l (2.7% : LB 6
B, H O 2 651, BA4 16)) . DIChemo BET 6/334 ] (1.8% : 2AMEREETE 4 5, BERME UK
BRIRRE 2545 1 f5) . Chemo #£C 1/333 il (0.3% : BB FEE 1 4) IC@D B, 9B, T/D/IChemo FED
SVEREEE 34, H AR MEE K 2 6], B R4 14, D/IChemo BEDRMERREE 31, B K USKRERIKE
K4 1B, Chemo BEOZMERfEE 1 HlIXIRBRIEK & OREEBEBNEE IR0 -7z, Trem OF5-HIEIZ
o 72 B EE (L T/D/IChemo #£ T 6/330 il (1.8% : 2 MEB RS 3 41, B /MR L 2 Fl, B4 1 )
IZFB 8 BTz, Trem OIRIKIZE - =B 51X T/D/Chemo FE T 2/330 il (0.6% : L7 L7 F = BN
OEPEEREES LF) 12RO Tz,

HIMALAYA #RBRIZF\N T, A B &5 1% Durv/Trem #£ T 7/388 f4i] (1.8% : Ak EE 4 4], H %
EWEER, BARKOGEMER KA 161 | Durv T 3/388 5] (0.8% : LB IR 2 I, B A4 14 |
VT 72 =7 FET 3374 B (0.8% : AMEBEE 2 B, BALK OURME FEMEB RS 1 HIZRD b,
55, Durv/Trem BEDORMERIEE ., A OREMERR. BARL ORI K 14, Durv B OSMER [E
#1 BRI & OREBERAEE SN hoTz, HITICE - ZREEITERD b hoTz,

R ORI BRI O hgufl (/M ki) (H) 1%, POSEIDON 8™ T/D/Chemo #¥, D/Chemo
BER Y Chemo #£. I N2 HIMALAYA B2 @ DurviTrem #£. Durv BEER NV T 7 = =T REICBW T, £
-z 71 (6, 1072), 87 (7. 883). 35 (3, 575). 67.5 (1, 980). 139 (28, 1011) AKX 90 (3. 687)
ThHol,

POSEIDON #5 & TV HIMALAYA 3REBR 2BV T, Trem #5612 L 0 BEERBEE (Trem & ORK %
HY) BRI LIZBEOFMIZIEODLEBY THoTz,
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60 HEELEEE (Trem LOREERDY) 2RELLBE—E

Wen F MW LUAL pT" Grade B mE o
KL
(H) (H)

71 S T/D/Chemo AR R 3 22 41 ik Ef

POSEIDON 4 | ) T/D/Chemo B O R 2 71 161 ik EfE
4 | 5 T/D/Chemo H Otk 5 23 A ik -

4 | LS T/D/Chemo AL EE 5 19 A~ b T

71 % Durv/Trem BARA 2 28 14 Wk [mlig

MMALAYA ™78 % ouvitrem  AodeliBZ 8 26 48 T il

* : MedDRA ver.23.1

Flo. ERRUSNDBIRRERO 5 5 Trem B G2 AW BRRERIZ ISV T, Trem G2 X0 HE
RS (Trem & ORRERH V) 2FHALLLEHEOFMIILELDEEY ThHoT,

61 HEELTEE (Trem LOREERDY) 2RBELLBE—E
FEHL Frige

g R M LUAu pT* Grade B mRl P g
AL
() (H)

CONDOR | % Trem H C B & 3 58 66 ik [k
6l % Trem AMEEREE 3 72 ! NI RWlE

6l L8 Trem SR EE 3 24 15 ok B

FH 2y M B i g N ¢ ek
D4880C00003 s | 77 Trem [ﬁlqj‘;\%;[ﬁ ,D_ o 3 133 11 T~ %iBE

< | /S Trem i a 2 79 20 R [EI-)

a S Trem R 2 131 4 R i

* : MedDRA ver.23.1, CONDOR &5 : Fi X (3iZE Rk 26§ 2 SRR - LR B 2t g & U 7= MEsh o6 THARRABR
D4880C00003 5Bk : BIBRAEEZRMELT « I OEME P R EEE x4 & U2 Esh a6 THAEEBR

AL, Trem BGICED2BEED U A7 KNFAIZHOW Tt E RS, HEEEIZLLTFO X 5 I2mI% Lz,

B OFEFEORIET = » 7 KA MEEHS (Ft1 PD-1/PD-L1 HifA L O\FL CTLA-4 HUiR) oL, 7
1 bR T IHEA O K OTERRATO eGFR REREREDO Y X7 THLENHRESNL TS
Am Soc Nephrol 2020; 31: 435-46) .

B BR LINRIE, UTOLBY Tha,

POSEIDON 3B ™ T/D/Chemo FEIZ33W )T Trem & ORIERIROEE S 72V IZE o 72 B PR EFE 2358
DO Z LN, Trem OFEGICE L CTEREORIUITER N MLETH D, Lo T, R
(2B B EEE OFEILRPLFEISOW T, I SCES 2 0 TERISICEINEERE S 2 LEZRH 5
&Il L7,

7.R15 RURBREEEEFEEICOWT

REEE 1L, Trem #5012 X 2 FIRIEREREEIZ DWW T, LT L I LTV 5,

FARIRBERERE S & LT, MedDRAPT @ [ s M FUIR SRR TAE) | T =RMEFCIRIRESREIR TE ) |
DRAOKAE) . DREIBROKREPESIE) | TR HRER A Ve8| s ek ugd@d) o Th
Va—RFu=d) o TEHENY 3 — RFe=d) o TEEEY A e o@d ) o TEORE
PERCRIBEREIR TR ) o THCRISERIR TR o TRBEMERCIRIRBERRIR TE ) | Tt LR IREE AR
TS . T EMEREEMERCRMRAE ] | T RMERVIRIRESRETOERE ) . TR RIRIRIE) . T AR
BRI LVE L) . T asv o . Thya—KFa=uihn . TEgNY 39— RKFn
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=) . THEEEY A s o . TN RO L TR RS RETTHERE ) . TR
REJUHESE | | TESPERVIRISRE UHEE ) | THURIRPE 2 U —8) | TREARGE] | TR
%1 . TESFMERCIRIRZE) o THURBYE) o MEMERDIRERZE) . TH CRsEERRIRAE ) | TRt
W) o THMRBRZ) . TEMERRIRE) RO Fﬁ%‘rﬁzﬁﬂﬁﬂﬁﬁj wEEF LTz,

POSEIDON &% J O HIMALAYA #8212 36 1F 5 HURIRBERERE = O FEBLRDLITE 62 L TUFEK 63 D LB

ThHoT-,
£ 62 WINHIDEET 2 HILLEIZFRD b vz AR REREE D R BRI, (POSEIDON 3RER)
B (%)
T/D/Chemo #f D/Chemo £ Chemo B
PT" 330 4l 334 {3 333 {3
4> Grade G&aii3 4= Grade Gi\jﬁi 3 4> Grade GSﬂe:j’

N i 61 (18.5) 0 49 (14.7) 1 (0.3) 11 (3.3) 0

FOIR BB BB T E 39 (11.8) 0 21 (6.3) 0 4 (1.2) 0

FOIR IR RE TR 19 (5.8) 0 20 (6.0) 1 (0.3) 2 (0.6) 0

1 H PR AR AR LE BN 6 (1.8) 0 7 (2.1 0 4 (12) 0

i Hp IR AR A L R 3 (0.9 0 6 (1.8) 0 1 (0.3) 0

H Ot H R R 2% 2 (0.6) 0 1 (0.3) 0 0 0

ERNITES 2 (0.6) 0 3 (0.9) 0 1 (0.3) 0
* . MedDRA ver.23.1

63 WTNHLORT 2 HILL EIZERD b BRI REREORTIRI (HIMALAYA #HER)
B (%)
Durv/Trem £ Durv #f Vo7 =7
PT 388 i 388 7] 374
4= Grade Gﬁcﬂis 4= Grade Gg\dﬁ‘? 4= Grade Gﬁ(ﬂi?’

PR IR RE P 92 (23.7) 1 (0.3) 42 (10.8) 0 24 (6.4) 0

FOIR IR REAR T E 47 (12.1) 0 19 (4.9) 0 16 (4.3) 0

FOIR BB RE U SR 32 (8.2) 1 (0.3) 9 (2.3) 0 2 (0.5) 0

I R R A LR e 6 (1.5) 0 1 (0.3) 0 0 0

i H PR AR AL AR LE BN 5 (1.3) 0 8 (2.1) 0 5 (1.3) 0

FOR IR 4 (1.0) 0 3 (0.8) 0 2 (0.5) 0

foe s R RS B T E 3 (0.8) 0 0 0 0 0

R RN TS 2 (0.5) 0 0 0 0 0
* . MedDRA ver.23.1

POSEIDON & (25 T, Trem D% 5-71 1112 2 - 7= FUR RH% AERE 5513 T/D/Chemo £ C 1/330 1 (0.3%:
H AR PERIRAR S 16 12580 Bz, Trem OREIZE T Eﬁ#(ﬂ%%é =213 T/D/Chemo #£ T 6/330

Bl (1.8% : HURAFERETTHESE 4 61 EFW(H%&% 1&? i o OVFR R 26 45 1 WJ) IO b, ETICES
7= IR R B RE PR K OVERL S 73 FOR I RE R 25 1 358D E niehroiz,

HIMALAYA #RERICEB\ T, BER Eﬁb&ﬂ%&% F1% Durv/Trem #fC 3/388 1 (0.8% : H{KMRE&BETTIHE
JiE 2 i, I AR LR R A LR D 1) I2RRD %m WL B IRBREE & ORRBIRBEE S e h
ST, HTICE > IR EREE TR b oo 7o,

FUR BRS BERE 2 ORI BLRF I O Fh e fill. (M, JoKfE)  (H) 1%, POSEIDON X5k T/D/Chemo

#£. D/Chemo #£ &% O Chemo #£. W ONZ HIMALAYA 8Bk Durv/Trem B, Durv BNV T 7 = =T #f
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ZBWT, FNEh 91 (1. 739), 113 (3. 853). 85 (1. 351). 57 (7. 1197). 113 (1, 971) K U* 59
(1. 755) TH-oT=,

HIMALAYA FBRIZI VT, Trem £ 512 L 0 EEZ2HUIRIMEREREE (Trem & OREEGRH V) 2381
LI-BEOFEMIEMADEBY THhoT-,

K 64 EELFRBEREE (Trem L ORREBHEHY) 2REALBE-H

Trem @

e Flm MR LA PT* Grade Wi ] e 1R
[IER
(A) (A)
o8 % Duvimrem VIR ﬂ{%’w’ o 54 75 FEE EHE
HIMALAYA = B
3 | % Durv/Trem PR A aE T 2 15 46 N [m1E
| 3 Durv/Trem75 FOIR BB BRI T E 2 57 506 ARG NG

* . MedDRA ver.23.1

F7-. ERUAOEKRRERD 5 B, Trem B S 2 AW 7 BRRERIZIBW T, Trem 512 L0 T=E
7R R IRASREREE (Trem & DR EERH VD) 2RI LI-BEOFMIIE B D LBV THoT=,

* 65 EERFIRREERE (Trem LOREBEHY) ERBELEAE—K
FEH R

A Fln M LUAL pT" Grade WM I T;‘l”;; i
(H) (H) =

L | S Trem FRR IR RE A T 2 144 ! NI RWlE

D4880C00003 | Ls Trem FRR AR 2% 1 28 58 PR %IBNE

* : MedDRA ver.23.1, D4880C00003 5k : UIERANAEZRENT - FH 8 DML S EEFE 25t G & L7 igsh 56 HAHRRBR

PEREIE, Trem £5.12 X 2 FURIMEHEREE O U X 7 K2 DWW T 2R, HEEFIZLL T O X 9 1ZH
BTz,

BHOREORIET = v 7 KA > MREA] (B PD-1/PD-L1 Bk )k 0L CTLA-4 HifR) ZOFH#5E L
AT, BT = v 7R A v NRERIO B & i L C HIRARBE BRI TE & OVH R AR BE T HESE
DOBEENE W EARE ST\ (Endocr Connect 2020; 9: R207-28)

BENPBLELEEARIT. UTDEBY Th D,

HIMALAYA fRBR% DO IEERBRIZEHB VT Trem & ORBEEIRDOEE S 72 EE 72 HUR I RE R E 3
RO HNTZ LEDD Trem OFEITES U CHRIREREREE ORBUIITEEDLETH D, LI > T,
BERERBRIT 35 1T 2 FUR IR RERE E D FSBUR I 1T SN T, IR SCES 2 F C R B O U1 1
LT 20BN H D &R LT,

7.R.16 BIBEEREREEICOWT

FEEEIE. Trem &I X DRIBEREREICOW T, LTO XS ICHH LTV D,

RIS & LT, MedDRAPT O THe3HRITEEMEN S . [ vaaFadf RRZIE] |
M= vFa bha e g o 7oy op) . TRIBEESE] | (SRR REREN ] KO
[ES MR FSRE R 2] 2 4EF LT,

POSEIDON & } (N HIMALAYA RBRIZ 3517 2 RIS RE RS O R BLIRILITER 66 LUK 67 D&Y T

HoT,
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# 66 BIBHMEEEEDRIIRDI (POSEIDON #ER)
Btk (%)

T/D/Chemo #f D/Chemo #¥f Chemo #f
PT" 330 71 334 {3 333 13
4= Grade chje:3 4= Grade Gﬁ(ji3 4= Grade Gﬁie:3
Bl B i ek 8 (2.4) 2 (0.6) 4 (12) 1 (0.3) 0 0
B B RE AR 2 7 (2.1) 2 (0.6) 4 (12) 1 (0.3) 0 0
JnaangFaf RRZIE 1 (0.3) 0 0 0 0 0

* . MedDRA ver.23.1

# 67 FIBMREREORIRI (HIMALAYA #ER)
Bk (%)

Durv/Trem £ Durv #f VI 7 =Tk
PT” 388 1 388 4] 374 14
Grade 3 Grade 3 Grade 3
A A A
4= Grade LI 2 Grade S 4 Grade LI L
Fl| B M RE R 6 (1.5) 1 (0.3) 6 (15) 3 (0.8) 0 0
R HRE N4 6 (1.5) 1 (0.3) 6 (15) 3 (0.8) 0 0

* : MedDRA ver.23.1

POSEIDON #ERIZH\ T, HEZFIBHEAEREE 1L T/D/IChemo FEC 3/330 #1 (0.9% : FIFFERER 4 3
%) . DIChemo #£C 2/334 ] (0.6% : EIBHEREAE 2 ) 1ZRRO AL, WT L HIREREE & O K EEEFEN
BE I N7 T2, Trem OIRIEIZE - 72 RIBHERERE 751X T/D/Chemo #£ T 2/330 1l (0.6% : FIlE HrE 1~ 42
2 ) \ZRB 8 BTz, FEICITE » 72 BB REREE K O Trem D35 IEIZE - 7= B HERERE E 1XRD b
TRinoT,

HIMALAYA #RERIZI\ T, B e fIB S RERE S X Durv/Trem % C 1/388 5] (0.3% : RIBHEIER 2 1
%) . Durv £ 3/388 #i] (0.8% : EIEHEREA A 3 ) IZFROBAL. 2B, Durv/Trem B DRI HERE R 42
151, Durv FEDRIEHERE N2 2 BlITIREREE & ORIRBRAEE SR oTo, JETICE - I2FIEHRERE
ETFRD o T,

B B RERE E O W] IR B O P (B ME, AcRfE)  (H) 1E. POSEIDON 3% T/D/Chemo #¥
KO DIChemo BE. I ONT HIMALAYA 3Bk @ Durv/Trem B TR Durv BElCBW T, R F1 118 (42,
189). 125.5 (102, 739). 60.5 (43, 504) KN 181.5 (45, 392) Th -7~

POSEIDON 75 & O HIMALAYA #E& > T/D/Chemo £ X Durv/Trem BEIZB W T, Trem #5121 1
HERIBHERE (Trem & OREEGREH V) 2B LIZEFOFEMIIER B DEELY THoTz,

# 68 EERBIBHEEREE (Trem L DEREBFEHD) 2RRL-BE—E
FEHL Ffc

Ea B MM LUAL pT* Grade WM mm Ll
(A) (A) N

POSEIDON U | 5 T/D/Chemo BB RE R4 3 115 A Y REIE

6l 5 T/D/Chemo R RE N2 3 109 B IR [53S

JnaanFaf R e ;
HIMALAYA | B Durv/Trem75 ez g 3 71 15 IR [Fl18
* . MedDRA ver.23.1
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F7-. ERRLANOERRERD 9 B, Trem HEME 52 W2 BFERABRICEB W T, Trem &5 L0 EE
TR RS EEREE (Trem E DRFEREFRSH V) 2RI LI-BEOFEMIZIE O DOLBY THoT-,

K69 EELRBIEHEEE (Trem LORRBEEZRHY) 2RBELBE—E

5 %%ﬁ Trem @
B il MR LY Ry PT* Grade i A L i
| B
022 Y | 5 Trem B HEREA A 3 41 502 IREE REIE
6l = Trem RIEHRE N2 3 71 13 I EfE
DASBOCO00S —og Trem BB HEIE 266 S L
* : MedDRA ver.23.1, D4880C00003 5X%k : YIERANREZRMEST » FEIE DIEME P S NERE 5t R & U7cifish 5 AR

PEREIL, Trem 512 L D RIBHREIEED Y 2 7 KFIZOW T A2 KD HEEEIELLT O X 9 IcEE
L7z,

BEOFEIEDOGIE T = v 7 KA > MEER (B PD-1/PD-L1 Hiik L O CTLA-4 HiUK) A& G L
AT, ET = v 7R A v MBREAO B & i U CRIBHSRERE OE ARV ERHE S

TU % (Cancers 2021; 13:3797) O D, B2V 2 7 KFI13EE STV,

BRENBRZLTENRIL, LTo LB Th o,

POSEIDON &% 08 HIMALAYA 3Bk 2 & TR RERIC IV T, Trem & ORIEBFROSE S L7200
TR E RO BT 2 LN S Trem OG5 IE U CRIBHERERE E O F T E N L3
Thd, Lo T, BKREBRIZE T 5 RIBHRERE ORBUR N EFIZOWT, BT CEE L W TER
B UNEEE 3 5 MEER 5 D Ll L7,

THEAEBEEREEFICOWVT

X, Trem #5402 X 5 FERAMEAEREICOWT, LFO XL IZHAL TS,

(RARRE) . [ FESHEEEIS TE ) |
IS R BT 7R L8 o RABE |

7.R.17
A3
THEAHEAEREE & LT, MedDRAPT @ IFIE(A A X v L BH ) |
TR T — FEfARREE ) | [TFEEE) . [V o SERME TRk |

B v THRPR B — N ER4K — R R0l 2485 L7z,

POSEIDON 5% K O HIMALAYA BRI 351) 5 FIEARBEREREE OFRILRILIZE 70 KOER 7LD LB

Tholz,

£ 70 TEABEREZEDOHRBIRN (POSEIDON ER)
B (%)

T/D/Chemo #f D/Chemo ¥ Chemo Ff
PT” 330 4] 334 4 333 il
4 Grade (13?E3 4 Grade (13%E3 4 Grade (ﬁifﬁ3
TEEHEERE 6 (1.8) 2 (0.6) 2 (0.6) 1 (0.3) 0 0
T EAHIEIR TE 4 (1.2) 1 (0.3) 2 (0.6) 1 (0.3) 0 0
SR ARSE 1 (0.3) 1 (0.3) 0 0 0 0
TEER 1 (0.3) 0 0 0 0 0
* . MedDRA ver.23.1
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£ 71 TEEBERZEORILRN (HIMALAYA 35R)
% (%)

Durv/Trem #¥ Durv # Vo7 =Tk
PT" 388 141 388 141 374 151
4= Grade G;dﬁs 4 Grade Gﬁdﬁs 4> Grade GS\dLes
T AR RE R E 4 (1.0) 0 1 (0.3) 0 0 0
TR 2 (0.5) 0 0 0 0 0
BIRS B E R AR v v RABSE 1 (0.3) 0 1 (0.3) 0 0 0
T B RRK TIE 1 (0.3) 0 0 0 0 0

* : MedDRA ver.23.1

POSEIDON #ERIZI\ T, HEHFE e T E(RFEAEREE X T/D/Chemo #£C 3/330 1 (0.9% : T AL T
it 2 51, PRARIE 1 1) . D/IChemo £ Tl 1/334 i (0.3% : FIEMRBERE(IS TIE 1 4)) IZREOBAL. 9 b,
T/D/Chemo #£D T HEAABERRIL THE 2 4], D/Chemo HED T IHEMHEREIR TIE 1 FlITTABRIE & DK REIR G
TE S hro Tz, Trem OIRIEIZE o 7o FEAMEHER (L T/D/Chemo #£C 2/330 1] (0.6% : FE(AHERE(L
THE 2 4) \ZERD BN, FELICE - - FIRRKEEERE KO Trem O 5H 1EICE - 7o F KK AER S
RO LR T,

HIMALAYA G2\ T B 7R T RAHAERE (3 Durv/Trem ¥ T 1/388 41 (0.3% : fl'E SUEUHITH AR
JUE L RABSE 1) . Durv BT 1/388 1] (0.3% : B KBRS L o RARSE 1 61) ISR S, W
B IRBRIE & ORERIEN G E S8 h o7z, FETICE - 7o FERAMIERE IR0 bhrnoTo,

TERAEEREREE OWIEPEEREH O R E GR/IME, & KME) (H) 1X. POSEIDON #k @ T/D/Chemo
£ K (Y DIChemo #£. I ONZ HIMALAYA R D DurviTrem FEX O Durv BEIZ RV T, 24 105 (84,
189). 118.5 (117, 120). 97 (27, 242) K 1r225 (225, 225) Th-o7-,

POSEIDON 5 & O HIMALAYA BRIV T, Trem #2510 X 0 BHE /7 FRAHEFEEE (Trem & @
KEBURH D) 2B LI-BEFEOEMIRT20LEBY Thol,

K72 EERTERAEBERESE (Trem LORREERSHY) 2RI LLBEE-E
bt R

BB A N LUAL pT* Grade mEW m Ll
(H) (W -
POSEIDON U | B T/D/Chemo T AR T AE 2 104 H IRIK RIFITE
L | % T/D/Chemo N IEABEREIR NE 3 84 il REE RIFIE
HIMALAYA 68 %  DurTrem  TRZEDMECRAE ) 45 455 fREE R

> RABE

* . MedDRA ver.23.1

F7-. ERRUAOEKRRERD 5 B, Trem B G 2 AW 2R IZIBW T, Trem 512 L0 T=EE
7o FIRAREREREE (Trem & DRFERZEH D) Z2RELI-BEOFEMIETIDOLEBY THo7=,
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£ 73 EERTEEEERE (Trem LORREBEHY) ERFLAEFE K

WMy i M LUAL pT" Grade Ml mm Pn”
(H) (H) =
022 Y | % Trem RS 3 169 410 R NE
U | 5 Trem IEELYS 3 146 251 R NE
U | 5 Trem RS 3 61 10 R i)
2 | % Trem TEER 3 97 73 NE [EE
Y | % Trem RS 3 82 126 Pk BEE
D4880C00003  5j 5 Trem T RARBEREIK TE 3 84 18 ok Ef
U | 5 Trem U U ERVE T BR S 3 490 ] ik REME
I | LS Trem Y 2 SERIE AR 2 71 A RE  REHE
a1 7 Trem U L SERPE T RS 3 89 7 IR3E Ef
D4884C00001 < | 5 Trem THERY 3 117 16 s Gt

* : MedDRA ver.23.1, D4880C00003 i : BIBRARHE/AREST « T O EME R BB 2 Xt 5 & U7 VES o6 T ARRABR
D4884C00001 7 : HEATE TR B 2 kf 5 & L= iEsh &5 T AEFER

BN BERLIZARIT, LTDLBY Tho,

POSEIDON & & O HIMALAY A 385k 2 & TR REBR 235 VT Trem & ORIRBROGE K472
e PRSI ESRD Gz Z S5 Trem OGS LT FEMBIEREORBUCIZEE S L
BThHD, LIh->T, BKRRBRICE S 2 FTEREEERS ORIURLFE IOV T, BT XEFZ AT
IR B YN B 3 5 LN B S & L=,

7.R.1.8 infusion reaction {Z 2\ T

AL, Trem #8512 X % infusion reaction {22\ T, LLFDO X HIZHA L TV 5,

infusion reaction & LT, MedDRAPT & [EAIZFES UGS« THME] . NEANENEERZ] . [
Hra TV AET LAY —] | (T 7=tk . [T Txv—vav ) ITF
T4 TXRU—RRE . [T T T I~k a vy . NEERARGRERNKEG) . TERYIREE ) |
NEEoE] . TIyEw) « TIIEWERSOS )« TeBmiEiEte) | N1 ALREYE] | 2 BhEEUE] |
4 RLREOE) . T3AGEEAMRRR) « T3] KOV TEERERBUSOS] © 9 6, Trem O
YHXITERICBRE L FREER LT,

POSEIDON 5% & (N HIMALAYA 7% (23317 % infusion reaction DFEHLIRILIZFE 74 LR 75 D LB
ThoT,

% 74 infusion reaction DFEBIRYIL (POSEIDON 3RER)
FE (%)

T/D/Chemo £F D/Chemo #f Chemo #¥
PT* 330 45l 334 4 333 44l
Grade 3 Grade 3 Grade 3
S S S
%= Grade oLk %= Grade oLk %= Grade oLk
infusion reaction 12 (3.6) 1 (0.3) 7 (2.1) 0 8 (2.4) 0
TEAIZPE D RS 11 (3.3) 1 (0.3) 7 (2.1) 0 5 (1.5) 0
AR 1 (0.3) 0 0 0 1 (0.3) 0
S BUE 0 0 0 0 2 (0.6) 0
* : MedDRA ver.23.1
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F* 75 infusion reaction DRILRPL (HIMALAYA #RBR)
% (%)

Durv/Trem #¥ Durv &% V57 x=TE

PT* 388 i 388 1 374 14

4 Grade Gﬁdis 4= Grade Gﬁdﬁs 4= Grade GS\dLes

infusion reaction 8 (2.1) 0 5 (1.3) 1 (0.3) 2 (0.5) 0
EANITPE D BUR 4 (1.0) 0 3 (0.8) 0 0 0
E- /7373 2 (0.5) 0 1 (0.3) 0 1 (0.3) 0
0B CE 1 (0.3) 0 0 0 0 0
HEAERAL =R E 1 (0.3) 0 0 0 0 0
B EUE 0 0 1 (0.3) 1 (0.3) 0 0
S5 0 0 0 0 1 (0.3) 0

* : MedDRA ver.23.1

POSEIDON #i&(Z 35T, HEFEZR infusion reaction | T/D/Chemo #£T 1/330 i (0.3% : {FEAIZFE D X
Jix 1) . Chemo #£C 1/333 f51] (0.3% : HEWEHUE 1 1)) 123D HAL, WL b IRERIE & ORI FRILRD
HBEESN o T=, Trem OIREKIZZE - 7= infusion reaction (% T/D/Chemo #£C 1/330 5] (0.3% : JEAIZLE
IR 1 Bl ICERD B vz, FELIZE o 7= infusion reaction & Y Trem O #H k2 E - 7=
infusion reaction |3E8% LR Do 72,

HIMALAYA #BR 23T, EEE72 infusion reaction (% Durv/Trem #£C 1/388 f] (0.3% : EAIZLED X
J& 1) | Durv #£C 1/388 5l (0.3% : FEMEBUE 1 61]) . ¥V T 7 = =7 HET 1374 4 (0.3% : 3% 1 Hi)
IO BV, 9 B, DurviTrem BEDTEANIIAE D SO 141, Durv FEOFEYNBHUE 1 511 3I55RFE & DK 5B
RNEE SN2 ho Tz, FETLCITE - 7= infusion reaction 1 X388 Hv7e o 72,

infusion reaction DAEIFEHLRFH Ol (B ME, fRfE)  (H) 1%, POSEIDON 5k T/D/Chemo
#£. D/Chemo #E K O Chemo #£, 1 ONZ HIMALAYA & Durv/Trem #£, Durv BN 7 7 = =7 #
IZRBWT, 2222 (1, 183), 22 (22, 232), 32.5 (1, 113), 15 (1, 638). 1 (1, 30) K14 (2,
26) ThH-olz,

F7-. FERUADOERRBR S SO Trem Z W EERABRICBWT, Trem 51X HEZ
infusion reaction (Trem & DOREEIRH V) ZRBLL-BEOFEMITIERT6 D LB THhoT-,

# 76 EE7p infusion reaction (Trem L OREBEFRHY) ZRHAL-BE B
HH Fie

REs A M LAY pT* Grade e R P g
) (m)  E

POSEIDON 6l LS T/D/Chemo EATHE D RS 2 22 1 A i

I | % Trem I UE 2 29 1 N [EIE)

Y | % Trem i B RS 3 29 3 TR [F148

D4880C00003 0 Trem A D RS 2 29 1 Wl

I | 5 Trem N P 2 29 2 s i

006 S| LS Durv/Trem A D RS 3 2 1 IRHE i)

2 | S Durv/Trem EANITHE D RS 1 29 2 A [

EAGLE S | ] Durv/Trem ENITHE D RS 2 30 3 NGB [

*: MedDRA ver.23.1, D4880C00003 75 : WIBRRAE 72 AT « FI8 O EENME R Rz IR & et G & U 7= ¥Esh 55 T #E5AB% . EAGLE
B - R SUTERRERRS & A9 D UESEI R T LR R E g b L ERS IR MLAE AR

RN ER LIEARIE, LFOLBY TH D,
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POSEIDON R %5 O i RERER (2 35\ T Trem & ORIR RO S E S 4172 WEE 72 infusion reaction 737
WHITEZ %NS Trem OFEIZEL L T infusion reaction OIEFRITIZEEDZMLETH D, LI -> T,
FEIRFRBR 123517 5 infusion reaction DFEBLRIEEIZ DN T, AT SUELE 2 W CERBLSH M@ Y21 B
ET20ENRH D &I LT,

7.R19 JFEEREREEIZOWT

HIEEE 1L, Trem #5102 X D HFEREREEIC DWW T, LLFO X 2 IC@HHAL T3,

FFERERESE & L C, POSEIDON B CiZ MedDRAPT & I&MEfF R4 . THFAA) | THREMETFZ) |
e ss) « TiFEtE) o T3y o TRMRarEsyE) | THESMFAR4e) . [77=v73/ F
TUAT 2T —BHIMN | [TARTEUEET I ) N7 A7 27 —8HN), ey ve s,
MIEaa e v v e s o TiFEEE Ay | TiFeERE) | ImeiarvermiE ( (&7
VAT I F—BIME] . THEREME LA . [F A7 I —8 EH) . Im-ASTHIIN | T
FERBE ) | [N AT7 I —BRE) | [HARE) . [REMEEFREE) | TH CmBErEFEL) |
(RRPENTIE S ) TIPSRy . TRERFR) . TBBEATZ) . TIFY U/ Bk RO T rERrs) |
HIMALAYA 3% ClZ MedDRASMQ @ TFEMETINES; ) . [Pl EER 32 I8 5 o s L OHE] |
A4S, FFRHEE, AR KO oo fFMiakEE) | TFERYLMEAFL) | TIFEYe) . [FhRES
ELEGARAR AT , TS KL OVER) KON TFIRC B 9~ 2 e 36 KOV b | (IS4 3 5 F4 2 45 LT,
POSEIDON ## & (N HIMALAYA BRI 36 1T 2 IFEE OFBURDUIEL 77 KOR T8 D LB Th-oTz,

77 WOTROHDOBETRER 1%L O EREEDORBIRG. (POSEIDON HER)
BilEx (%)

T/D/Chemo #f D/Chemo #f Chemo &
PT" 330 4l 334 13 333 43
4= Grade Gﬁi 3 4= Grade G;jfji 3 4> Grade Gﬁi 3
JH R R 77 (23.3) 17 (5.2) 66 (19.8) 14 (4.2) 56 (16.8) 9 (2.7)
ALT 80 46 (13.9) 5 (1.5) 45 (13.5) 9 (2.7) 44 (13.2) 7 (2.1)
AST #4n 42 (12.7) 2 (0.6) 39 (11.7) 4 (12) 38 (11.4) 1 (0.3)
M e UL e B 8 (2.4) 2 (0.6) 6 (1.8) 0 3 (0.9) 0
JF% 7 (2.1) 1 (0.3) 5 (1.5) 1 (0.3) 0 0
rF AT I F—F LF 6 (1.8) 1 (0.3) 2 (0.6) 1 (0.3) 0 0
SR 4 (1.2) 1 (0.3) 0 0 2 (0.6) 0
* . MedDRA ver.23.1
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£78 WITNHOFETREEN 1%L EOFEREREEDRBURN. (HIMALAYA 3B)
% (%)

Durv/Trem £f Durv #f Vo7 =Tk
PT 388 1) 388 1 374 15

4= Grade Gﬁdje:s 4= Grade Gﬁdﬁ:g 4> Grade GS\de
S RErE = 144 (37.1) 60 (15.5) 129 (33.2) 58 (14.9) 121 (32.4) 47 (12.6)
AST H#4n 48 (12.5) 20 (5.2) 56 (14.4) 26 (6.7) 24 (6.4) 12 (3.2)
ALT #41 36 (9.3) 10 (2.6) 44 (11.3) 12 (3.1) 20 (5.3) 7 (1.9)
fE Ak 25 (6.4) 2 (0.5) 26 (6.7) 3 (0.8) 20 (5.3) 2 (0.5)
e e Y v s 20 (5.2) 3 (0.8) 23 (5.9) 7 (1.8) 29 (7.8) 8 (2.1)
GGT #1 18 (4.6) 8 (2.1) 12 (3.1) 7 (1.8) 19 (5.1) 7 (1.9)
1A ALP H#E00 16 (4.1) 2 (0.5) 10 (2.6) 2 (05) 9 (24) 2 (0.5)
BT L7 I o E 14 (3.6) 1 (0.3) 11 (2.8) 1 (0.3) 12 (3.2) 2 (0.5)

%23 13 (3.4) 6 (1.5 5 (1.3) 3 (0.8) 0 0

= BAR HE L HE 7 (1.8) 3 (0.8) 5 (1.3) 3 (0.8) 5 (1.3) 0
T AT =Y RF 7 (1.8) 3 (0.8) 3 (0.8) 1 (0.3) 6 (1.6) 2 (0.5)

PR 2% 4 (1.0) 3 (0.8) 0 0 0 0
Pt RE L 4 (1.0) 2 (0.5 6 (1.5) (1.3) 6 (1.6) 2 (0.5
R4 3 (0.8) 3 (0.8) 3 (0.8) (0.8) 5 (1.3) 5 (1.3)
B UL IE 3 (0.8) 1 (0.3) 4 (1.0) 0 9 (2.4) 3 (0.8)
RIE RS 3 (0.8) 0 6 (1.5) 1 (0.3) 1 (0.3) 1 (0.3)
JHF P i 2 (0.5 0 5 (1.3) 3 (0.8) 5 (1.3) 2 (0.5)
BT FRRE i 1 (0.3) 1 (0.3) 4 (1.0) 4 (1.0) 2 (0.5) 2 (0.5)

JHFfEZE 1 (0.3) 1 (0.3) 4 (1.0) 1 (0.3) 0 0

gy 1 (0.3) 0 1 (0.3) 0 5 (1.3) 0

* . MedDRA ver.23.1

POSEIDON FBRIZ IV T, SETITE - 7 ITHEREFEE X T/D/Chemo F¥ T 1/330 5l (0.3% : B Lo AT
& 1) TR B, IRERIEE OREBMENEE Shieh o7, EEZRIFFEEREE L T/D/IChemo #ET
9/330 5l (2.7% : SEMMERTRES 3 Bil, ALT #4022 f5il, FF&., RZ7 A7 17 —€ EH. BHOREMNTFR
e O PERTF 245 1 451) . DIChemo & C 5/334 5l (1.5% : ALT B0 K% O AST 89045 3 6, H L5 it
R OGIEMEF R 145 (EfEH V) ) . Chemo AT 1/333 fil (0.3% : AR 1)) IZEEHHIL, 96,
T/DIChemo HEDIEMMENTIRETE 3 6. ALT #In, Fk, F 727 I —F LA, B OREETFRLK DR
FEMEAT 2545 15, DIChemo B> ALT H51K% T8 AST #3145 2 61, H S5 MR 28 e OV MEAT 2 4% 1 1
ILIEEREK & ORI BRI EE SN2 o 7=, Trem OFEHIEICE - - ITHERERE % X T/D/Chemo #ET
3/330 # (0.9% : FEWMEATIET 2 il L OV H A MERT 28 1) (2586 Haviz, Trem OIRIEIZE - 7o Ttk
HEREE X T/D/Chemo i C 14/330 5] (4.2% : ALT 1 6 il TR KON AST #9044 6, fFedE 2 6, i
e U LB IR ONEESR EAA LB (EEHY) ) ITRD LT,

HIMALAYA #RERIZF T, SJETIZE - 72 IFBERERE T 1 Durv/Trem BT 6/388 5l (1.5% : S T2 &
ONFAREA 2 i, JT28 X OVRIE R 4 1 451) . Durv BT 4/388 1] (1.0% : T4 2 5, FFAEZE K
OREFARE S L], V77 =7 T8I374 B (2.1% : FFA4 4 i, FFHERGE, FFRUEERE. AT
35 K OV el g i A% 1 61) 1238 Bav, 9 6. DurviTrem BEDSEEMERTR 2 i, T AR ONT &
% 1 BNTIREREE & ORIREIRDEIE S g dro To, BHE 72 ITREREREE E Durv/Trem ¥ T 26/388 11| (6.7%:
fEIK 4B, TS, SiEPEFR R OFAR 44 361, AST HE0n 2 1, ALT #5001 U e H8n, EEE
TEAHELLIEIN, ATHEBESLE . ITASREMASME E5-. B OB ENTse. FPERGE, FTRRSE. IFHaeimA R s,
BRI M, Pt R OV EE R IR A 1 (BEEH V) ) . Durv FET 24/388 il (6.2% : ITHRE SR
w5 B, AEEIRRE I 4 B, R4 36, AST 890, ALT 8800, BE/K, FFEEZE, B §RARE i & OUF
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FER EAA 2 5, FFMERNIE, T2, [EIBSERUELL I, SR MRS K OFIIRETCEEE REEA 1 4] (F
BHV) ) . VT 7= =TRET 200374 5] (5.3% : R4 5 B, FFHEAMIE 3 611, FFIRE K OV B R H
Mm% 241, JEAR, e UL e Mg, THEEERT . E, IPREGRE. EOMATREE, TTRY & O C Al
JTF94 1 61) IZ58 B AL, 9 B DurviTrem FED T2 M OV MERT 245 3 41, AST 300 2 4511, ALT 54,
EBREEAELLIEIN, ITHSRB LT | AR A, ITHEREMAE LA, B CRemirR, IEaema R s Rk OrE
PE& 145, Durv BEONFHEREZLH 5 51, ALT $EI0 2 5, AST #8900, %, A4, RS LA KOSy
PERFBEES 1 FITIEBRIE & DR EBMRNEE SN2 d o7,

T HERERE 5 O IR B O il (/ML & KfE)  (H) 1%, POSEIDON k> T/D/Chemo FE.
D/Chemo #£ % O* Chemo £, iIff DNT HIMALAYA 55R Durv/Trem #, Durv BELX Y 77 = =7 HHIZE
W, £hE 29 (1, 970). 40 (3, 868). 30.5 (5, 851), 32.5 (2, 648). 32 (1. 731) KUr36 (I,
593) THoTz,

F7-. ERRLANOBERRERD 9 5, Trem BEME 52 W2 ERABRICB W T, Trem &E5I2L Y EE
7R EEREE (Trem & DRIFEEMRH V) ZRBLLTZEFOFEMIIRT9 O LEEBY THoTz,

K79 HEERITEEREE (Trem LORREBEHY) ERBFLEAE—K
JEHL R

g R MR LUAu pT* Grade WM mm LL
(m) (1) o
6l % Trem B ST 28 3 28 ! ik RENE
D4884C00001 — 0™ Trem FF 3 65 AW il K@
022 50 B Trem JITEERE S 4 48 59 %Y REE
CONDOR l | 5 Trem JIT 4% 4 70 51 Wk [aliE

* . MedDRA ver.23.1. CONDOR 8% : 155 XL Wil 2 A 1 % JASA it T ROHE B8 2 X152 & U 7= WS 475 LA e,
D4884C00001 7B : HEATEIE ¥ B & k5 & U7 Msh 28 AR

72k, Trem & AW EERRBRIZE VT, Hy's law (Guidance for industry. Drug-Induced Liver Injury:
Premarketing Clinical Evaluation. U.S. Department of Health and Human Services, Food and Drug Administration.
July 2009 (K5 & EF) ORIKMAEMICE S 2 LMY T 2 ITHRERE 1. POSEIDON FABR D
T/DIChemo #£C 3 i, HIMALAYA 3Bk DurviTrem75 #£C 1 il OZ Ot D FRFBRIZ BV T
Durv/Trem % #5- S 72 BFH 1260 T 10 BilICiB e H i, 9 5, POSEIDON k> T/D/Chemo #ED 3 4l
HIMALAYA 75k Durv/Trem75 F£D 1 1] &k O OO EGIRFRER (235 T DurviTrem & #5472 7 41
%, Trem & OREBRNEE ISNRD 272,

BENPBLZLIEARIEL. UTDLEBY Th D,

POSEIDON 8 K& (Y HIMALAYA 35 ™ T/D/Chemo % OF Durv/Trem BEIZ35V T, Z 41241 D/IChemo
FEKL TN Durv B & LRl U CRE ISR o I ITHEREIE T « TR R OVE S Ao TR RERE T « IT R DIEHRD mW
Z &, Trem & OREBROTE SRV LICE - 72 IFHEREREE « TR OVEIE e I RERE S - FR D
RO LN Z LD, Trem O GIZEE L THFEREREE - FROBIUTITEEDLLETH D, Lo
T, FEREBRIC I D AT REIE S « AFR ORBURDLF I OWT, IR SCEFZ AW CTERBL ICHE I
EEWGE T 2 MmN H D &l LT,
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7.R.1.10 ILD T2\ T

HEEE 1L, Trem B G2 L5 ILD ICHOW T, UTFDO X S IZiA L T\ 5,

ILD & LT, MedDRAPT @ TOVE AMEMfiflalzd ) | [HG#RMEE) | TREISPERIEMZR) | TR
FRIEGRE) . TRRE bMiZe) o TARRREZ) | DEEERNEZE) o THORERG SEERRMER )« Thalks
%) . THEVEMERERE) o THlE) . TEdkMErERNZe) | T rEimlEse ) RO THEH B
AR LTC,

POSEIDON 5% & (8 HIMALAYA RBRICEIT 25 ILD OFREBVRILITE 80 L NE 8L D LB ThH-o7z,

#F80 WTHHDEETRER 1%L Lo ILD 0ZFIRM. (POSEIDON HER)
B (%)

T/D/Chemo £ D/Chemo #£ Chemo £
PT"! 330 4l 334 {3 333 4
4> Grade G&a(ji 3 4= Grade Gi\jﬂi 3 4> Grade Gi\jﬂe: 3
ILD* 17 (5.2) 5 (1.5) 13 (3.9) 4 (1.2) 2 (0.6) 2 (0.6)
Fiifigise 13 (3.9 5 (1.5) 13 (3.9) 4 (12) 1 (0.3) 1 (0.3)
ILD 2 (0.6) 0 0 0 1 (0.3) 1 (0.3)
S i 1 (0.3) 0 0 0 0 0
TR g 1 (0.3) 0 0 0 0 0

*1: MedDRA ver.23.1, *2 : 535 L SN FRD GG

# 81 WTNHDEETRERN 1%LL Ed ILD OREIRT (HIMALAYA RER)

B (%)

Durv/Trem & Durv #f VA e i1

PT™ 388 1 388 51 374 #i

4 Grade Gﬁﬁs 4 Grade GECES 4 Grade GEdEB

ILD*2 11 (2.8) 2 (0.5) 7 (1.8) 1 (0.3) 3 (0.8) 0
i3 10 (2.6) 2 (0.5) 4 (1.0 0 2 (0.5) 0
ILD 1 (0.3) 0 1 (0.3) 1 (0.3) 0 0
I Al g% 0 0 1 (0.3) 0 0 0
JiiRRAEAE 0 0 1 (0.3) 0 0 0
R i G 0 0 0 0 1 (0.3) 0

*1 : MedDRA ver.23.1, *2 : itk L EnN-FROAF

POSEIDON FBRIZI T, SETCICE - 72 ILD (% T/D/Chemo #£C 1/330 %1 (0.3% : filifi&ss 1 1) (2789

. IRBREE L OREBIRN T E S 72> 7o, EEZ ILD (X T/D/Chemo T 6/330 51 (1.8% : fififigids
6 %) . D/Chemo #¥ T 5/334 #i] (1.5% : Jifiligs< 5 51) . Chemo F£ T 2/333 5l (0.6% : ILD M OMililigize 4% 1
f) IZROH B, 9 B, T/D/IChemo #ED fifigiZ 5 i, D/IChemo FEDfifigiZ¢ 5 i, Chemo D ILD & UM
g4 1 BT IEERER & DR BREUR NG E SN2 -T2, Trem O 5-J11E2Z%E - 72 ILD 1% T/D/IChemo £
T 2/330 1 (0.6% : fififig7s 2 B) (ZERO BTz, Trem OIRIKIZE - 7= ILD 1% T/D/Chemo HE T 4/330 fl

(1.2% : Jifilig2e 4 ) (2389 Tz,

HIMALAYA FBR 1235\ C, JELCICE > 7= ILD 1 Durv/Trem #£C 2/388 5] (0.5% : fiiligss 2 1) (258
DHiv, 96, 1 HNITEERIE & ORBEREGRNAEE S NehoTz, HEHFEZR ILD (X Durv/Trem #£C 4/388 i

(1.0% : fifiligizc 4 51) . Durv #£C 3/388 5l (0.8% : fifilizc 2 5], ILD1 ) | VT 7 = =7 T 2/1374 {3

(0.5% : Mfillgss o OV RS % 1 B1) 123D HAL, 9 B, Durv/Trem BEO fifili&Zs 3 i, Durv FEDJifi
&2 2 511, ILD 1 Bl ZIREREE & ORERRNEE SR o7z,
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ILD OB ORIl (/M. JKfE)  (H) 1%, POSEIDON 7% @ T/D/Chemo #f, D/Chemo
FE M N Chemo B, I ONT HIMALAYA 352D DurviTrem &, Durv LY 7 7 = =T BEICBW T, *
FIL 183 (4, 665), 142 (19, 479). 76.5 (68, 85). 274 (5. 929). 62 (14, 768) K 1X68 (49, 501)
ThHoTz,

POSEIDON #BR & TN HIMALAYA FRERIZIBVT, Trem #5012 L 0 EHEZL ILD 2388 L 7= & O
3R 82 DL ThHoT,

#82 HERILD (Trem EORREBEEHY) 2HRAL-BE—FE

%Iﬁ ﬁﬁ: Trem @
BN e il MR LAY PT" Grade A Hir HRJF
WLiE.
(H) (H)
U | 5 T/D/Chemo Jilifig e 3 83 ] Wk (IS
POSEIDON 6l 5 T/D/Chemo It 5 288 ~H Wk LA
78 5 T/D/Chemo fitifigide 2 45 44 IR3E EfE
S | % T/D/Chemo Jitiflis 2¢ 3 103 24 %Y [Ei}-)
U | 5 Durv/Trem Jiilig e 2 16 48 IRIE EIp-)
3 | 5 Durv/Trem75 fililigize 4 21 514 ok (23S
HIMALAYA S| % Durv/Trem75 ILD 3 74 22 Wk i)
Y | ] Durv/Trem75 ILD 3 253 586 %Y Rk
d | 5 Durv/Trem75 il 2 53 69 s RIEIE

* . MedDRA ver.23.1

F72. FRUANORRERD 9 B, Trem B 52 AW BRRERIZBW T, Trem %512 LV EHE
72 ILD (Trem & OREERH V) 2RI LIZEFOFEMIIREI D LBY ThoT-,
#83 HERILD (Trem CORBEEEHY) 2HHAL-BEE

A ﬁﬁhﬁ Trem @
AR Flim o VER LYAY PT* Grade  I#Hf i P L
[IEX
(H) (H)
022 3 | 5 Trem fitiligiJ% 2 108 163 PRI I
6l LS Trem Jitiig e 4 10 A~ ik REE
D4880C00003 6l % Trem Jitifig & 1 38 9 ARG [Eif}-)
D4884C00001 6l LS Trem filifig 2% 3 83 A A REIE

* : MedDRA ver.23.1, D4880C00003 &k : UIBRAAE 72 EAT - AR OB P R EEE 23t 5 & U2 igsh 3 T ARER,
D4884C00001 75k : HEATETIEBE XI5 & LIz sh s T FHFER

WHENEBRELIEANRIZ, UTOLEY THD,

POSEIDON 7 K& O HIMALAY A BR %5 D ERRABRIZ I T Trem & OREBIRDO G E 72 V0BT
IZES72 ILD Z 5 EEZR ILD RO LN Z LENG | Trem O GIZEEL T ILD ORBUZIZEE N
METHD, Lo T, BRRBRICET D ILD ORBURIEICOW T, U SCES 2 VW C BB
(YN R T D NN H D LK LT,

7R111 BERITONT

513, Trem B 512 LAMEKIZHOWT, UTFO LI IZEHBALTWA,

k4 & LT, MedDRAPT @ 77 Lb —Mfide ) | TIRRGLPEIN S ) | THZe) | TH g Miese] |
e PEmZe ) ROY T M AEERNSE ) A 5E5H LTz,

POSEIDON iRERIZ 51T B i 2 DIEHLIRPLITFE 84 D LBV Th - 72, HIMALAYA RBRIZFH W THNZ I
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O Lol

# 84 JMZDORBIRDBL (POSEIDON FH5R)
B (%)

T/D/Chemo % D/Chemo Chemo Ff
PT™ 330 334 4 333
4= Grade chje:3 4 Grade Glrj\(jig, 4= Grade G;a\cje:fé
%2 2 (0.6) 2 (0.6) 0 0 0 0
T3 1 (0.3) 1 (0.3) 0 0 0 0
B o N 1 (0.3) 1 (0.3) 0 0 0 0

*1 : MedDRA ver.23.1, *2 : #4t% & ShizHRoa i

POSEIDON FBRIZH\\ T, B2 M2 1% T/D/IChemo £ T 2/330 B (0.6% : M4 & OVH CLoa e MMM 22 4%
L) IO BV, 56, MR 1 ENTTEERIE & ORFEBRNGE S 720 o7z, Trem OFGHIEIZES
72 M4 1% T/D/Chemo £ C 1/330 5] (0.3% : ik 1 f3) IZFB® BTz, FEIEITE > T2 LT Trem DIk
FICE ST HURITFRD Do T,

b 2% DA% BLEEH O g fil (Ge/IME, JKAE) (H) 1%, POSEIDON #B% > T/D/Chemo #EiZ3\ T,
267.5 (107, 428) T -7,

F7-. FRUANOEKRRABR S SO Trem &2 AW EEKERBRICEB VT, Trem #5512 L 0 HER KA
(Trem & DRERZRH V) R L-BEOFEMIFSS DLEBY THoT-,

#85 EWRMIR (Trem LORFEFRHY) 2HBALLBE K
it R

) . . %) L
WBhg MR MR LUAL pT Grade mEg oM P g
AL
(H) (H)
POSEIDON 51 2 T/D/Chemo fibi 4% 3 107 326 Mk EfC
022 3 | % Trem Jis 4 2 183 18 I IS
D4880C00003 L | B Trem JiEES 3 74 29 ik [Fl18

* : MedDRA ver.23.1, D4880C00003 7k : DIBRANREZRMEST » BRI DM R IEBRE 2 55 & Lo igEsh s AR

B BB LINRIE, UTOLBY Tha,

POSEIDON B4 D g IREABR 1235 T Trem & DR EEUR DT E SR WEERMA DR Sz 2
LIS Trem OGBS L TME ORBUITIEENLECTH S, LMo T, BHERBRICBIT D%
DFEBURDLFIZ DN T, I CEF 2 W CTERBS @Y EEE T 2 LER & 5 &Il LT,

7.R112 REEEFIZOWNT

HIEEE 1L, Durv %5 K O Trem #5102 X 2 B J§EEFEICOWT, LFO X HIHB LT\,
PeElEE & LT, MedDRAPT @ TRLEE) | [ 5880 | [BUERINL | TRJEESE) | TRJ&E =N |
(R &Rz Thfgkoe) . TSEHEERER) . NV A ha—7%) | [RERERS) | EEERE) |
MOPEERERREOG ) o [H O ER RER ) TSR g2y | TRRER)  TRIEMERER) . T3
WMER G 2c) . TRSPERIBIVER g | TacletkR g se) . Nz o TEEIREZ) o DIKEb:
WE) . TALEE) . TAREENE)  [EDOEIE) © TR« TAMEERERERatEES ) |
NEGEHHE) | BB EEZ) | il o RENEE . (A7 —vr R vary
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VREMERE] |
FREXR] .

[OFE R EERE |
BZRINIRZ NS TN

R FEMEER SR SERARIE | |
HERIER G2
MEfLYER

B3N

[SIS-TEN A4 —/"—F v 7| |
[H AR R |
FERE
TBEAKEYERZ ] |

PRLBEMERZZ ) |

sz . [EBMRE) .

L a2 SN
MoK M B RE )
[BALMEEZ ) |

PR AN
[BERECZ | |

(MRS |

Wz . NAEMERZZ ) . TRIBMESRSE ) . TIERMEZ ) kO TR ERZ) #2485
77
POSEIDON 7k & )8 HIMALAYA #RERIZIS5 1T 5 R EFREEORBLRIIEFE 86 L TUNFE 8T D LBV Th-o
7=,
# 86 WTHHDETRERY 1% LOREBEEDOREIIRN. (POSEIDON RER)
% (%)
T/D/Chemo £f D/Chemo & Chemo &f
PT” 330 334 4 333
4 Grade (15%23 4 Grade (ﬁi?ﬁ3 4 Grade (ﬁz?ﬁ3
2 i i 2 116 (35.2) 7 (.1) 82 (24.6) 5 (1.5) 45 (13.5) 2 (0.6)
232 64 (19.4) 4 (1.2) 47 (14.1) 4 (1.2) 22 (6.6) 0
% ) FERE 36 (10.9) 0 30 (9.0) 0 15 (4.5) 0
R NI N &2 8 (2.4) 1 (0.3) 4 (1.2) 0 7 (2.1) 1 (0.3)
a2 7 (2.1) 0 4 (1.2) 0 1 (0.3) 0
SIERERE 2% 6 (1.8) 0 2 (0.6) 0 3 (0.9) 0
HLEE 5 (1.5) 0 3 (0.9) 0 0 0
B & I 5 (1.5) 0 2 (0.6) 0 2 (0.6) 0
F &4 2 (0.6) 0 9 (2.7) 0 2 (0.6) 0
MR B 1 (0.3) 0 4 (1.2) 0 0 0

* : MedDRA ver.23.1

£ 87 WITNIORETRIEN 1%L EORBEFEDREIVIRN. (HIMALAYA RER)
B (%)
Durv/Trem £ Durv & VT T =T
PT* 388 388 fl 374 {5

4 Grade Gﬁtﬁ3 4 Grade GS\dJi3 4 Grade Gﬁdﬁ‘?
R 179 (46.1) 12 (3.1) 111 (28.6) 1 (0.3) 114 (30.5) 14 (3.7)
% D FENE 89 (22.9) 0 56 (14.4) 0 24 (6.4) 1 (0.3)
95 87 (22.4) 6 (1.5) 40 (10.3) 1 (0.3) 52 (13.9) 4 (1.1)
BEIR B ik e 5 13 (3.4) 2 (0.5) 3 (0.8) 0 8 (2.1) 4 (1.1)

HLEE 9 (2.3) 0 2 (0.5) 0 14 (3.7) 0

w5 6 (1.5) 1 (0.3) 3 (0.8) 0 3 (0.8) 0
FERg %% 5 (1.3) 0 4 (1.0) 0 6 (1.6) 1 (0.3)

& D VRS 5 (1.3) 0 2 (0.5) 0 1 (0.3) 0

SIERRFL RS2 2 (0.5) 0 6 (1.5) 0 4 (1.1) 0

BER BB 2 (0.5) 0 6 (1.5) 0 1 (0.3) 0
FE R #EE 0 0 0 0 7 (1.9) 1 (0.3)

* . MedDRA ver.23.1

POSEIDON FRBRIZI\NC, EHE R SR
K OSERREIES 161 |

AKIEMER & e 1 61) |

1 X

7 4 YRR

D/Chemo #£C 2/334 1] (0.6% :
5. BRR ISR B M O R RIES 1 5], D/Chemo BEDFEIZE 1 HilIX 165 & o (K B EIR A
Mo 7=, Durv O RIS E - 7 R EkE
T 1/334 1 (0.3% :

100
(NSCLC -

T35 2 ) |

JHF A0 e e )

F 1% T/D/IChemo #£ T 3/330 #1 (0.9% :
IR B,

X T/D/Chemo £ T 1/330 51 (0.3% :
Y BT, Durv OIREEIZE - 7 R &=

W2, BRI IR S
T/D/Chemo F£D
ME IR

D/Chemo
1% T/D/Chemo

VRSN

R 161 |

_ T AN TR IR SH RS

E



T 13/330 f5l (3.9% : FIZ 8 Bl % S FEIE 2 B, BRIRIBIREZ | B KOS EALBES 1 45]) . D/IChemo
BEC 6/334 151 (1.8%: 3892 5 B, & 5 FEIE 1 f5) 12588 D7z, Trem ORI - 7= FZ 5 (X T/D/Chemo
#EC 10/330 1 (3.0% : F&9Z 6 fiil. & 5 FENE 2 fil, ﬁi%ﬁfﬁﬁﬁ&@%%ﬂ%% 1) IR BT,
FETIZ T - 72 J2 JE i K O Trem OG- 91 1R 0 E - 72 B SR EITTRD o 72,

HIMALAYA FRERIC I T, B 72 2 JEREE X Durv/Trem Eif 6/388 {5 (1.5% : F&3Z 3 fil, BLIK Ak
Bz 2B, AT 4 — TR Va Y EGERELE]) | Durv BT 1/388 il (0.3% : FIZE 1B . VT T
= =7 HET 7374 B (1.9% : ZIEALEE 2 B, 5895, ALBE, BEIR BIREE . B R & ORI MR RS K4
16 IZED B, 95, DurviTrem BED5E 361, BEIKEBIREZB 2 6], AT 4 —U LRV ar /v
SEWERE 1 51, Durv BEOFZ 1 HITIEEREE & ORRBERAEE I NRD > Tz, Durv OFREHFIEIZE ST
F &5 1% Durv/Trem &% C 3/388 {ﬂ (0.8%: FZB 2B, AT 4 — T AT a Y AEGERE LA | Durv
RET 1/388 B (0.3% : %92 1 ) (TERD BTz, Durv OIRIRIZE - 7= B2 1% Durv/Trem #£C 17/388
Bl (4.4% : 595 9 i, BEAR IBIREOE K ORERES: 2 B, 2 O FEIE, WB . ER K OB REES 161 |
Durv #£ T 10/388 5] (2.6% : J&92 3 fiil, Bk 2 i, % o FEhiE, BRR IBIRZ | etk 2%, B Om
FE MR SR I OREfiE S L SRR Hive, SETICE - - REREEITGRO ool

Fe JEREE oY) B O Pl (R/ME, & KME)  (H) X, POSEIDON Bk T/D/Chemo &,
D/Chemo #£ K& TN Chemo BE. TN HIMALAYA B2 D DurviTrem £, Durv BER NV T 7 = =T HEICE
W, 221 (1, 871). 27 (1. 949). 13 (1. 652), 21 (1, 989). 57 (1. 925) K&V 17 (2. 575)
ThH-oT-,

POSEIDON 8 & O HIMALAYA 3B 12350 T Dury XU Trem #2502 L 0 SEE /2 JEREE (Durv X
X Trem & OREEZRH V) 2RI LI-BEOFFMIE S LVEBIDERLY THhoTz,

# 88 EELRKEEE (Durv LORRBERHY) 2RHALLEE K
FEH R

Durv @

R4 &S R il LY ALY PT" Grade  H§Hl i R
G
6l 5 T/D/Chemo ERINRIINE 3 12 11 s =i}
POSEIDON 3 | % T/D/Chemo BHRbE 3 908 k! ik REE
| % D/Chemo H5 3 272 25 I mliE
S | 5 Durv/Trem 5 4 51 97 ik [5S
41 5 Durv/Trem B 4 25 16 ik REE
3 | % Durv/Trem ERINRAANE 3 17 34 s IS
Y | 5 Durv/Trem EIRINIRZ NG 3 30 20 IRFE =i}
HIMALAYA ] % Durv/Trem 5 2 19 78 W RIElE
6l % Durv/Trem XZ i;i%{;ﬁi/ 3 24 26 ik REE
3 | 5 Durv/Trem75 RN SN A 3 25 25 RS I
s | % Durv % 3 337 5 ik IS
* : MedDRA ver.23.1
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#89 HEERKBEE (Trem LOREBZRHY) 2RIAL-BE—F

Wen F MW LUAL PT* Grade EW M e
[IEX
(H) (H)

POSEIDON 4 | 5 T/D/Chemo 595 2 85 27 A [mlig

e | % Durv/Trem BB 4 51 97 FHEZY R
a 5 Durv/Trem % 4 25 16 ERZY RIEE

71 5 Durv/Trem IRINIRZ NG 3 30 20 %Y i)
HIMALAYA 4 S Durv/Trem BB 2 19 78 FR%  REIE
68 %  Durv/Trem X:j;i % 1%%/ 3 24 26 Y kEE

| # Durv/Trem75 BEIR LBk 5 3 25 25 TR3E A48

* . MedDRA ver.23.1

T, EFRLAOBERREEO 5 5, Durv 3T Trem #5012 X 0 HE 2 R i tE R R ARIE, 2T ¢
— TR Va Y AEGRE, ZIBALBE R REE (Durv XUE Trem & ORIRRERSH V) 2B
BFEOFEMITER O KL NEKIL D LB Thotz,

£90 EELPFEMERBEFEMEE, 2T VLR Va Y UEEE, SR XIEREE

(Durv * DREERZRHY) Z2HRBALLBAE &
FEHL Frige

Durv @

R4 s MR LA PT" Grade M i i Hi it
(R) (1) -
MYSTIC 6l % Durv/Trem TR 3 39 A ik RREIE
D419L.C00001 5 % Durv/Trem TR 3 334 A R REIE
- AT A4 — TR 0 s P
CASPIAN 58 5 T/D/Chemo 0 SRR 3 83 N LY RIEE
DANUBE o B Durv ATAZTLA 2 g 325 36 fE (AN

g v Y IR

* : MedDRA ver.23.1, CASPIAN 55 : #EEAI SCLC B 2 x4 & L - [E LR IMARFAER, D419L.C00001 #R5k : F¥5
NTiEfist 2 A9 5 S BT 2 x4 & U7 E RS RSB IAHEER, DANUBE 3Bk : IRIAUIBRARAEZ2 IR K FF2 e R
Faktg L U ERSILR B NAEEER, MYSTIC 3Bk : UIBRARAEZe ST - B398 NSCLC FBE & %t5 & L= ERS LR 25 I
FEFBR

#9091 HEARDEMBRRERBAE. AT —Vr R Vgl UERERR., SR IEREE
(Trem L DEBBRHY) 2RHRAL-BE—E

B = TR VS PR pT* Grade WM mm Ll
(H) (1) -
MYSTIC | 5 Durv/Trem FRIEIE 3 39 ] ik REE
CASPIAN s %  TDChemo 1 7TAY g 83 KRB YN REE

a > HEERE
* : MedDRA ver.23.1, CASPIAN 5 : #EE% SCLC BE x4 & U= [E R EFMAEEER, MYSTIC 3k : UIBRAHE
7oHELT « FERE D NSCLC g & x5 & U 7= [ERS IR AR BR

BRHENERZLI-ARZ, UTDLBY ThD,

POSEIDON 7 K& Y HIMALAYA #5253 TR AR 1235 C Durv, Trem & ORIIRBAROGE S
IRWER R EEENGRD b Z L&D, Durv, Trem O£ HITHE LU CREREE ORBUIZEE DL
WTh5D, LIER-oT, BIRRBRICET 5 REREEOFHIRMEEIZHOW T, IR STES 2 VW T ERSR
GHC U E R T 2 BN S D &I LTz,
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7.R1.13 RAEMHREEEICOWNT

HREE L. Durv %5 KO Trem $25:1C X 2 REFHRFEEIZOWT, LTFO X S IZHBA LTV 5,
RAPRREFEE & LT, MedDRAPT @ THhif) . T¥7 2 - NU—JEfERE] | (39— 74y v—
JEMERE) . B = o —a T —) | [RMEESMEE =2 —a T —) | THRRA - PifE7
L =a—nF—] | [EVEEBEEMEWEN = 2 —a o F— | THRPERIEERRETE SR = 2 —
nRF—| | [aMERoa—aF— At —as8F— | k= o — a5 —) |
R = 2 —m XF—) | HMET) . TRMEER =2 —e T —) | REMEE) = 2 — e X
F—1 . [ZHE=—a—uF—] | TREMEEEES =2 —a F—] | RREHR] KO TEEEGR
HEF LT,

POSEIDON % & O HIMALAYA 5ABRIZ361T 2 KA RIS OFEBRDILITER 92 K UFK B D LIBY T
HoTz,

K92 WTFNODORETREEN 1%L EORMMHRIEEORBUIRG (POSEIDON FRER)

B (%)
T/D/Chemo £ D/Chemo #£ Chemo £
PT" 330 #41) 334 44 333 f3i)
4> Grade GJr)j\Cji 3 4= Grade Gﬁ‘i 3 4> Grade Gﬁie: 3
RGP 35 (10.6) 1 (0.3) 37 (11.1) 1 (0.3) 38 (11.4) 1 (0.3)
SERE 10 (3.0) 0 12 (3.6) 0 7 (2.1) 0
HIMET 7 (2.1) 1 (0.3) 3 (0.9 0 4 (1.2) 0
K= 2 —m RF— 7 (2.1) 0 11 (3.3) 0 15 (4.5) 0
KRR = = — 1 R F— 6 (1.8) 0 9 (2.7) 1 (0.3) 8 (24) 1 (0.3)
TR BIRR 5 (1.5) 0 3 (0.9 0 4 (1.2) 0
LA = a—nNF— 4 (1.2) 0 0 0 1 (0.3) 0
* : MedDRA ver.23.1
£ 93 W1 DB TRHEEN 1%L EORMREE DFBRNL (HIMALAYA RER)
B (%)
Durv/Trem & Durv #f VI 7 2= TR
PT" 388 4] 388 3 374 13
4 Grade GB\dES 4 Grade Gﬁﬂig 4 Grade GB\dES
ARFHARRR 14 (3.6) 2 (0.5) 11 (2.8) 0 12 (3.2) 0
TR BIRR 4 (1.0) 0 2 (0.5) 0 3 (0.8) 0
i MR T 2 (0.5) 0 4 (1.0) 0 4 (1.1) 0
KM= 2 — 1 s — 2 (0.5) 0 4 (1.0) 0 2 (0.5) 0
SERHE 2 (0.5) 0 1 (0.3) 0 4 (1.1) 0

* : MedDRA ver.23.1

POSEIDON FABRIZIU T, M A R EE 2 1% T/D/Chemo #£C 1/330 %1 (0.3% : i /1K F 1 41) (2
ROBLI, BRBRELORRBERNGE SN Ao, Duv OB 5 FIEICE o 72 KR AR =X
T/D/Chemo #£T 1/330 #i (0.3% : /1K T 1 f) 1258 BTz, Durv OIRIEIZEE o 7o REH MR E L
T/D/Chemo # T 2/330 f5i] (0.6% : $EER R NELH =2 — /" F—% L) TR O LN, FETICEST
RIGPREEED . Trem OFG-H IEIZ T o 7 R & OF Trem OIREEITTE o 7o R MRS TR 6
N o7,

HIMALAYA FREBRIZ T, B 72 KA 1T Durv/Trem £ C 2/388 41 (0.5% : A MR iEfh =
22— RXF—ROEHE =2 —a 3T —% L) 2D LI, W HIRERIE S OREBEGRNEE S
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Hro 7. Durv ORIEIZ T - 72 RIS #RRLFE 1% Durv/Trem BE T 1/388 i (0.3% : 2258 = = — 1z /XF—1 §)
IZE D BV, FITICE » - KA EEE L Durv OG- IEICTE o 7~ KRR E 133O S e

ST,

RAHFRRE I O PRI BRI O gl (/ML Bk fi) () 13, POSEIDON &> T/D/Chemo F¥,
D/Chemo #f &% T Chemo #f, I TNZ HIMALAYA &8 @ Durv/Trem #f, Durv NV 7 7 = =7 REICE
WT, ENEH T3 (2, 513), 68 (3, 888). 48.5 (2. 696), 70 (3, 229). 57 (28, 439) KUN46.5 (6,
397) Thoi,

X772, FEUSANOERERR S & 7= Durv XL Trem 2 AWK RBR IV T, Durv X% Trem &5
W2 L mEELRRMAAREE (Durv XX Trem EDOREEIRSH V) #FBL L7 BEOFEMITE 94 L UFR
BDEEY ThoT,

* 94 EEBRFEMEEE (Durv LORREBGEHY) ERFLEAE—K
FEH R

R4 Fls MR LA PT* Grade iy LilEl TR
AL
(H) (H)

POSEIDON 6l % T/D/Chemo i IME T 2 171 A~ ik REIE
4 | % Durv/Trem  Z3—a—n/F— 3 9 229 REE RENHE

Y E‘ghz.w - j J
31 %  Durv/Trem ﬂé’%‘; if%ﬁ 3 87 R Y R

HIMALAYA e

8 %  DuvTremrs o0 @)ﬁ\sz:l T 85 33 ik kEE

U | 5 Durv/Trem75 i VIR 2 72 891 N5 [Z0S

Da1%0c00002 6 % DurviTrem 7 ;;}ﬁ bRER 92 13 fE (A

2S5 e N L)

DANUBE o Durv T7 %ﬂ; EFE 16 300 RIS S P

D4190C00011  5fi % Durv/Trem R T 3 9 7 v [Eifi-)
CONDOR 70 S Durv/Trem R T 3 18 A ik REE

006 M %  DurvTrem ﬁﬁﬁ/ﬁ\;?f =T 3 109 64 A% [Eg

NEPTUNE L | L8 Durv/Trem L= 0 —n XNF— 2 117 146 PREE EfE)

* : MedDRA ver.23.1, CONDOR & : FR LRI 267 2SRV RO BE x5 L U7 ygsh e T AHRER,
D4190C00002 7R 5R : MEA T BE 2 x5 & U= EERHL RS T A58k, D4190C00011 #A5k : % X ilmhgisk a9 5
SHSHRR BB E okt L L7 ygsh R 1 AR ER,. DANUBE 3B : ARIAUIRARE 2R JRIE bR R & 5 & L= [EBR LR
AR5
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£ 95 EERKMPREE (Trem EORRBERDY) ZRELBAE—K

FEH

REs ER MR LUA pT" Grade B mE o R
AL
(H) (H)
POSEIDON 6l 5 T/D/Chemo R T 2 171 B EREY R
HIMALAYA 68 %  Durv/Trem75 ﬂﬁﬁ/@\zﬁi TR 85 33 ik SREE
XF e NU—JEE .

EE pAY. EE:
D4gsocoocos M 5 Trem 1 3 82 126 kb BRIEE

L Trem IR 1 33 6 T [l

=N . N L—J

D41%0C00002 6 % DuviTrem 7 %ﬂ; EFE g 92 13 ik (A
022 3 | 5 Trem MR T 2 29 78 AN R

D4190C00011  5ff 5 Durv/Trem (AL 3 9 7 I EfE
CONDOR Y | S Durv/Trem KT 3 18 A ik REIE

NEPTUNE i S Durv/Trem  Z¥=a—n/F— 2 117 146 Y EiE

* : MedDRA ver.23.1, CONDOR kB : 115 (L im Wl % 9 % SESR b - bR R 2 % B2 & U= WA 4 LA kbR
D4190C00002 &% : EATEITIEHE BE Zxig & L EEEHLFE S T AH5ER, D4880C00003 fRER : WIBRANRE/REST - IR D
P Rz RS At & LT EAEE T ARERER . D4190C00011 346k « F3 L Risf 2 A 2B EE 265 L Lz

MM 1 FHRABR

MR E R LN, LT LBY Th b,
POSEIDON 5} U HIMALAYA FRBR % & Lol RFRER (251 T Durv, Trem & ORRBIRORE S

PRV A AR RRIEE SR b Z LTz, Durv KON Trem & [REROAE MR 2 A3 5 fth oo 34
CBWTHEDRLEREERR L SN TWDH I L%E) D, Durv, Trem OG- ITEE U TR MRS D%
BUCIIEENMLETH D, Lo T, BRERBRIC I 2 KRR R EE O FBLRI A I SW T, IR
FEAE AW TERRG I SEIEERE T 2 0808 & 5 &k LT,

7R1.14 FEEIZONT
REEE L. Durv &5 L O Trem 512 K AERIZOWT, LLFO X S IZHEAL TV 5,
g & LT, MedDRAPT @ IEFsMERES | | THIMPEEESENERESS ) . THIMPERESS ) o THEAEMERESR | |
(7 Z—88m . TV =88 . &7 7—8lE . &V —¥iliE . ER . (&
PEES ) . THEAMERER) | TH CAREMERER ) RO TosEtEEk) 245 LT,
POSEIDON 7 & (N HIMALAYA BRI H 1T D ER DIEBLR LT 96 LR T D LBV ThHoT,

£ 96 BEXROREBURIL (POSEIDON HER)
B (%)
T/D/Chemo &% D/Chemo #f Chemo %
PT*! 330 #l] 334 {3 333 {5
4> Grade Gi\jcji 3 4 Grade Gi\jﬁi 3 4= Grade GS\(E 3
JEES 2 45 (13.6) 24 (7.3) 31 (9.3) 13 (3.9) 20 (6.0) 13 (3.9)
7 27— 28 (8.5) 12 (3.6) 24 (7.2) 8 (2.4) 16 (4.8) 6 (1.8)
U —E BN 21 (6.4) 13 (3.9) 12 (3.6) 7 (2.1) 7 (2.1) 6 (1.8)
[E83 6 (1.8) 1 (0.3) 4 (1.2) 0 2 (0.6) 1 (0.3)
&7 27— MmiE 2 (0.6) 1 (0.3) 0 0 0 0
EREAGRESE S 1 (0.3) 1 (0.3) 0 0 0 0
= — P fE 1 (0.3) 1 (0.3) 0 0 0 0
*1 : MedDRA ver.23.1, *2 : £it55 & SNz FLOEF
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# 97 FEROZBILRI. (HIMALAYA RER)
B (%)

Durv/Trem £f Durv #f Vo7 =Tk
PT* 388 1] 388 13 374 {5

4= Grade Gﬁdje:s 4= Grade Gﬁdi:g 4> Grade GS\de
JEESE 2 53 (13.7) 35 (9.0) 29 (7.5) 21 (5.4) 20 (5.3) 14 (3.7)
U S—E B 34 (8.8) 24 (6.2) 23 (5.9) 16 (4.1) 15 (4.0) 11 (2.9)
727 —B N 29 (7.5) 14 (3.6) 9 (2.3) 3 (0.8) 10 (2.7) 4 (1.1)
5% 4 (1.0) 1 (0.3) 1 (0.3) 0 2 (0.5 1 (0.3)

& U X —BIfLE 2 (0.5) 1 (0.3) 2 (0.5) 2 (0.5) 0 0

kPR 1 (0.3) 1 (0.3) 0 0 0 0

*1 : MedDRA ver.23.1, *2 : #4t% & ShizHRoa i

POSEIDON #ERIZI VT, SETCICE > 7S 1T T/D/IChemo AT 1/330 f1 (0.3% : H s rEiEsR 1
i) . Chemo #£T 1/333 f5] (0.3% : f#Z 1 f5l) 1258 HAv, 9 B, T/DIChemo HED H Eﬁa‘ﬁ@ﬁ%& 131
VRIREREE & ORIRBERARE SN h o Tz, BHEEREERIE T/D/Chemo £ T 4/330 # (1.2% : &%k 2 51,
U =B & OV E AR MEEZ 4 1 51) . Chemo £ C 1/333 f51] (0.3% : 4% 1 1)) (278 fém RN
T/DIChemo #EDIES 2 il U _—EHINK OV E CAEMEER S 1L HITTRERIE & ORI RBIRNEE 47
Do 7=, Durv O - (1125 - 729513 T/DIChemo #£C 1/330 51 (0.3%: H L5 PEES 1 1)) . D/IChemo
BET 3/334 45 (0.9% : 7 I T —VHIMN, U A—PHIMEOWERS 16) 1230 bz, Trem O)&fﬂiﬂt

2% o T IE T/DIChemo AT 1/330 5l (0.3% : H Lo MEER 1 61) ICFE® H v/, Durv OIRIEIZ
> 7S 1T TIDIChemo A% T 20/330 il (6.1% : 7 X 7 —E ML VU /S—EHEIN% 10 1], FESR 3 i,
7R 7 —RBMAEKOE Y R—EMES 16 (EEHY) ) . DIChemo #ET 15/334 5l (45% : 71 F7—+F
AN 10 B, U oX—BEEIN 6 B, R 2 B (EED @) ) IZERO BT, Trem OREKICE - 7= LRI
T/DIChemo BT 14/330 %] (4.2% : U x—EHEM8HI, 7 I 7 —EBHEM5HI, R 44, =7 I 7—EM
JEX &Y N—BMAER 16 (EEHV) ) ITRD Eirwio

HIMALAYA BRI T, B2 IE281E Durv/Trem ¥ C 3/388 il (0.8% : U /S—PHIN2 i, 73
—BHME VAR S 16 (EEHV) ) . VT 7==T7F T U374 (0.3% : R 1 F]) TR 5
AL, 95, DurviTrem BED U 2 x—BHIIN 2 B, ZAVERER 1 BlIXIRERSE & O)I%E?JH\ZP HE S 72 o7,
Durv O 5-d1 112 2 - 72 41X Durv/Trem E?OD 1/388 #] (0.3% : SWMEfER 1 41]) 2R B 7=, Durv @
RERI T - 7255 13 Durv/Trem £ C 21/388 1] (5.4% : 7 2 ?Httﬁﬁﬂu 13 i, U o—E 0 11 4,

26, SERER LB (EEEH D) ) . Durv B£ T 10/388 il (2.6% : U X—EEIN 7 5], 7 “H'Eié‘é'b[]
=) /\Hi?ﬂﬁl{“&()ﬂ”*% 16]) 12D BT, FETICE S TFERITRO Hiv7en-o f:o

DR DRNBIFE B A D fE (Fe/IME, B KfE)  (H) 1%, POSEIDON 7Bk ™ T/D/Chemo #, D/Chemo
FE &Y Chemo #£. 1 ONZ HIMALAYA 382 DurviTrem &, Durv B EE NV 9 7 = =7 REICBW T, £
nE 67 (1, 601), 50 (1, 729), 37.5 (9. 338). 43 (2. 763). 140 (15, 645) K129 (4, 507) T
ot

POSEIDON 8 & Y HIMALAYA RBRIZIEB VT, Durv XX Trem #51C X © HEZFER (Durv XX
Trem & OEEFEH V) ZREL-BEOFEMIFRIBLREIOOLBY ThoT-,
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# 98 ERRMAR (Durv LORRBERDHY) Z2RIALLBE-R

e EE M LAy PT* Grade wem mm O
[IEX
(H) (H)

Y | % T/D/Chemo JHEL 3 224 A IRHE 23S

POSEIDON 71 [ T/D/Chemo U —BHa 4 224 43 IRIE B
3 | 5 T/D/Chemo H S R 5 23 A ik TS

2 | S T/D/Chemo R 2 39 43 NE [EES

Y | 5 Durv/Trem e 3 43 232 Wk [mlig

HIMALAYA U | s Durv/Trem U S—HEiN 3 29 36 I EfE
B Durv/Trem J 3—EHI 3 338 601 JFaks R

* . MedDRA ver.23.1

#99 EBRER (Trem LORRBERHY) 2RHALLAE K
it Rt

mE EE MR LUA PT" Grade Ml mm en”
(H)  (H) .

poseipon — B 5 T/b/Chemo B s P 5 T

R | S T/D/Chemo Mg 2 39 43 R [l

HIMALAYA 78 % Durv/Trem SRS 3 43 232 R4 [l

* . MedDRA ver.23.1

F7-. ERLSNOREEERRERD 5 B, Durv X% Trem #5.1C L 0 EERRER . AR XX B 2t
2% (Durv XU Trem & ORIEEIGRH V) 2388 L7 BE OFEAMILE 100 LR 101 0 LB Y Tho 7=,

# 100 EBLHER, SERRXIIE CAEMER (Durv EOREBESHY) 2RALLEE K

Durv @

A Flm MR LA PT* Grade M IR L TR
=
(R) (R)
S| % Durv/Trem H O R 2 19 63 IRHE i)
022 | 5 Durv/Trem B O R 3 110 79 Bk )
| 5 Durv/Trem e 3 196 43 RS B
78 % Durv/Trem aPERES 3 17 45 ik EfE
NEPTUNE S | LS Durv/Trem H CLon g PR 3 28 37 IR3E EfE
58 5 Durv/Trem JHELR 2 65 82 ok I
51 S Durv/Trem ez 3 317 3 R [
D4190C00010  5fi LS Durv/Trem HER 3 116 28 R i)
I | S Durv/Trem Mg 4 246 19 NI =i}
ARCTIC 6l 5 Durv/Trem JHELR 3 106 70 ik REE
78 5 Durv/Trem e 3 59 26 %Y I
DANUBE 3 | 5 Durv/Trem HER 3 41 201 ik EfE
Y | % Durv JHEL 2 112 44 IRHE i)
6l 5 Durv/Trem LR 4 57 29 ok I
MYSTIC | = Durv/Trem e 3 13 R ~E REE
6l S Durv/Trem aMERESR 5 93 A Hk ST
CASPIAN ] % Durv/Trem aPERES 3 92 31 R [Ei}-)

*: MedDRA ver.23.1, ARCTIC #&5h : UIERRAE/R ST - FFFE D NSCLC B & %15 & L 7= [EBE 3L R4 M AHR%R . CASPIAN
RBR « MERA SCLC B x4 & L7 [EER 4L R % M AEFBR, D4190C00010 X5k : M1 T AE 64 & Lzt |
FHEER, DANUBE 5% : IRIGUIBRABE /2 RIS RO A &kt 5 & U7 ERS LA 28 AEEER . MYSTIC 5Bk : YIBRRHE
7REAT - TEFE D NSCLC FBFE &%t & U 7z [E BRI 25 IAH 3R
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# 101 EBLRER, SWERRUIEH CRER (Trem L ORRBIFEH V) 2RBELEE K

ey MR LUAs pT” Grade  WEEI MM o R
KL
(H) (H)

S | 5 Durv/Trem B O ERE R 2 19 63 IRHE [mlig
022 6l 5 Durv/Trem B O S 3 110 79 FERLY mlig

6l 5 Trem e 3 84 36 2 REIE
U | 5 Durv/Trem AVERER 3 17 45 ik [EES
NEPTUNE 6l LS Durv/Trem EIEREEESN 3 28 37 IRFE [mlig
2 | % Durv/Trem ege 2 65 82 ik [T
3 | 5 Trem e 2 160 3 T i)
D4880C00003 | S Trem ek 3 55 27 ik i
< | # Durv/Trem R 3 317 3 N [E148
D4190C00010  5j £ Durv/Trem JHEL 3 116 28 R i)
U | LS Durv/Trem e 4 246 19 I i)

ARCTIC | % Durv/Trem ek 3 106 70 Y REE
l | % Durv/Trem Mgk 3 59 26 %Y 1S
DANUBE 6l % Durv/Trem JHEL 3 41 201 Bk i)
| % Durv/Trem SRR 4 57 29 ik I

MYSTIC | L8 Durv/Trem e 3 13 R ~E REE
ol L3 Durv/Trem SRR 5 93 B Hik LT
CASPIAN G | % Durv/Trem AMERESR 3 92 31 % g

*: MedDRA ver.23.1, ARCTIC 5Bk : BIFRAEEZRHEST « FFR O NSCLC BE x4 & U= EFEIL RIS MAHFRER, CASPIAN
ARk R SCLC B A5t & L EB LR IMARBR, D4190C00010 A5k : MEITHEIEmEE 258 & LIz e 1
FHEAER, D4880C00003 #5R : VIBRARREZRHETT - FRE OEME P R IERE % 55 & U7-¥iEoh 55 D AR#BR, DANUBE 554 :
IRVEUIBRARE 72 R I Ry g & kPG & U7 [EBS LR AHFER . MYSTIC 35k : UIBRABE7eHE4T « FE38 D NSCLC &
B kG & LT [ERE3E R 2 MAE R

BRENBELIEARIL. UT0LBY Th D,

POSEIDON #5# & OV HIMALAYA % @ D/Chemo # &% O Durv #f CHEIE R FERITIRD HAL TR —
J7. T/DIChemo &£ K O Durv/Trem BEIZFVT Trem & ORI FEIRDOME SR WIETLIZE - T2 R D32
DO Z EEND, Trem OFGIZEE L THEROBIUITEEDLETHH, LI > T, ERRERIZ
B DR ORBURIEIZ DWW T, USFSCE% 2 AW CIERBIGICEYNC R T 2 LN H 5 &
Wr L 7=,

—J7, DUrv iIZ oW T, BRRRERIZIVT Trem & RS TICEE Z2ER 238 L2 EBNIER 54T
WD ZEENDL, B THOLN TV AIERICIESNT Durv & OBIEIZE L CHEICHE R T 2 2 &
FREETH D DD, Durv & FEEROIERAET % A7 541 PD-1/PD-L1 HFURIZI W CTHES LI F EHF
RLEINTWDLZLEEZZET DL, YEFLORBUIOWTHENLETH D, Len- T, HKRR
BRIZ I T DIER OFBLRPUZ OV TIRA SCESE 2 AWV CERIBHE T2 & & bic, BERGER LI &k E
THHINEZITV, F7 RIS SN TSGR, ERBS I CEUNCRAET 2 WE R & 5 &Il LT,

7.R.115 HLEZRILIZOWT
REEH X, Durv 5 O Trem #5012 X D HALE ZFLIZHOWT, IO L S IZHBH L TV 5,
HILEZILE LT, MedDRASMQ @ [E{LE DZRFL] TN T 2 HR AL LTz,
POSEIDON /% & TN HIMALAYA BRI 365 1T D 1H LS ZRFLOFBURDLIELFR 102 LK 103 D L0 T
HoT,
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# 102 HLERALORBFIRN. (POSEIDON 3RER)
B2 (%)

T/D/Chemo £ D/Chemo #£ Chemo £
PT" 330 5 334 3] 333 f5
4= Grade chje: 3 4= Grade Gijﬁi 3 4= Grade GSfje: 3

L Z AL 2 (0.6) 1 (0.3) 3 (0.9) 1 (0.3) 0 0
AL B RS 1 (0.3) 1 (0.3) 0 0 0 0
] =3 1 (0.3) 0 1 (0.3) 0 0 0
FHEZR 1L 0 0 1 (0.3) 1 (0.3) 0 0
EN I 0 0 1 (0.3) 0 0 0

* . MedDRA ver.23.1

# 103 WHWLEBRALORBEFRI (HIMALAYA 3RER)
H% (%)

Durv/Trem #¥ Durv #f Vo7 =Tk
PT* 388 13 388 1) 374 {5
4 Grade Gﬁdﬁs 4= Grade ngﬁ3 4 Grade Gﬁdﬁg
VAR ZE AL 2 (0.5) 1 (0.3) 8 (2.1) 3 (0.8) 3 (0.8) 1 (0.3)
A MEE RS 2 (0.5) 1 (0.3) 3 (0.8) 0 0 0
N s % 0 0 5 (1.3) 3 (0.8) 2 (0.5) 1 (0.3)
RSB 0 0 1 (0.3) 0 0 0
AL 0 0 0 0 1 (0.3) 0

* : MedDRA ver.23.1

POSEIDON FRERIZISWVN T, FELCICE - 72 1H/LAE Z2FL1E T/D/Chemo #£C 1/330 5l (0.3% : 22 LI B I8
141) 1ZR8D B, 1RERIE & OREBURNEE I e h - T, HEE 2T %2 7L1% T/D/IChemo #£ T 1/330
B (0.3% : ZALMEEIES 1 61) . D/Chemo T 2/334 i (0.6% : FASE 2L I ONE G A PSS A5 1 651) 12
RO B, 9B, T/DIChemo BEDZEFLIMEBIRE 1 BIXIRERIE & ORI EBURNEE S /e -7z, Durv ®
IRFEIZ = » 72 1 L 27 LI% T/D/Chemo #£C 1/330 1] (0.3% : FLFHIRIE 1 f5) 12588 iz, Durv OF 5
FIRICE S 72 BE 2L, Trem O 5 IEIZE > 72 BB AL O Trem OIRIRIZE - 72L& ZFLIX
RO LIRS T,

HIMALAYA RBRIZI W T, ETICE S T2iHBEZRILILY 77 = =7 FET 1374 5] (0.3% : JEKZ% 1
B) 12588 B AL, TRBRIE & ORI REIMRITEE S L7z, BRI 22 LI Durv/Trem BT 1/388 151 (0.3%::
AHBE PRGBS 1 451) . Durv B C 4/388 5l (1.0% : REIEESE 3 45, MEEMERENEZE L 5)) . V77 = =TT
1/374 B (0.3% : JEMEK 1 45) 123D HAL, WL HIREREE & DR FFIRILAE S 47z, Durv DIRIEIC
o 72 HABE ZEFLIL. Durv T 1/388 il (0.3% : MR 1 f5) (238 Hilz, Durv OG- HIRIZE -7
HALEZILITRD e h o7z,

HALE IO PRI BRI O P ifl (R/ME, KM (H) 1. POSEIDON 5% T/D/Chemo R &
X D/Chemo &£, I ONZ HIMALAYA 352 ® DurviTrem &£, Durv B R OXY 7 = =7 HEICBW T, &1
Fi 506 (70, 942). 105 (72, 116). 213.5 (2. 425). 83 (32, 278) MKUN111 (64. 132) Th o7~

F7-. RS OERRERR S E D7 Dury T Trem 2 W 7B R ERER 23U C. Durv XX Trem # 5
2R EEREEEZSL (Durv XX Trem & ORISR S V) 2581 L72 BEH OFEMIEER 104 KO 105
DOEEBYTH-T,
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*® 104 BHERMELEZIL (Durv EORRBERHY) 2RI LCEE—E

REs ER MR LUA pT" Grade B mR DUV7
(B E

POSEIDON | 5 T/D/Chemo ZEALIE B IR 5 70 B FEREY B

HIMALAYA 6l 5 Durv/Trem75 JE MRS 3 5 14 G [mlig
D4190C00011  6ff LS Durv/Trem KIGE AL 4 99 1 ik BIEE
NEPTUNE Y | S Durv/Trem PN ERD 4 109 4 Y BRIEE
D4190C00002  5j 5 Durv B ZEfL 3 12 A~ ik REE

022 | 5 Durv NvESl 4 45 1 % [mlig

* : MedDRA ver.23.1, D4190C00002 &5k : E1THEE BE 2 x4 & U-ERLLFES 1 A58, D4190C00011 7R BA : FF%
L REs & A9 D EESAETE B A b & L72A S T ARRABR

£ 105 EEREEEZIL (Trem L OREBEFRHY) 2REALBE—FE
it Rt

BB i ML LUAY P Grade WM m LU
[IEX
(H) (H)
POSEIDON 6l 7 T/D/Chemo ZEFLIE B IE S 5 70 ARE ERRY BT
HIMALAYA 6l % Durv/Trem75 fE RS 3 5 14 I [EfE
6l % Trem W& 2 AL 5 80 1 I I
D4880C00003  7J ] Trem W 2 4L 4 72 1 RE HIBE
S | 5 Trem 7R FL 4 56 A R ENEIE)
D4190C00011  6f S Durv/Trem KIE# AL 4 99 1 ik BIEE
NEPTUNE | S Durv/Trem KIE% L 4 109 4 Y BIEE

* : MedDRA ver.23.1, D4190C00011 &5k : 3 IR IRIEZ 2 H T 2 EEMEES xR & Lzimsh e 1 AR,
D4880C00003 75 : YWIBRAAEZRHEST « FEIS DN P R SR E % %152 & U7 Es 4 AR

WHENEBRLIEARIL UTOLEY ThD,

POSEIDON 7% & OV HIMALAYA #0% 2 & e RERBRIZ BT Trem & ORREEIROE E S RWE
BB RNRO DN LS D, Trem OB GIZEE L T LB B ILORBUIIER DB LETH
Do L7eiio T, FRIRRBRICH T HIHLE ZRAILOFBURILFIZ OV T, I SCEEF 2 W TERBIIC
YN EEME 3 5 MR8 & 5D Lk L7,

—J7. DUV IZDOW T, ERHEBR TR b - EE LA ZFLICEI LT JFR IR0 EE Do
JRRIZEETERWE OO, Durv & OREBIBPEE TE RWEE R EEZLNRBO NI L 2E
BT oL, WEEFLOBIUIERNLETH S, LR > T, BKRRERIZE T 21HLE R LOIEBLR
DUZ DWW CIRA SCES 2 O TSR T 2 & & bic, BUERGER b 51 S Ft S IHFHINEZ 1TV, iz
HERMQE SN-HBEIIE, ERSSIOEYICRMT 20 ERNH D LT LT,

7.R.1.16 BAEMREREAESUE SIIBMEA R 8 ERIC OV T

HIEEA 1T, Trem #5102 K 2 AR AR ARG SOS SUIRAR A6 5 BRSOV T RO L 9 IZH LT
Do

B RIS T, Trem ORFRRERIZIS W T, RSB (EmesmiaBiE L2 ate) 05 -BHIC
LT Trem Z 25 U 72 BR OB AR EHE SIS S IRAR A 5618 TS IC B 2 S 13380 5 Tnveuy,

BRENELRLZARIE, UTOoEEBY THbD,
Trem & [RIEEIZ CTLA-4 ZHET 54 B U A~ T ORM CEIZBW T, BB OBMHERED H 5 HBE
(2P CTLA-4 Pk 2 $e 5. LU 7= BB Rt e et SO GEIME B 2 & 1) DNRITIHIBZENNH
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LZEPEBEREINTHND OO, Trem £ 512 X 2 BRI SR SOS SUIBAR T i 2958 O FEBLLE
DOHATNRNT EG, Trem & OBHLEIZEI L CHRBICH T T2 Z L IXREETH D, Lz ->T,
WO T, BT :,’cf%%lmc?a‘z%ﬂﬁt IEIRNEEZZ D03, BIEIRTER b 5] & e & 1 HUIUE
EATWHTTZ RGO NG AT, ERBUISICHEUNICR T 2 BN H D &k LTz,

7.R.1.17 BUMAEIZDWT
FEEE X, Durv %5 K O Trem & 502 L A UMIEIZSWT, BLFTO L S IZ#HBH L T\,
UfSE & LT, MedDRAPT & [ &EPERSEIGAEGRE] | TRUMSE)] RO TRUEM: > 2 v 7 | 2%

F L7
POSEIDON B 2 N HIMALAYA #RBRIC 31T 2 BUMSE O3 BARIIEER 106 KL OFR 107 D L B0 Tho
7=,
# 106 HUMEDFBIRI (POSEIDON FUER)
% (%)
T/D/Chemo £¥ D/Chemo £ Chemo £f
PT™! 330 334 4 333 il
4 Grade G;J\aie:?a 4 Grade Gg(ji 3 4 Grade Gﬁie:S
I SE 2 7 (2.1) 7 (2.1) 2 (0.6) 1 (0.3) 3 (0.9) 3 (0.9)
Eudiigne 6 (1.8) 5 (1.5) 2 (0.6) 1 (0.3) 2 (0.6) 2 (0.6)
MfEES 3 v 7 2 (0.6) 2 (0.6) 0 0 1 (0.3) 1 (0.3)

*1 : MedDRA ver.23.1, *2 : £ 5R L Sn-FL0AF

& 107 BUMEDORBIRI (HIMALAYA 3ER)

FlE (%)
Durv/Trem #% Durv #f V57 2=
PT™ 388 44l 388 374
4 Grade GES? 4 Grade ngi?’ 4 Grade Gﬁdji?’
FL I 57 2 12 (3.1) 11 (2.8) 6 (1.5) 5 (1.3) 4 (1.1) 3 (0.8)
FAC I i 8 (2.1) 7 (1.8) 5 (1.3) 4 (1.0) 2 (0.5) 1 (0.3)
BUmEMEYS 2 v 7 4 (1.0) 4 (1.0) 1 (0.3) 1 (0.3) 2 (0.5) 2 (0.5

*1 : MedDRA ver.23.1, *2 : fE3lxt% & S figosit

POSEIDON FBRIZH\N T, FETICE - 7=HUfiLfiE i T/D/IChemo #£C 3/330 61 (0.9% : HuffiE 3 #1)
D/Chemo #£C 1/334 1] (0.3% : HififiE 1 1) . Chemo #EC 1/333 #1 (0.3% : BRUMAE 1 %) 1238 S,
9 5 T/DIChemo FDHUMAE 2 Bl ZTREREE & DRIREIR N E S /o 72, B 72l fiE % T/D/Chemo
FEC 6/330 151 (1.8% : Wuffie 5 1, WuffEM:S 2 » 7 145]) . DIChemo #£T 2/334 5] (0.6% : FUMIE 2
) . Chemo #£C 3/333 f5] (0.9% : HuififiE 2 i, BCMAENES = » 7 141) IZ88D b, 9 B, T/D/Chemo
BEORMSE 4 451, Chemo BEDORUMIEME S = v 7 1 FNTIEHREK & ORI RBEIRNEE S e h o7, Durv O
B h A ERIZ o 2 JUiE (X T/D/Chemo #£C 3/330 1] (0.9% : i 3 51]) . D/Chemo # T 1/334 4 (0.3%:
AILIE 1 61) (2388 STz, Trem OF G- k2% - 72 BUfiliE (% T/D/Chemo ¥ T 2/330 1 (0.6% : aéumr
2 ) 2R BTz, Durv ORERIZEE - 7= UiE % T/D/Chemo #£C 2/330 1 (0.6% : JUMIE 2 1)) (258
D 5T, Trem ORERIZE - 7= BUILAE 1% T/D/Chemo #EC 2/330 1 (0.6% : BUMLSE 2 f31]) 1238 H iz,

HIMALAYA FREBRIZ 3T, JETICE » 72 UME 1% Durv/Trem #£C 2/388 151 (0.5% : HuififiE f OV fiE
Py g v 7% 1) 12, Durv B£C 1/388 i (0.3% : BUMSEME Y = v 27 16l) | VT 7 = =T7RET 1/374
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B (0.3% : M et a > 7 16) (ZE80 b, BEERRUmEIL Durv/Trem #% T 11/388 1] (2.8% : AX
MyE 8 B, WuifEMES =~ 27 341) | Durv BEC 5/388 5] (1.3% : BUMIE 4 #, BiEM:ES =2 >~ 27 161) |
VT 7 =T FET U374 4] (0.3% : BRIMAEME S = 27 1) 258D B, 5 B, Durv/Trem #EO B IEME
Yav 7 1 FNTEREE ORREEENGE I NN o7z, Durv O HIEICE - 72 BUE 1%
Durv/Trem £ C 2/388 fi (0.5% : RULfE & OWUMEM: S =2~ 7 4% 1 451) . Durv T 1/388 i (0.3% : X
MIEMES = > 7 1) IR Tz, Durv OIREICE - f:ﬂﬁ(ﬁuf % Durv/Trem £ C 2/388 5l (0.5% : B
IffE 2 1) . Durv #C 1/388 5 (0.3% : BUfiE 1 1) (23R Bz,

FRUAE D W [E R B O HhJe (i (e ML, B RAE) (H) 1%, POSEIDON 3% @ T/D/Chemo #f, D/Chemo
BEJ O8N Chemo Bf. I ONT HIMALAYA 352 Durv/Trem #., Durv HEE NV T 7 = =T HEICBW T, £
LZEH 35 (8, 185), 161 (146, 176), 92 (67, 233), 370 (27, 720). 55 (28, 494) }Ur 178 (20, 853)
ThHoT-,

F7-. FRUSORERRER G S o7~ Durv XX Trem Z W 7- iR EBR IZ 38T, Durv XX Trem $5-
W E 0 EELRMULE (Durv U3 Trem & OREEURSH V) 2388 L7 B3 OFEMIEE 108 & TN 109 @
By Thot,

# 108 EBLRUMAE (Durv & ORRBFEHY) 2RBELLBE K
FEH Rt

e EB MR LRy PT' Grade miy DN
AL
(H) (H)
POSEIDON 6l LS T/D/Chemo U AE 4 20 R A REE
U | 5 T/D/Chemo It 5 185 A~ ok ST
B =M w L
HIMALAYA | 5 Durv/Trem B / av 4 76 72 ok (23S
U | LS Durv/Trem75 UMSENE S = > 7 5 98 2 Mk A
DANUBE 3 | % Durv U AE 4 16 3 I EfE
3 | 5 Durv/Trem ENEY 3~ 7 5 110 1 ok A
NEPTUNE | 5 Durv/Trem B EPES = > 7 5 283 A~ Wk BT
022 6l 5 Durv/Trem I iE 3 118 3 IRFE [

* . MedDRA ver.23.1. DANUBE X5 : 114 GII R AE 70 I iR I 1o R % k52 & U7 [ ) 46 I 2k

# 109 EELBME (Trem & DREERH V) 2RBAL-AE—E

bk Frf Trem @
AR iy PER LA PT* Grade  HBHj IR e Rl
(R () E
POSEIDON 3 | LS T/D/Chemo S IS 4 20 ] N REE
HIMALAYA 70 LS Durv/Trem75  RUMEMES = > 7 5 98 2 %Y bl
| 5 Trem It 4 74 R A~ REE
D4880C00003 5 % Trem AU E 3 66 6 ok ki
DANUBE d | % Durv/Trem mAENES = >~ 7 5 110 1 %N 1

*: MedDRA ver.23.1, D4880C00003 75k : YIFRANEE /R HEST « P38 O B rh f7 AR E & b G & U 7= MEoh 56 11 AHFBR . DANUBE
B  ARTRYIRAEE AR R LR B 2 x5 & U 7= [E B 3L R 5 AR R

HHENELZ LT-ARIL, UToEE) ThHb,

POSEIDON #5% & O HIMALAY A 385% |2 33\ » T, D/Chemo #f X 1% Chemo #f &kt L C T/D/Chemo &,
KO Dury XX Y T 7 = =7 & e L C DurviTrem B 38\ C EEE 2 BUILE O R BLER (2 @V MEE A A3
ROOLNTZH DD, GFH S 2 MG EETUEMIES A IC L 2 ENGETERNI LMD, Trem %
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HAZ X D HUMIEDFEBLY A 712 OWTHREICHERAT T 2 2 EI3REEE B 25, L L7223 s, Trem % A
W EERFBR I I W CRRD DT SR & & Te S Ze Ui |2V, HRE O B SR B s S X B 0 T - K
RS THRBLLIIERINRD ONTZZ &b, IO DOERNLMMIEICED 2 L13H 5 FIZHON
T, IRASCEEZ AV CERBISGICHE DI EERE T 2 0ERH 5 &M LT,

—7J5., Durv {22\ i, POSEIDON 7Bk & O HIMALAYA FRERIZH\V\ T, Chemo #EXIXY T 7 = =7
i & D/Chemo ¥ X1 Durv # & 0[] TRUMLE DR BLR DU AR AZRITRBD DR T T L HFEND
FEEE DT MR XA &R LTz,

7.R.2 Durv X Trem DIREK « 1D HZ&IZDOWT

FEEE X, Durv O Trem OREE « HIEO HZIZHOW T, LFTO XS IZHBH LT3,

POSEIDON & & O' HIMALAYA 5% Tl BIEH 2338 BL L 72 B D Durv & U Trem ORFE - i R HLE
K OEWERNC XT3 DIRENEE S, Y%k 9 Z 212 LV Durv O Trem OERRAIA AME R
NI Z &b YRZHEEEZ T, ik - HEICBE T 2R OHICRET D, 3. Durv [IZOW T,
BEAGRRFICER E SNT-NRIC PRt OB E L2 MZ -NEERET D,

*  HIMALAYA iR ORI EFITHDNT, N—=RZ T A VRO AST X% ALT 23 ELHEE FIRA#E 2 T
WD IRV AR N T B A 8 BL L 7o PR OIRSE - ik B L ZBINT %,

e NCCN HA RT7A v (GEEEOFEER)  (v.1.2022) %4552, FHEGERER B ORI -
IEOHZEEET S,

o HICICEENMELEZ T (TR ) | BERALK ORI T 2R3 - kD B2 48017 5,

o LS. EIEFEEGE KR OMMR O BEEMAZ B E L, Grade 2~4 DG —FEHP LT 5,

BN ER LTARIT, T Th D,

FEOREEOHHEZMNR T A LT, 7277 L POSEIDON 5k K& O HIMALAYA B Tl #hifkiEE K
O & LT Stevens-Johnson JEMERE S & H # 2% F2 SEAEBMIRE & B L 72356 ORI - ik B %
HbXESNTWEZ EEBETHE, YZNFIZOWTHIRMICECTHERRET 2 0ENH D & HEr L
7

U EXY ., Durv KO Trem O « HEICEAESTDEEOHAZN LN FREO LI ITHRET DI &0

WEITH D LWL,
<Durv>
e Durv BHIZEVEIWERAPEILLGEIZIE, TRESEIZ, Duv OIRIEEEZEETHZ L,
Bil1E TR AL
ILD Grade 2055 & Grade 1LL FIZ[H{E4 % % T Durv Z4A3K4 %,
Grade 3 X 34D A Durv O 529135,

o AST # L < 1% ALT 23 HEHE(E LR D3 ~101%,
SUTRE U L BN EUEE EBRD1.5~37% % | Grade 1LA FIZEIE 4% £ T Durv 24K 5,
THEIM L7858

o AST # L <% ALT 2N ELHEME LR D 10458,

[t rERR & TR E Y L e N Y ERRO3EEE E T
BN L7284

o AST # L < i3 ALT AN FEVEME FIRO3EHE, 2>
OB U LB N B ERR D25 F T
L. Durv UAMZJRIR A 22N E

Durv D52 H 1792,

113
A X7 4 UV RIEEE (NSCLC - fFfiayE) 7 A b 7 B xRSt Fawt &




I VEH TR ALt
o AST # L <1 ALT WR_R—RA T A L D2.5~7
fi2, O EYEE FRRO20{FLL TN L7-3
IN
e AST £ L< 1t ALT 28R 2 5 £ 2 D2.5~5 ;£;;4 ¥ O25ERGNZ[EIE Y 5 £ T Durv &
. &, D OREYEME EBRO0MELLTIZH#EM L, °
JFH RE b 2

(R—=RAF A D AST #5
L < 1& ALT 28 FEYEAE L [R
2 T D FEEE

BT 5 EH)

ZTCTRE U LV E VDRI EIRD1.5~2F%I2
HAN L. Durv DAMZRE DS 2 WS

o AST# L IT ALT A_N— R T A L DTHHE,
ST EUEA IR O20f5HBICHIN L= 5A
o BV LB NEAEE EIRO3EHE E THOm

L7=54

o AST # L <1X ALT BAR—Z T A L D25
. OB U L E L2 EE FIRO2fEER
FCHIN L., Durv SMIFER DN 72 W5

Durv OF G- % H1ET 5,

K% - T

Grade 2 DS

Grade 1LA FiZIElE 35 & C Durv 2K 3 5,

Grade 304

» Grade 1LL FiZIEI#E§ 5 & C Durv 2K 35,
e Trem & OHFH DAL, Durv o5 % k4
)

Grade 4045 Durv 5% H1ET 5,
ML 2R 1L 4> Grade Durv 5% H1ET 5,
FRR B RE TUESE
R AR N4, Grade 2~4D A FERMNZEET 5 E T Durv 24K 3,
T EEHEK TE
M3 7 v F = 2 A BRI N—R T NS ) i
I DS~ G E CE LT 5 Grade 1L FIZ[EIHE 3% & T Durv 2K3¥4 5,
H |= = S N N N —
MiE7 V7 F= BNEEE ERXIIN—RF
D E TR L A Durv DFEEHIT 5.
* Grade 1LLFiZ[BI#E 9% F T Durv 2K T 5,
e 30 HLIIC Grade 1LL T & CTHIE L2 W 5GE X
A
% Grade 23X (330515 LT B R A D AR B B b 7 B A 1
Durv D52 H 135,
Grade 4D 4E Durv OF 5% HIET 5,
Db Je Grade 2~4DE Durv ¥ 5% 45,
FEE A5 I ) E Grade 2~4D & Durv OG- &I 5,
JEEAS Grade 2~4DH4 Durv D52 it4 2%,
e Grade 1LL FIZRI#E 9% % T Durv Z21K#K$ 5,
Grade 20048 & * 30H LAWIC Grade 124 F & CTHIE LRV GE X
iR 7 IR B RE R A OB B & b= A1,
Durv OF5-#=H1ET 5,
Grade 3 X 134D A Durv OG- &I 5,
* Grade 2 CLEMLL EfkRE L7256 R < _
. Grade 3052 Grade 1LLFIZEIE T 5 £ T Durv #K3ET 5,
. [TV
e Grade 4D 57

o JZJERGEARIEBERE (Stevens-JohnsondiE BERT)
ST EEMER B FE A ARIE  (Toxic Epidermal

Necrolysis: TEN) D4

Durv O¥¢ 521145,

Infusion reaction

Grade 1 X320 %4E

Durv D42-5- % 1l X3R5 3% 2 50%B0H 4 5,

Grade 3 X |34DH4E Durv OF 5% HIET 5,
LIS D EIVE A Grade 2 XI3DHA Grade 1L FIZ[EIE 3% & T Durv K395,
(HOPR AR BEREAR TE
[TV
VR 2 < ) Grade 4D 54 Durv OG- & HIET 5,
Grade |3 NCI-CTCAE v4.03 [Z# U 5,

<Trem>

o Trem &5IC XV EWERZREL LI=Z5A121E,

FTHEE2HE|C, Trem ODREELZZESTHZ L,

A X7 4 UV RIEEE (NSCLC - fFfiayE) 7 A b 7 B xRSt Fawt &




REE!

Hol

PRI

AL

ILD

Grade 20D &

Grade 1LA FIZEIHE T 5 & C Trem &K T 5,

Grade 3 X |34DHH

Trem O 5%+ 1E5 5,

TR RE R

o AST # L <% ALT 728 E:YEE FFRD3~51(%,
NI e U e N EROD1.5~3f%F
THEINMLZEE

Grade 1LA FIZEI#E T 5 & C Trem 21K T 5,

o AST # L <% ALT M HEEYEME EIROSEE, X
IR E Y LB N EYEE R O35 FE CHY
mL=e

o AST # L <% ALT 2 HEYEE ERO3EFB, 7
ORRE UL E RN IETEE FIRO25E E THY
AL, Trem USMIJRIR DN 72V G5

Trem D52 H L35,

s reRE &
(R—=AF A D AST #
L < 1% ALT 25 E:YEfE R

o AST # L < ALT BR_N—RX T A L D2.5~5
fi5, Do REYEM ERRO20fE LA TSN L= 5%

AN
=

NR—R T A U D25HEARWMICBIE T 5 F T Trem %
WIS 5,

o AST # L < IZ ALT BA_N— R T A L D55,
ST IEUEN IR O20f54BICHIN L= 5E
o AST #H L <1 ALT BAR—Z T 1 L D2.5(%

A2 TV B RS . O E U L E BN EEUEE ERRO 1.5/
EATF B ) ~ERIF RN L Trem DUSMCEIR A fpys | oM PEGEHIET 5.
5
o ALV LY N EUEME IR O3EHE E THN
L7854
K% - A Grade 2 DHFH Grade 1LL FICEIE 4 % £ T Trem #1K3E T 2,
7R Grade 3X (34D 4 Trem OE 5% T IET 5.,
AL E 2R AL 4= Grade Trem O 521425,
FROR IR RE TUHESE |
BB M RE R 4 Grade 2~4DE JEIRANZET D £ T Trem Z RS 5,
TR TE
Mg 7 V7= A E ERXEN—2R 5 N X -
s DL~ E CE LT 5 Grade 1LA FIZ[EE$ 2 % T Trem ZARES 2,
H B = S > S N —
Mg 7 V7 F =0 PNEEMHE ERIIRN—R T
A L DOIMEBE TR LI5S Trem O 52 FIET S,
e Grade 1LLFIZ[AI#E9 % £ C Trem ZiKE 5,
* 30HLAAIZ Grade 12T CHEIME LAaWGHE X
A
% Grade 2X 33056 N S N
Trem O¥e 52145,
Grade 4D 4 Trem O G ZF 145,
NS Grade 2~4D 4 Trem O 542 F L35,
FEE A5 T ) AE Grade 2~4D 4 Trem O 5% H1E5 5,
VB Grade 2~4DH4 Trem O G ZF 145,
e Grade 1LLFIZAI#E9 % £ C Trem ZKE 5,
Grade 200812 * 30HLAIC Grade 12T ¥ CTEIEE LaWGA X
R ade s IR R A DD B & b= 5 1T
Trem D& 5% F1E3 5,
Grade 3 X X4DH4E Trem O 5% H i35,
 Grade 2 CLIEILL LfkRE L7856 o 1 . .
. Grade 3052 Grade 1LL FIZ[EIHE T % F T Trem ZKIET 5,
. [N
iz 8 Grade 4D &5

o FZFERENEARSE MERE  (Stevens-Johnson JEfRE)
AT R B SERRAE  (Toxic Epidermal
Necrolysis: TEN) D54

Trem O 5% H1ET 5,

Infusion reaction

Grade | X200 %4H

Trem O 5% FHB X 38% 5388 B % 50%0E 32,

Grade 3 X134 DHE

Trem O 5% H1ET 5,

REELS D REIEH Grade 2 X33 D H Grade 1L, FIC[EE T 5 £ C Trem & KET 5.
(FIR RARE A T E oA
VR E bR ) | ORdedria Trem O 5% 1L 5,
Grade |Z NCI-CTCAE v4.03 IZH#E U %,
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7.R3 BUERGER DBRNEERICOWT

FEEE 1L, Durv X O Trem ORLGEIRFEZ A OFHEIZOWT, LFO X I ITHPBIL T 5,

& AR 7E 1% O FERE NI 1T 2 OUIBRAREE AT « FR8 D NSCLC (Z%f7 % T/D/Chemo #&5-, Y
(Z@UIBRARE 22 AT SR 126595 Durv/Trem $25- ) OF Durv #G-1AR D LMo gt 5 2 L 2 A &
L7z 2FRE TR L 2 RER G HHEZFHE L T D, TR ENOREEFHEOMEIL, FTieotiy
Th b,

O UIBRAHE/RHELT « FF38D NSCLC EH & x4t & L7z T/D/IChemo #&5- 0 B R 7o 4% F 4

o ZAMMRFIEE : T/D/IChemo #HRHZFHZEE T XEZHLTH S ILD, KK - EHED T,
WHE 2R L. IPRERERE S . MW (FRIREERERE S RIBHRREREE . M RAMEmREE) | 11
PEPRI . BIEE (MEMEBRE) | ik, DR, BEIEMENE, oM Mg 1S5
4%, EZE . infusion reaction, MR MIARAE ., BENRLE, b5 OF FHIRF O FE B AT BRI E |
W& - iR R K OgEs i (& il 2 5 de) Do 5 BE~OMHZ5E L,

o A TEIERE: ERROLEMERFTERICERE L 72 F5:0 POSEIDON RERICIS T 5 HEBLRE 4
FHE L. 200 f & AE LTz,

. S LRL O Z AVERET SIS RUE L 72 955 POSEIDON iRBRIZ 51T 2 FEBLRF 155 2 & J§
L. 52 &% E LT,

@  UIBRAREZR T MR BB & k52 & L7= DurviTrem #:5- % Of Durv £ 50> Sl i 72 14 2

o LZAVEMFHFEE  HIMALAYA SRR T 2 TR E O BRI A BE & 2 JIFHRBREE 2 5%
E LT, AT, Durv/Trem #5: X O Durv & GRFICRHCIERE T REFERTH D, ILD. K
K- HEDO TR, BEZRIL. NWoWREE (FARIRERERETE, BIBEEES, FEAEEERES
1RUBEIRIS, BIEE (REMEERSE) | Mk, DR, EEMREDGE, st Mg k286
. B2k, 2%, infusion reaction, RRECHHRIARIE, BEMEZE, IR - fa Vi mgtE  OViBs AR (A if.
IR 2 5 Te) ObHBE~OHHLRET D,

o RAETEEHIE : HIMALAYA 380 Durv/Trem F£ &% OF Durv BEZ 31T 2 IS RERE E O R LR %
E& L., Durv/Trem # 5} O Durv Hftfe b 24 471 51 e U8 100 il & 58 E L7z,

o BIZHIM . HIMALAYA 3R O Durv/Trem £ 5-1£ 5 O Durv BEZ 31T 2 IFisRERE 5 00 R Bl 14
ZEFL, 24 M EHRE LT,

BENBELIEARIL. UTOLBY Th o,

A ARNDEIBRAREZ2 AT - F¥ D NSCLC A% % T/D/Chemo #£45-, I ONE H AR A DO YBIBRAHE
JHF Al e B 135 DurviTrem #25- K% O Durv &GITAR D ZRMERBRITRON TN D Z LENE | |
SR G O — EMIT LB ET 2R E T 2B E ST L 2HEL FM L, RELSRY 228
PEFREINET D & & HIC BN L EMEERZ BN RIS IR T 2 LENH 5 &l Lz,
Fiz, EROKU@IZFR 2 WIEIR % RAE O RMEFHE IOV T, LLFO X 212l L7z,

o HEMEMFIEE:[52R2 IR XITHER L TV 2 AFEMED & 5 M2t 5 Trem O 522V T
[7.1R3 ZRMIZOWT) KO [72R3 LRI OWT) OEICEIT 2MataliE 2. KiB%k -
HEO TR - LB ZRIL, Bk, Ok, BEE (FEEBERE) . WoWEE (TR REREE
BB RS RERE . T HEAHERERESE) . infusion reaction, JHHEREFRESE « A& « MfLIMENEE 2%, ILD, fH2%,

ek, BEORERE, MREE (70 - NU—ERELET) . EREMMERE, M i/ MR
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DPESREE ., 1| RUBEIR I, SRR AARIE . RS, (LA hRiE O R O R EWEL P EkBAE (EREODIC
ROAEDS) | IR - Jp BT, BB CEmEMRBRIEL Z1) Ob 5 BE TOMEMT 2
ET DI ENEUTH D,

o HETEEGEKLOBIEMHEICOW T, MEORZEMERFFHICRET NE LBFXD LLOHESR
DEFRKRAERC BT 5 BIIRILZ BE L2 L THRETT 28 EZR H D,

73 BERRBRICBW R DN -FEESY%

LZEVEF O 72 DI SN =B RN BT DR E D 9 b LT HOWTIE7.1.1  FHEEEH .
1712 ZE&EH KO 1721 FHEEER OHEIZFEH L7220, SECUANDO ERFEERIIUTOLE
DN THot-,

7.31 NSCLC IZfRDBRERRICBW RO b - A EHFELE
7311 ENE I HEBR (010 RER)
73111 *—FA

AEFZRITIOTrem 3 mg/kg # T 3/4 1] (75.0%) . @Trem 10 mg/kg #£ T 4/4 5] (100%) Z#8D B,
IBBRER & O RBEREATE TERWEESRERIL, O34 F (75.0%) . @3/4 #] (75.0%) 125D bz,
FRET 2 B RIS b A EEGE, OFY 361 (75.0%) . BEGEGE, THIL O 2 FEES 2 6
(50.0%) . @AAIEE, Bl & OFEB% 2 6] (50.0%) Thol-,

EEZAESRGL, OU4 6] (25.0%) . @14 6] (25.0%) ([CRD LT, RO OLN-EHERAEERFSR
X, ORBEGE 161 (25.0%) . @BiK 161 (25.0%) THY ., WINHIRRIE L ORERBEBRIGE S L
o,

IBBREOE LG PIEICE > - AFFZUIRD b h o7,

73112 _—FB
HERFRZRIOaAR— 1 T4H4H (100%) . @=ak— k2 T5/6 4] (83.3%) . @=7—k 3T 6/6
(100%) [Z78 8 B 4L JRBRHE & ORIRBIRNGE TE RWAEFFSRIL. O3/4 41 (75.0%) . @5/6 151 (83.3%) .
36/6 5l (100%) (2D BTz, KBET 2 HILLEICRD b= AEFGIX. OF 2 FEELUFZS 2 4
(50.0%) . @AM, BEKBGE, 55 L OB 2 6] (33.3%) . @FE ALT #9/0, AST BEE O
GGT #4453 45 (50.0%) . BAGEOE, RHRAE, & 9 FEAE, BRI M OB R4S 2 6] (33.3%)
ThHol,

A EFGL. ©24 61 (50.0%) . @3/6 4 (50 0%) . @3/6 f5l (50.0%) IZiH BTz, BDHH
NEEBERAEEST. OSMIER, KIS, 5k, %@Jﬁ% FEIERG M E, SRS
i e OV 1451 (25.0%) , @i =219 = mt/ﬁ: B, + IR R OEMERERS 1
Bl (16.7%) . QBLK BRI, Bk, mmﬂ?&of"ﬁﬁééﬂmﬁ EE%WJ (16.7%) ThHH, 56, OH
Bade. MEFR, HIEGEME, SRR, MR LK OFREE 1 4], QmHF a/rFa be B BE KO-
THEMAEES LB, @BRIREIBIREE . Bk, mihE R OV EIE A 1 I, TRBRIE & o R BILR
MEE SN2 ho T,

O BUEEEPTH D, BB RRERILER (B0 4 423 A 30 AT —AHEE) [TRDIFEEICBVTRENSLELH
Wr L7 ettma I FH e 5,
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BRI O G HIEICE > 7oA HFFERIL, O2/4 4] (50.0%) . @2/6 # (33.3%) . @1/6 {5l (16.7%) IZ

RO, BOLNIIRBRIEDOHR G T ILIZE T AEERIL, ORMEITFR, TEER KO EERHE
f@\lfﬂ (25.0%) . @AM KO+ FEEEA 16 (16.7%) . @mimbE 1 5] (16.7%) THY ., Wi
HIRBREE & ORRBIR DB E SR o Tz,

73113 /8—F}C

AEFERIT 38/41 1 (92.7%) ITRD B AL, 1R & DORRREBNGE TE RWAEFFZIL 38/41
(92.7%) Z#RD B LTz, 5 HILL EIZER O b A EFELIT, Tﬁ&o%ér% 17 1 (415%) . fEFL Y
T OPEIES T B (17.1%) . BERELR 6 6] (14.6%) . AFEERERM 561 (12.2%) TH 7=,

A FEHFGUTL 22/41 ] (B3.7%) T3 LT, zfﬂui ICRBO LN HERAEFRIT. TH4
Bl (9.8%) . TFHEEARBERRIK TAE 3 6 (7.3%) | Mfildize. Wik, QMEER K OVIZ% 2 6 (4.9%) THY |
Sh. TR 4G, TEAHEREICTE 3 61, ik, BRKOSZEE 2 6], SMEIER 1 HIX, 1BREEL @
KERBIRAE E SR o Tz,

BB OF G IRICE - A EHG0T 16/41 1 (39.0%) (2780 Hilz, 2 FILL EICFRD b - IR
DGR ILZE ST FEELRIT, TR 46 (9.8%) . TR TE 3G (7.3%) . K, SrEER
OGB4 2 5] (4.9%) Tholz, 2055, FH4 6], FERAEFEEEIR NE 3 61, IHR LK OFBH 2 1,
AVEE LI, TRBREK L ORI BBRNGE SR T,

7312 EBRIEFFMIERAB (POSEIDON #ER)

A EFGUT T/DIChemo #£C 321/330 il (97.3%) . D/Chemo £fC 321/334 5l (96.1%) . Chemo #£T
320/333 1 (96.1%) (238 ® DAL, IEBREE & ORREIFR G E T X 72\ A 50E T/D/Chemo £ T 306/330
il (92.7%) . DIChemo #£C 296/334 1 (88.6%) . Chemo & C 298/333 5 (89.5%) (Z#dH bz, W
AVINORETHBLER)N 15%LL EOFFEFERITR 110 DL BV Tholz,
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£ 110 WTFNLOHE CTRIEEN 159U LOFEEFEL
BilEs (%)

SOPCT T/D/Chemo #f D/Chemo #¥ Chemo #
(MedDRA ver.23.1) 330 # 334 451 333 i
4= Grade Grade 3 UL E 4= Grade Grade 3 L E 4= Grade Grade 3 2L E
EHERR 321 (97.3) 217 (65.8) 321 (96.1) 217 (65.0) 320 (96.1) 202 (60.7)
MEE LY 3 REEE
E=qiil 164 (49.7) 68 (20.6) 151 (45.2) 59 (17.7) 163 (48.9) 75 (22.5)
I ERR D SE 99 (30.0) 56 (17.0) 79 (23.7) 46 (13.8) 78 (23.4) 41 (12.3)
I/ IR A E 60 (18.2) 18 (5.5) 43 (12.9) 16 (4.8) 57 (17.1) 17 (5.1)
e L Ok E
BAIBOR 93 (28.2) 5 (1.5) 72 (21.6) 2 (0.6) 82 (24.6) 4 (1.2)
B
R 63 (19.1) 0 72 (21.6) 0 79 (23.7) 2 (0.6)
T 71 (21.5) 5 (1.5) 60 (18.0) 5 (15) 51 (15.3) 5 (1.5)
B 137 (41.5) 6 (1.8) 121 (36.2) 2 (0.6) 122 (36.6) 7 (21)
M 60 (18.2) 4 (1.2) 52 (15.6) 4 (1.2) 45 (13.5) 5 (1.5)
FERG ¥ UL TRk
W5 64 (19.4) 4 (1.2) 47 (14.1) 4 (1.2) 22 (6.6) 0
— % - REREER LU
BN IRAE
e 56 (17.0) 12 (3.6) 33 (9.9 5 (1.5) 41 (12.3) 8 (2.4)
I 57 81 (24.5) 8 (2.4) 81 (24.3) 12 (3.6) 74 (22.2) 9 (2.7)
FEER 53 (16.1) 0 31 (9.3) 0 23 (6.9) 0
FRER R AT
I R ERERD 39 (11.8) 25 (7.6) 46 (13.8) 25 (7.5) 59 (17.7) 25 (7.5)

/A EHELT T/D/IChemo T 146/330 5l (44.2%) . D/Chemo F¥C 134/334 5] (40.1%) . Chemo
FEC 117/333 5l (35.1%) (Zid bivlz, AHET 5 BILL LIZRE® b/ EEE A FF51L. T/D/IChemo #if
ChitiZ 36 51 (10.9%) . &ifn 18 5l (5.5%) . T, M/ IMRDIE & OFEEE- 8 5] (2.4%) | FsEMALS
ERE 7 B (2.1%) | JifilEg R OBIEREES 6 B (1.8%) . KK, MZERE K OCRUNIES 5 5

(1.5%) . D/Chemo #¥ CH&If 23 ] (6.9%) . iz 21 fil (6.3%) . W&I 7§ (2.1%) . A PERIDIE,
M/ INRIE K OBE 45 6 151 (1.8%) . Fifilidids . FEENI AT o BRI E K OWLILER DA E S 5 1] (1.5%) .
Chemo BECEfn 21 ] (6.3%) . fifizk 16 il (4.8%) . MHZERRSE O B (2.7%) . 1&MEPAZEMEMIEE 5

(15%) TH-o7=, ZDH b, T/IDIChemo BEDEIM 15 Fl, fifide 12 1], i/ IMRIBAE 8 #i, FE AT
EKISE 7451, R 6 B, KIGZE K Ol 2 4 5 B, FEELK OWULAES 4 6], SMERRRETE 341, Mfigess
JiE 1%, D/Chemo BEDEIM 22 i, 4 FRERIRAME, I/ INEISE ., Fifiligide . F8 B A i RIS D i K ONFLIL
ERISDE 4 541, fitide 4 6, FETC 1451, Chemo BEDEIM 20 i, fiide 8 i, iZERE 3 (5, 12PERAZEM:
JgE e 1 BNE, TRBRIE & ORRBERAEE SR o T,

RO G-I > - EF503 T/DIChemo #C 73/330 1 (22.1%) . D/Chemo ## T 68/334 ]

(20.4%) . Chemo #£C 51/333 f5i] (15.3%) (278 b7z, FHET 3 BILL RICFRD & - IRBRIE D £ 5.
IEIZE S 7= HEFEFESIT, T/D/IChemo FETHEZ 8 51 (2.4%) | &Aif 5] (1.5%) | M7 L7 F= 8N
FOBRMERREES 4 6] (1.2%) . Filgs & OMmAES: 3 61 (0.9%) . D/Chemo £ CHEIM 6 B (1.8%) .
Wi 4 5] (1.2%) . 9%, AFHERBUE, ALT s, A, MiZEAeiE K OB A% 3 6 (0.9%) .
Chemo BETHiZE 7 61 (2.1%) | &l & OWHZEARIES 4 B (1.2%) | FEEWELFhEREVE 3 61 (0.9%) T
Hotz, ZdH 5, TIDIChemo FEOEIM, MH 7 L7 T =800, Mg, BUMGER OVEPEBFEES 3
f5il, Jifize 2 5], DIChemo REDE I 5 ], J57. ALT HIhn, filkide B OV A4 3 6], 4F PERIBAME 2 i,
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JifiZEediE 16, Chemo FEDE MK OMHARAT 4 Bil, FEEELF sPERIVDE 3 B, JHZEARAE 2 Bil1, TREREE &
DRRBIRNRIE S N> T,

7313 EHEEEFFMMHEREB (NEPTUNE RER)
A EFS0T Durv/Trem BEC 376/410 41 (91.7%) . Chemo £ C 375/399 5] (94.0%) (Z78® B, 1RBR
KL ORFBIRBEE T & 2V FFGT Durv/Trem #fC 280/410 4] (68.3%) . Chemo F T 325/399 {4l
(81.5%) (ZFEO BTz, W ORECTHRIEN 10%LL EFOFEFRIIR 1L O LB ThoTz,

£ 111 WTNLOBETRERN 1000 LOFEHS

B (%)
SOPC.:I. Durv/Trem & Chemo B
(MedDRA ver.22.0) 410 71 399
4= Grade Grade 3 UL |k 4 Grade Grade 3 UL |k

SR ERR 376 (91.7) 219 (53.4) 375 (94.0) 184 (46.1)
Mgk LY v R REE

E=giin 59 (14.4) 8 (2.0 153 (38.3) 47 (11.8)
I R ER A E 4 (1.0) 1 (0.2) 72 (18.0) 30 (7.5)
M IR R A E 5 (1.2 2 (0.5) 52 (13.0) 21 (5.3)
PNy AR

FOIR BB BRI T E 51 (12.4) 1 (0.2) 2 (0.5) 0
Rt L O E®E

RARIER 72 (17.6) 6 (1.5) 73 (18.3) 4 (1.0)
R g, MElds X OVieRg fe s

Ik 47 (11.5) 0 19 (4.8) 1 (0.3)
H ke

R 60 (14.6) 1 (0.2) 84 (21.1) 1 (0.3)
T 78 (19.0) 6 (1.5) 40 (10.0) 4 (1.0)
L 59 (14.4) 1 (0.2) 129 (32.3) 2 (0.5)
Mg - 32 (7.8) 2 (0.5) 59 (14.8) 7 (1.8)
FERG ¥ UL Tk

B 3 (0.7) 0 50 (12.5) 2 (0.5
O PEIE 51 (12.4) 2 (0.5) 11 (2.8) 1 (0.3)
R 58 (14.1) 2 (0.5) 24 (6.0) 3 (0.8)
— %« REEER LU GO RS

0 )E 52 (12.7) 8 (2.0) 53 (13.3) 5 (1.3)
I 57 57 (13.9) 2 (0.5) 74 (18.5) 5 (1.3)
FEEN 48 (11.7) 2 (0.5) 32 (8.0) 1 (0.3)
97 N

IR 45 (11.0) 4 (1.0) 16 (4.0) 1 (0.3)

HE A EFHST Durv/Trem BE T 193/410 1 (47.1%) . Chemo BT 112/399 1 (28.1%) (23 H i
7oo BHET S FILL IR b EERAEFFSZIL, DurviTrem BTz 27 #i (6.6%) . JifiliEsc 16 4l

(3.9%) . FEEN12 45 (2.9%) . FHI 9B (22%) . FRGEG T B (1.7%) . PRRINEE, Kok K O%E
4 511 (1.2%) . Chemo #£ THfiZk 13 51 (3.3%) . & 11 1] (2.8%) | &f HEREZMERUMIAE 6 41 (1.5%) |
FEEMEAF TP ERIAE 5 51 (1.3%) Toh o7z, ZD 95 5. Durv/Trem FEDNliEI 16 #1], T4 8 i, JEEL 5
B, Wfide 34, PEWLIREE 1 B, Chemo BEDEIM 9 B, #F HERBVMERUMAE 6 51, F8EELT T ERIBVME 5
B, BiiZe 4 %, 1RBREE & ORRBRAGE S hiehroTe,

TRBRIEO# G- T R o 74 FH 513 Durv/Trem £ T 99/410 151 (24.1%) . Chemo # C 73/399 141 (18.3%)
IZRRD BTz, BBET 3 HILLEIZERD BTGB O &K 54 (HI2 % - 7= EFGL Durv/Trem #f: CHfifli
&K 1361 (3.2%) . MEJJGE 5 Bl (1.2%) . ALT HEINKROSETEA 4 6 (1.0%) . L Alige, WO R &%
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ORAF%A 361 (0.7%) . Chemo BETHEIM 74 (1.8%) . Iz L7 F=HN6 Fl (1.5%) . HEJE
4] (1.0%) . ELs, FEY. Wids. KRME= 2 — T — AP R OVEHEEREES 3 6] (0.8%)
Tholz, ZDH 5, DurviTrem BEOfililgzc 13 B, ALT 84004 i, THI&R OKIGRS 3 61, HIE KL O
fifige# 1451, Chemo FEDIMH 7 L7 F=4In6 fl, &4 6], Bl K= —mF— 2HH
B R OV RERR AT 3 0, 57 2 B, MEJJRE R OV 4S 1 Blid, TRBREE & OREBMRAE E S 72 )

ST,

7.3.1.4 ¥ESE 1 b AHRABR (006 3ABR)
73141 HAEWH/—b

AEFLIIO=F—F 1la T334 (100%) . @=4— bk 2a T 3/3 4 (100%) . @=4— k 3a T 18/18
il (100%) . @=A— k 3b T3/3#] (100%) . @=A— k4 T17/18 ffil (94.4%) . ®=7A—F 4a T
14/14 5 (100%) . @=7— k 5T 9/9 f] (100%) ., ® =74 — k 5a T 6/6 {5 (100%) . @=AR— 8T
17/17 1 (100%) . @=A— k 9T 11/11 5] (100%) (258D HAL, JRERIE & DR FEBRENEETE e
AEFRITIOU3F] (33.3%) . @3/3 45 (100%) . 14/18 fil (77.8%) . @3/3 i (100%) . ©12/18 #i
(66.7%) . ©13/14 i (92.9%) . D8/9 4] (88.9%) . ®5/6 # (83.3%) . @16/17 #i (94.1%) . ©11/11
Bl (100%) (23D BTz, &R — T2 HILL EIZEE® HiL, 23 2RBUEN 30%LL Lo EFRRIL, @
Z O FENE 2 4] (66.7%) . @57 9B (50.0%) . T8 fi (44.4%) . FEE6 B (33.3%) . @AM, T
W, L, EE LT R T — BN 2 61 (66.7%) . @ T 6 1 (33.3%) . © F 7 B (50.0%) . M
W DR K OV 9545 5 51 (35.7%) . (D397 5 i) (55.6%) . MZiik, THIK ONZ 5 FEIES 4 6] (44.4%) | £
BRIBGR, L, RREFELRE, B K OWERME 3 61 (33.3%) . ® T 4 5] (66.7%) . W& 3 %1 (50.0%) .
ik, A2, o, KT, S5, ALT #00, 7 27— 8N, AST BN, i FURAR SN A v
W GGTEEM, U /S—B M B A v % > U RONERE N Y 3 — R =2 b & 261 (33.3%)
@ FH#19 B (52.9%) . MRURIREE 8 5] (47.1%) | L7 B (41.2%) . B K OYEF7 4% 6 i (35.3%) .
@i 5 5 (45.5%) . BAKIHGE, FEULIREE, FI2 K ONET % 4 61 (36.4%) Thotz (DIFF%%7eL) .
HEEAERGIL, O fl, @2/3 4] (66.7%) . 11/18 f5] (61.1%) . @2/3 5 (66.7%) . ©7/18 {4
(38.9%) . ©10/14 #1 (71.4%) . (D8/9 i (88.9%) . ®6/6 5] (100.0%) . @9/17 il (52.9%) . 109/11
B (81.8%) T Lz, & adk— FT2HILL LIS b EELRAERLIT, QY. THILOAE
BRIGEAS 2 ] (11.1%) . ©ffige, Wik, (K & Otk 2 6 (14.3%) . @ T, K. Milgse
R ORI IR B 4 2 5l (22.2%) . @ T 3 fil (50.0%) . ik 2 #i (33.3%) . @R 3 fi
(17.6%) . QKM% 3 B (27.3%) . MELIREE 2 5] (182%) ThHV . 25H. @ T 2 #il, AL 1
Bil, ©PilgsE 2 i, WK R MR ES 16, @ T, KRR K& Ol 2 6, SRk k2 161,
® FH#I3Fl, Wik 16, OMELKREE L F, OXIGE 3 FIEL. 1B OREREBRBEE S ol
IBBREDORGPIEICE oA HFFGIT, @O0 #il, @13 il (33.3%) . @5/18 il (27.8%) . @2/3 {4
(66.7%) . ®2/18 {5 (11.1%) . ©4/14 {5] (28.6%) . (D5/9 f5il (55.6%) . ®4/6 i (66.7%) . @4/17 H
(23.5%) . @06/11 {5 (54.5%) IZFRH BTz, 5 2F— FT2HILLEICRD D ZIRBRE O H-H1kIC
ol AEFZIT, O FH 241 (11.1%) . OKRBEBRLONHEE % 2 6 (14.3%) . ORISR K Ol
K #2061 (222%) . @TFH 241 (11.8%) . WKRAGK 361 (27.3%) . fiiligsk 2 4] (18.2%) THY .
WIS IRBREE & ORRBIRNGE S e h o7z,
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73142 HEILR/S—h
A EFGLIT 346/355 il (97.5%) T3 AL, 1RBR3E & ORIRRARIEE TE WA EFEFLIT 266/355
Bl (74.9%) T8 BT, FEHLERDY 15%LL EOAFFRIT, 7 114 il (32.1%) . FFRINEE 108 H1
(30.4%) . #1956 (26.8%) . RAKJHGE 94 ] (26.5%) . (HEFKK OVELK 77 51 (21.7%) . 4K 68
B (19.2%) . % 9 FFIE 66 5l (18.6%) . &M 57 i (16.1%) . BIHNE 56 il (15.8%) Th -7z,
HEE A EFSTL 165/355 7] (46.5%) IZ580 Hive, BN 2% LOEE R AEFZIL, Mik 23
B (6.5%) . KEEZ 136 (3.7%) . FHFEARAE 12 5l (3.4%) . THIM& Ok 10 il (2.8%) . %2!
jﬂi‘égm (2.5%) . Miifigs 8 1 (2.3%) . Wik 761 (20%) THY. 95, KK 1361, THI 9 6, J
P 8B, MK, Mg K OVHZEARIES 1 61T, 1RBRIE & O RBRAGE S ieho Tz,
/ﬁ%ﬁ%@&ﬁﬂfﬂﬁ: 2 o T HFFGT 36/355 5] (10.1%) (2588 H L7z, FBLEN 1%LL EDOTRERIED
BeHRIRICE oI EFERIL, KIBK 6 61 (L.7%) . TH 56 (1.4%) . JilgZ 4 B (1.1%) THY .
WL B IRBREE & DRIRBMRN G E SR o Tz,

7.3.2 FFRERUBICMR D BRKABRICBW TR D EERE
7.3.21 [EBRHEFSE 1/ O ERER (022 RER)
73211 %—F2A

HEFSIIODuUry # T 37/39 5] (94.9%) . @Trem £ C 35/36 {51 (97.2%) . (@Durv/Trem #£T 39/39
Bl (100%) 1258 AL, TRBREE & ORI ERIRBEE TE RV AEFESLD25/39 4 (64.1%) . @30/36 1
(83.3%) . (329/39 5l (74.4%) |ZFEW HLlz, HHETHBIEN 20%LL Lo EFRGIL. O 14 4
(35.9%) . AST H4/ 13 fil (33.3%) . ALT 400 11 5] (28.2%) . <& 5 #E4E 9 B (23.1%) . T4 8
(20.5%) . @% 5 #EIE 15 Bl (41.7%) . 57 12 451 (33.3%) . 2 &N AST #n4% 11 451 (30.6%) .
fE 10 1 (27.8%) . RAKGE 9 5l (25.0%) . U X—EHN 8 Bl (22.2%) . @FEL 11 5] (28.2%) .
Z O FEIE 10 f (25.6%) . AST ¥ 9 41 (23.1%) . F&92. 97 M ORIEMEZIES 8 5] (20.5%) ToH -
7=

BEELAEFRGL, O17/39 i (43.6%) . @20/36 5] (55.6%) . (319/39 i (48.7%) D HALIZ,
BHET 2 HILL RIS b - EE A EFELIT, ONFHGERE 6 6 (15.4%) . @ T# 34 (8.3%) . M
W PRIEE B R i J OV Ze - 2 451 (5.6%) . @FEEA4 1] (10.3%) TH Y., 95, ONFHRERH 3
B, @ T3 FlE, TEEREE & ORRBIRAEE SR o7,

BEBROB G IICE - AEHGL, O7/39 41 (17.9%) . @7/36 5 (19.4%) . @7/39 4 (17 9%)
(RO bz, FEET 2 4L R _nu&)ﬁght/“%ﬁ%@&frﬂlﬁm IESTAEFRIL, ONFErERT 2 41
(5.1%) . @I E Y LE BN, FREOIFERER T 2 6] (5.6%) THV., 9 b, @Hﬂi&éﬁb/\
B, @ T2 fill {é%ﬁ%é:@l%%‘?ﬁﬁxmménfmxoto

73212 ,%— 2B
A EHEL1T10/10 51 (100%) (12588 H AL, TREREE & O K FEIR A E T & 22 A E 5213 9/10 41 (90.0%)
IR LTz, FEBUEDN 50%LL oG EEGIL, £ O HE 6 il (60.0%) . FZKOY ALT HIN4 5 fi
(50.0%) TH-o7-,
HERAEFEGIL, 4/10 1 (40.0%) 123D BTz, 2 BILL EICRO b= EERAEREGII o7z,
RO G P IEICE > T AEFEFRRITFRO Lo Tz,
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73213 /%—} 3

AEFESE, ODurv #f 58/62 ] (93.5%) . @Durv/Trem Ef 63/64 5] (98.4) %, @Trem &t 32/33
(97.0%) . @Durv/Trem75 #f 41/43 ] (95.3%) (Z38D Hiv, RREE L ORRBERNGE CERWVAEHEH
51337162 B (59.7%) . @52/64 5] (81.3%) . (D28/33 ] (84.8%) . @29/43 5] (67.4%) IZFE&H Hi
Tro BRETIHEN 15%LL EOFEFEST, OAST #9013 61 (21.0%) . ALT #5012 1 (19.4%) . fE
. FRIAOVE D FEIES 1161 (17.7%) | 500, 9857 R ORI IES 10 ] (16.1%) . @% 9 FEiE
J O 5895 23 151 (35.9%) . AST #4119 i (29.7%) | ¥ 57 16 5] (25.0%) . FEEN 13 i (20.3%) . BKWk.
IR . RAHMERIE A O ALT $3004% 12 1] (18.8%) . T 1141 (17.2%) . #ARBOE 10 6 (15.6%) . B
T 14 6] (42.4%) | F D FEE 13 41 (39.4%) | FIZ 9B (27.3%) . EAEOR, HL.O KO AST HI04
8B (24.2%) . #5776 (21.2%) . AHRIEKR Y S—EHNN%E 6 6] (18.2%) | IR LT 27— 1Y
N+ 541 (15.2%) . @WAST #0012 5] (27.9%) . % 9 FEIE 11 61 (25.6%) . TH#19 5] (20.9%) . Bz
M OVALT H3n45 8 5l (18.6%) | EARIBOB K UYE Y54 7 1] (16.3%) Th o7z,

R A EFGUL, ©28/62 i (45.2%) | 228164 4] (43.8%) . (D16/33 14 (48.5%) . @18/43 fi] (41.9%)
IZRRD BTz, BRET 2 HILL RIZRR O b - EERAEFZIT, OEAKLOITFHEER A 3 6] (4.8%) |
T SR PR & O PERE R 45 2 61 (3.2%) . @ KIG% 4 151 (6.3%) | FEEM M OV IfiZe 45 3 4l (4.7%) .
B, A e U L e N, AR REE R OMZERES 2 6] (3.1%) . @TF 3B (9.1%) . AEFHIR
FEHIM 2 71 (6.1%) . @ffiZe 3 451 (7.0%) THY ., 5 H, O FHIEROFFHERERT S 16, @K% 3 6,
AR OMIRS LH, @ FH 3 HIL, 1RBRIE L ORFERRNE mézhtcrﬁwf:o

BB OF G IRIC R > 7oA EFEFLIL, O7/62 i (11.3%) | @10/64 il (15.6%) . @7/33 i (21.2%) .
@5/43 ] (11.6%) [T O D=, FHET 2 HILL EIZEO DNTZIRBRIEEOE G P IEICE > T B EFRIT
o,

7.3.2.2 EEEEFFMAAERE (HIMALAYA #RBR)

B EHFHGUL Durv/Trem #£C 378/388 ] (97.4%) . Durv £ T 345/388 5] (88.9%) . ¥ 7 7 = =7 RET
357/374 1] (95.5%) T8 B AL, TRERSE & DR RBARAE E T & 22WA EFHFGE Durv/Trem # T 294/388
%1 (75.8%) . Durv #£C 202/388 4] (52.1%) . Y T 7 = =7 REC 317/374 ] (84.8%) (iR HiLiz, W
T DOFETHILEN 10%L, LOFEFRIIR 112D LB Thol,
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£ 112 WTNLOFE CRIEEN 109 EOFEEFEL
% (%)

SOPC_:l_ Durv/Trem £f Durv #f Vo7 =Tk
(MedDRA ver.23.1) 388 {71 388 f 374 f
4= Grade Grade 3 L |k 4= Grade Grade 3 L E 4= Grade Grade 3 PL |
EHERR 378 (97.4) 211 (54.4) 345 (88.9) 158 (40.7) 357 (95.5) 210 (56.1)
PN o3 AR 5
FOPR BRFS REA T E 47 (12.1) 0 19 (4.9) 0 16 (4.3) 0
R L O ERE
EEX el Bl 66 (17.0) 5 (1.3) 53 (13.7) 2 (0.5) 67 (17.9) 3 (0.8)
il
RHRE 40 (10.3) 1 (0.3) 21 (5.4) 0 16 (4.3) 0
A REE
& £ 23 (5.9) 7 (1.8) 17 (4.4) 4 (1.0) 68 (18.2) 23 (6.1)
E) e
&R 46 (11.9) 5 (1.3) 37 (9.5) 4 (1.0) 64 (17.1) 12 (3.2)
G 36 (9.3) 0 42 (10.8) 0 35 (9.4) 0
T 103 (26.5) 17 (4.4) 58 (14.9) 6 (1.5) 167 (44.7) 16 (4.3)
L 47 (12.1) 0 37 (9.5 0 53 (14.2) 0
FREFR J OV PRk
Jii B 2 (0.5) 0 5 (1.3) 0 54 (14.4) 0
FE - BERRNTEAR
SR 3 (0.8 0 1 (0.3) 0 174 (46.5) 34 (9.1)
& O PEIE 89 (22.9) 0 56 (14.4) 0 24 (6.4) 1 (0.3)
95 87 (22.4) 6 (1.5) 40 (10.3) 1 (0.3) 52 (13.9) 4 (1.1)
—f% - REREERS L O
HERAL DR TE
I 79 39 (10.1) 7 (1.8) 49 (12.6) 9 (2.3) 44 (11.8) 10 2.7)
957 66 (17.0) 8 (2.1) 38 (9.8) 0 71 (19.0) 11 (2.9)
FEEN 51 (13.1) 1 (0.3) 36 (9.3) 7 (1.8) 33 (8.8) 0
R AR AR A
ALT B30 36 (9.3) 10 (2.6) 44 (11.3) 12 (3.1 20 (5.3) 7 (1.9
AST #1 48 (12.4) 20 (5.2) 56 (14.4) 26 (6.7) 24 (6.4) 12 (3.2)

/A E S50 3 Durv/Trem #E T 157/388 4] (40.5%) . Durv #£ T 115/388 f4i] (29.6%) . V5 7 ==
THET 111/374 B (29.7%) \ZFRD BTz, FEET 5 BILL LIZERO b EHEE R A FFLRIX, Durv/Trem #f
TTIH9 B (2.3%) . FUE 8 il (2.1%) | ffizge. B AR O BENE(E il 7 61 (1.8%) . K
% 6% (1.5%) . 2 5% (1.3%) . Durv BETHT 86 (2.1%) . FEE6 6] (1.5%) . B HiI K OHF
PRRERLE 25 5 (1.3%) . Y7 7 = =TTk 86 (21%) . MR A OV FHIZ 6 6 (1.6%) . AFA4
KO 56 (1.3%) Thot-, Zd5H, DurviTrem FED FHi 7 41, KiGZ 6 1], Durv £ D ITHERE
BE S, FE24, VT T =T O TR 6 HI. AR 2460, I8 101X, 1R L ORRRRIAE
EIN7ehoTz,

TRBREE DB G- (R - 7o 5 F45:13 Durv/Trem #f T 53/388 4 (13.7%) . Durv #C 32/388 1] (8.2%) .
VT 7 = =TT 63/374 5l (16.8%) (ZFRD B ALz, BHET 2 FILL IR B TIRBRIEO K G- kI
B o AAEFGIL, Durv/Trem BETHTR OV AST 8945 4 41 (1.0%) . Tl saEMEAT28 OV ALT B
N 361 (0.8%) . eIk, FilgIE, KGR K OFEZ4% 2 61 (0.5%) . Durv B CHBHIM, MIiE, ALT
BN KON AST #0045 2 1] (0.5%) . V7 7 = =7 CFE - RIERFHT RN IEGR 6 6] (1.6%) . T
FI5 B (1.3%) . 89 461 (L1%) . ik, HFASKOY S 361 (0.8%) . IS, L%, £
RLBE, Z O FEIE, 3825, BROIRLBIREZ, A KCIMF v U L e 8N 2 4] (05%) Thotz, 20D
2B, Durv/Trem BEDITS 4 5, SfEMENTZ 3 B, Jifiliige. KABK. T, B KO AST #IN% 2 i,
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ALT 801 ], Durv B ALT ¥Eh02 1], ASTHEIM 16, VT 7 = = 7O FE « BIERFRNEAREIE
Rt 6 B, TS B, S 3 M. 8. ZIBAEL. £ S FEE. BB K OBLIR BB EZBE 2 6], FFARE
KO BV Ve EINE 1 FIE, 1RBREE L ORREFRNEE SN T,

8. HEMBIC L DAGBHIEE TN T NS EENTLR D SRR AR R K OIS Ol
8.1 EAMEEE MRS RIT X DB OHIT
BUERARERE T TH Y . £ ORR L OB OFIWNIFARET (2) THRET D,

8.2 GCP ARG RITH - 5B DY
BUERMEZEET THY . TORRLOEMOHWNIFERE (2 THRET D,

9. FEEE (1) ERFRCET 2REFHE

Trem (X, CTLA-4 & HUFHRRHIALICHEBL L T\ % CD80 (B7.1) XX CD86 (B7.2) & D& & HE L,
AU 72 T MROIEMEZ T S5 2 LIS L0 | BEEHEMEIER 2R & Ex b Tnd
BRI B A EREL TH D,

e SN =EE B, OUIBRAREZREETT « 538 NSCLC (Zxt3" % T/D/IChemo #% 5, W ONZ@YIFRA
BEZe I 12 %95 DurviTrem #5555 O Durv & 5-OFIMEITI RS, BD LR T 1 v R &
FRDELZEMITTFE L B R D, OUIBRANREZRMETT « F:3ED NSCLC (Zx13° % T/D/Chemo % 5-, 2
WNZQUIBRAREZe IFHIE 12 %92 DurviTrem #45- % O Durv 513, TBFEEIREO—> & L CHIKM
BEN/DDEB XD, Fio. W, BROMEM T, FE - AR, RS ORGTEESIZ OV T
X, IOICRFBSELEZ D,

B itk COMGT A B E 2 CRACRIEN 720 S T & 23581215, REBHAZAR L TELLZ 2N
EEZD,

Lk
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BEHE (2

SMAH11 A 14 H

i E
O Mk 72 4] A 2T 4 YT 120 mg, B EHE 500 mg

[— & 4] Fah w7 GBI FHLEz)

[ 3 &) T A TR IR

[HEEFH A ] SRAMELH 260, 442250, Sf44E 428072
@ [k % 4] A V= RAHERE 25 mg,  [R]ASEFRE 300 mg

[— & 4] M AU A~ (GBfs R Z)

[ 3 ] T A TR RS

[HEEHEA A SFA4F2H 25 H

1. BEANE

B #E L OZ O% OBEICB T 2FEOHIKIZ, LTO LB Thb, B, AEMBHEOFME
B, AEBEHIZOWTOEMAEZRENS O LIS X | [EERG EERISE AR 28T A5,
EEOFEEICET D) (FRk 20412 A 25 AfH) 205EH 8 5) OHEIZL Y., B4 LT,

1.1 AHMEIZHOWT

1.1.1 NSCLCIZ2W\W<T

BEREIL, BAEWE (1) © [7.LR2 AMEICSWT) OIEIZE T 2MatOfs R, (LFRIERED 2\ Y]

BRANREZ2HEAT - FFJED NSCLC B xR & L [EERILE S MAHFAER (POSEIDON #ER) (2T, LL

TORENFE LN Z L% 5, POSEIDON 5BR DG EE 2% 5 TIDIChemo % 5-OF M EITR X

Aulz &Il L7,

e HIRHAKE 7= T/IDIChemo B & Chemo RED LLEEIZ 331 T, Chemo FEIZ %92 T/D/Chemo #ED OS
DOFFHFRNCH BIRIERP /RSN &,

HME#ICB VT, U EoSSOHWNIFMERIC L KRS,

1.1.2 BRI DUVT

BeRIE, 121 @EAMEERGAER RIS T SO OBEIZE T HMET A E 2 2 LFRIE
JEE D 72 WBIBRARE 2R AT FB 3 A okf 52 & U2 [ERBRIEE S AR EER  (HIMALAYA B8R OXIREH I
B DEIECOWN T, TEFIHREE L L CRWrEIC R SN2 BIZHLEE AR &ALz 4 4510 F
IRAEAEIE I B E M 24T - 7o RIC D R 24T 5 BN & 5 Ll L7z, FA#TR D 0S O
B FEFRMTRE 5 K OY Kaplan-Meier iR IE, 2 FNE 1B AH K 13 KX OK 14 D LB THY . Y%k
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BICHASXx, VT 7 2 =TT 5 Durv/Trem BEOERME:, KONV T 7 = =7 BEICHT 5 Durv BEOIE
BRI T & HIT L7,

# 113 OS OEMMBITRER (ITTE£E, 202158 H 21 A5 —# > b4 7)

Durv/Trem & Durv #f VA e
%k 393 389 389
ARV M (%) 262 (66.7) 280 (72.0) 294 (75.6)
o [95%CI] (B H) 16.4 [14.2,19.6] 16.6 [14.1,19.1] 13.8 [12.3,16.1]
AN R . v -
A B KL L7 Ol 0.78 [0.65, 0.92] 0.86 [0.73, 1.02]
p ™ CHEKYEE (M) 0.0035 (0.0398) 0.0617 (0.0433)

*1: ECOGPS (0. 1) . FEHE (HBVEHE, HCVES:., Zooft) RORWIRMARERE (b, 2L) #RBIKRTL L/E
BICoXELFI N — REF /L, *2 : 96.02%Cl (95%CI : [0.66,0.92] ) . *3:95.67%Cl (95%ClI : [0.73,1.02] ) . *4: j&%l
log-rankiR & (Coxtbfil Ny — KET /L & Fl— DRI 1)

1.0+
0.8
S
~ AY
5 o6 Durv/Trem &£
I
A
—_— 0.4 _
4 T .
E // ————
0.2 i L0 WA
| P
— — RN lr@—————a
V5T =Tt
o
T T T T T T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44
Number at risk

Time from Randomization (months)
Durv/Trem B 393 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32

V57 x=7FE 38 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21
13  OS OFRMKENTRED Kaplan-Meier Bk
(ITT4HM., 2021 €8 B 271 HF—Z b v v F7)

Overall Survival (%)

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
Time from Randomization (months)

Durv #f 389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20

VT 7 x=7#E 380 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32

X 14 OS DOEAEMENTRD Kaplan-Meier g
(ITTHM., 202148 A 21 BF—F v 4 7)

Number at risk
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PLEXby, #aEFE (1) © [72R2 AHEIZHOWT) OHEIZEBIT A EMICET AfEimIcE T |37
< BEALFIRER O I W IBRARE 22 IR 12595 DurviTrem #% 5K O Durv #&5-OF 513w
STz &I L7,

HEM Il BV T, ML EOBEORHRNIFEMEZRIC LV R shiz,

1.2 &2&HEIZONT

HEREIX, FAREE (O o [71R3 ZafElc oW\ T) KO [72R3 Z&MIZHWT | DIEICBIT S
RETORER . ALFHIERE D 72 IR REZRHEAT « FF58 D NSCLC B 2% % T/D/IChemo # 51, XU
BHALFIRIERE O 72 O BIBR A RE 7 A AR E (2%~ % DurviTrem #5-8J OY Durv $¢ 5-Rp I RF ISR &
4 L EHEGL, Durv KON Trem IZOWTEFNEFNLUU T OHES TH 5 LW L=,

<Durv>

BEAGRONEE « R 2 AGRRFE IR E DL E LI S F5 (ILD, KRB - HEEO T, T
REFETE . WNombERERE S (RURIREEREREE . RIBHREIEE . THRMAKERT) | 1 AFERE, BEE (7
EVERBRE) | k. DR, BEAEMEESE, Se M MGBDPESRBES . iMZE . infusion reaction, L
RARAE . AL FREDE AR O R EMELF R BRI E) (N X, FEFEREE . RAAPFREEE ., R &K OVHILE
Lo

I

W=
e

<Trem>

KIGZe « BEO TR, Mgk, Ok, BEE, NoWKRERS (FIRIRKERS, BIEEERSE, Tk
IRBERERET) | infusion reaction, FTHERERT . ILD. 7S, BOUEMETE. RMMHREETE, XL OTHLEZ
Lo

72, BEMEIL, T/D/IChemo #¢5-, Durv/Trem $¢5:- % T Durv & 512 & 72> Tk, LRLOfAEFHFG ORI
WCHEETODREND D EEZEZDHDD, PAALFRIEIC 375 L R FOEMIC L > T, AFEF
BOBIEE, WE DRSO L HRIER % B8 L-8ERIZ K> 2L, Durv, Trem &K OFH S5 Hididk
IS AI DIRFEE DU 725 S22 SN D DO THIUL, ZNENOMRBHEIZEB VTS T/D/Chemo #x5-,
Durv/Trem $¢5- &% O Durv #% 513 8N FIRE T 5 &l L7,

HMEICB VT, U LoSSORWNIFMERIC L KRS,

1.3 EREREALEM T R OZIRE - ZhRICoONT

BRI, FaEWmSE (D o 17.1R4  ERIRAINEST R OREE « 21RICHONWT) RO [7.2R4  ERIRAY
ALESTT R ORIEE « SN RIZ OV T DIHIZE T DETORES, Durv X O Trem OONSCLC K& C@ T
FEAR D NEE « DR L OIRE - S RICBIE T 2B OHEIZOW T, TNEN TFTROLIICHRETHZ &
MY TdH D &HIWT LT,
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@ NSCLC

Zhee - ZhE ZhEE - RRICE#ET D EE
o Durv O MHBIRIEIC BT 2 B ME L O L RMEIIHENL L TR0,
YIRRARE 72T « B30 | o BREBRISHA AN BT B D EGFR E& 28 B 3T ALK B A& s+ DA &

burv | NscLe Mo T, TERREGR OEOWAEEBE L, Durv O ME R % el 4+
ICTRAE LT G IS IRE ORIRAFT D = b,
o Trem O MBIREC 351 5 B WE R 07 A PE ML L C VR un,
Trem YRR AE /AT - FERO | o BRRBRICHA AN S 7-BE O EGFR & A2 £ T ALK @t & & i+ D A #

NSCLC EZOWT, TREIRRGAE ] OEONEZI L, Trem OFZME R O 2tk %+
SYCHfR U7 BT, S EBEOEREITH L

2hie - BhE Zhie - ZhRICBIET AR

o JRATRIE (B ) — WAEANEIE, 7 VA EERE, <A 7 a g ERE, T
EhARZEAR L/ IFEhAR L R AR 8 . R RREESE) OIS & 72 5 P R 1%t
9% Durv OF R OV M HESL wa‘;u\

o ERARFRBRICHAAN DI B OIFRER S ORIEZIC O T, THIRAE OED
W& ZE L. Durv O %h %&Uﬁi@%#“ B L7 BT, s RE OB
1752 &,

o RETHRE (BREMT X ) — VIENRE, 7 O REBEARE, ~ A 7 a il ERE, i
EhHRZEEAR 1L/ T EIAR L R R 8 . RS RREESE) OIS & 72 5 AP R 1%t
95 Trem OH MK OV MR I3RS LTUVZM\

o ERARRBRICHAAN DI B OIFRER S ORIEF IO T, THIRAS OB
WERZRHF L. Trem OFL %&U\%éﬁ%ﬁ““ WZHRE U7 BT, IS ERE OB E
152k,

Durv | HIERARAEZ: ATHm s

Trem | YIBRARAE/A2ATHmIaE

HM IRV T, U EoSSORIWNIHMERIC L KRS,

PLEXDY ., #EIE. ERRO X D IZHEE - DR K ORNEE - W RICEHET 2HEEOHRERET H XL O Hig
FITHERL, HEEEIIZCHE Y BERRIZ LT,

1.4 R - AEIZ-S>WT

ML, FERE 1) o [71R5 AL - HEICHOWT) KO [72R5 ML - HEiIcH>\wT) | If
TNZ T7.R2 Durv KO Trem OARHEE « ik B 22IZ-OW T OIAIZEB T DRFT ORI A, FHldrE
\Z46% D Trem OFENHEIR G THLIEEZ LV IEICT 2 Z L NEUTHL B2 &6, Durv &
O Trem OONSCLC K O@JF Mz 265 2 ik - HELOHE - AEICBEE T 2FEEOHIZOWT, £
NENLLTFO LS ICHET S Z LMY Th 5 &l Lz,

@ NSCLC

ik - A& ik - HECEET TS
Trem & OVH 4 R PUIEMENE B A 2 & Tofth D P B N B A
EOBHRICB VT, BE. EJU\ i Durv & LT, 10E | o OFAT Dbt EEANL, [HARARRE oE
1,500 mg & Q3W T 4 [al, 60 53HILL LA T T i @Wﬁw}t%m@#ﬁa‘é t
T 5, Dk, Durv):L'C 1[A11,500 mg % Q4W T | ¢ Durv # 52X W RIERNRELLI-5E6121%, TF#
60 43 ML B2 CREET 5, 7272 L, 1K 30 kg ZBE|Z, Durv ORI %%ﬁ‘ia‘é to
UTOHAED 1 a#EE5R1T 20mglkg (KE) 15,
Durv KON A 4 R HUEME RIS A 2 5 o fth, o0 F0 I FE s 791
EDFEFHIZEB T, @% EJZ)\ (X Trem & LT, 1[A]
Trem | 75mg % Q3W T4 [al, 60 /rILL EAT TR iES
%, TDOH, 7@??@??5@%%07‘1\ Trem & LT, 75
mg % 1 [8] 60 Sy BILL BT CAEFRHET D,

Durv

o JFHT 2MOFUEEMIEE AL,  TERIREGE DI
ONREEIINUEIRT S Z &,

o Trem & 5IZ X VEIWERMARE L2 HE12IE, TR
5T, Trem OIRERS: %%ﬁ?‘é <‘:o
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& - &

Wik - RIS 5

WH. RAIZIE Durv & LT, 18]1,500 mg & Q4W T

e Durv O - HEIX THREE] OEONE%
B L, PR S R O 5 0 90ME & OV 4

Durv | 60 Z3fLA LT CTHRFEEHET 5, 7272 L. 1KHE 30 kg Ma B Lz BT, BIRTAZ L,
UTOBED 1 #E581T 20 mgkg ((BFE) &15, o Durv EIZXVRIERMBHEL LIS EITIE, T
FHE BB, DUV ODIRIEEEEET L L,
Durv & OFFRIZIWT, WBH. BRI Trem & L
Trem T, 300mg % 60 43fILA AT CHELSHEEET 5, o Trem BEHICXVREIWERAMNRELL-HAITIE. T
7272 L, IRE 30 kg LLFOHEOF 5213 4 mglkg (IR RKESBIZ, Trem ORFEELZEBETHZ &,
H) 95,
<Durv DIRIEZED H %2>
RIVEH F2 WL
LD Grade 20034 Grade 1L FIZ[EIIE 3% & T Durv K345,
Grade 334D E Durv D54 H 135,
o AST # L <% ALT AN EYEE _ERD3~10%,
ST E U L E BN ERD1.5~3f% % | Grade 1LA FIZEIE 32 £ T Durv 24K39- 5,
THIIN L 72 35A
o AST # L < I% ALT 2N AYEME LR D 10548,
P REkR TR E Y L e N EEYEE ERRO3EE E T
L7 5A
o AST # U< 1% ALT 78 JEHEfiE L IRo3 (ks 5| DY PEFE LT 2.
DR E U L E R EEEE FRRO2(5H F T
ML, Durv BIIMIJRR A 22 A
o AST L IE ALT BR—RA T A L D2.5~7
£, O REYEE FRRO20fE LA FICHM L 7= 3%
AN
= S = N v N - 7, <
mﬂT%LﬂiMﬁﬂN—Z§4V®M~5;%;24/@“hﬁﬁhﬁﬁﬁéifmm%
A e R, DO JEMEE LR O20fE LA T ISHm L, N °
R RERE &=

(R—RF A D AST #
L < 1% ALT 23 EHEfE R

ZCTRE U L E VDRI EIRD1.5~2f%IZ
AL, Durv UAMIRIR D 72V GE

o AST & L <IZALT BAR_R—Z T A L DIfEH,

> HE i
ERT T DIRIIE | s R0
- o RE UL E IR EIRO 3G E THM
L7=%E Durv D5 ZH 195,
o AST #H L <IE ALT BNR_R—RX T A D255
. O E Y L N EEEE FRB 25
FTHIIN L, Durv UAMZER DS e W4
Grade 2 DY & Grade 1LL FIZ[l{84 % % T Durv Z4A3E4 %,
e Grade 1LA FIZ[RIET 5 £ T Durv K363 %,
K2 « T Grade 304 e Trem & OOFHDOEAIL. Durv oFe 5% pik§
%,
Grade 4D ¥4 Durv OF 5% HIET 5,
LB 2 1L 4 Grade Durv OG- &I 5,
FOIR IR RE TUHESE |
HIEPEREAR 22, Grade 2~4D35H SERMNEET D E T Dury 2R3 5,
ISR TE
Mg 7 V7 F =0 PNHEMRE LR IN—R 5 e =1 . e
R RE R A > D1LS~3EETHEIM LSS Grade 1LL FiZIEl#E 35 % T Durv K33 %,

mig 7 V7 F=r NREMEME R E—2 7
A DIMEBE TN LT25E

Durv D52 H 192,
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I VEH TR ALiE
e Grade 1L FIZEIE T % F T Durv 2R3 S 5,
o * 30HLIPIC Grade 1LA N E THIE LZ2WEE X
% Grade 2 X (3D S VUM AE R 4 O B S B B A 7= B 1.
Durv O H &2 1E95,
Grade 4D 54 Durv O 5 &2 H 135,
Iy 3 Grade 2~4DFE Durv OFH- & HIET 5,
T A ) E Grade 2~4DH Durv D5 & 1§ 2,
Bride Grade 2~4DH Durv D5 & 14 2,
* Grade 1LL FIZBI#E 9% & T Durv Z{K#3 5,
Grade 20044 * 30HBANIC Grade 1L T & TEIE L72W5E X
o IIFERFEREAR 2 OBENH b b =561,
Durv D H &2 L35,
Grade 3 X 1I4DGE Durv OB &2 H i35,
* Grade Z“C“liﬁf'a'ﬁuj:ﬁﬁlﬂéfﬁﬁ Lisa Grade 1LA FiZ[ElE 35 & C Durv 2Kk 3%,
* Grade 3O&E
e o Grade 404

o JZSEREEARAEWERE (Stevens-Johnson/iEGERE)
ST EEMER B HSERARSAE  (Toxic Epidermal
Necrolysis: TEN) D54

Durv ¥ 5z Hikd 5,

Infusion reaction

Grade 1 3204

Durv O 5% il 3% 5350 550%™ 5,

Grade 3 X134 D546 Durv 5% H1ET 5,
RPN ORIVER Grade 2 XT3 DGE Grade 12 FIZEE 3% F£ T Durv K3 5,
(R AR B REAR T
A
Vg G £ [ <) Grade 4D 4 Durv O 5 2% L35,
Grade |Z NCI-CTCAE v4.03 IZH#EU 5,
<Trem ORIEZED H %>
I VEH TR AR
D Grade 2D Grade 1LL FIZAI#E 42 % C Trem &K 9 5,
Grade 3 X1I4 D546 Trem D52 L35,
o AST # L <% ALT 728 E:YEE EFR D3 ~51(i%,
ST E U L E BN EUEE EFRD1.5~3f% % | Grade 1L FIZEIE T 5 £ T Trem K34 5,
TN LT3
o AST # L <% ALT M IEYEM EIROSEE, X
AP RERE TR E U LB IEHEE RO 3f5#E & T8
mLTBie Trem O3 5.2t 1k 5
o AST # L <% ALT AN EYEME _EIRO3FEEE, 2 ¢
OB VL E R EYEE LR O2f5H £ T
L. Trem LAMZIR RN 72 WA
o AST # L<IT ALT 3= T A D25~5| . _ _ . )~ 1 X
i, o TG EIRO201 50 IS LT85 @;74 ¥ P2 SERIICEHES 5% T Trem 2
N > o
=
AP RERE o AST & L <IE ALT B_—R T A  D5EHE,

(R—=RF A D AST
L < 1% ALT 28 JEUEAE R
BB 2 T D RIS

AT 5 EH)

ST IEUERE EIRO20f5B 2 HIN LT-5E

o AST #H L <IE ALT WN_X—ZX T A D2.5f%
R E U L E UK FIRO 1505
~2UERTEITHEIA L Trem LISMTJEER A 720
e

o BV LBV NEYEE EIR 3% E THm
L7=3%E

Trem O 5% P45,

K2 - T

Grade 2 D4

Grade 1L FIZIBl# 35 & C Trem Z1R3EF 5,

Grade 33 134D & Trem O 52 H1E5 5,
THALAE 272 L 4= Grade Trem D& 5% H i35,
FOPR IR A RE TTAESE |
R HREAN 22, Grade 2~4 DA FEARINE % £ C Trem A KIS 5.
TR TIE
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I VEH TR ALiE
Mg 7 V7= BN EHEME ERIIRN—R 5 e =1 . e
e DS~ E TR LT A Grade 1A FIZ[EIE 3% % T Trem ZARFES 2,
H =t =] S > 5 N —
MmiE7 V7 F=r BNEEME BRI N—RF
A L OIHEE TR LBy Trem DEGZHIET 5.
e Grade 1LL FIZ[BI#E 9% & C Trem 2R3 F 5,
* 30ALIANIT Grade 1LA T & THIE L 2R2WGHE X
Ua p N
e Grade 242305 XIS 4 8 & oL S
Trem O 52 H1E5 5,
Grade 4D & Trem O 5. %155,
TN Grade 2~4D & Trem D& 5% i35,
FEE A% ) E Grade 2~4D A Trem O 52135,
IEES Grade 2~4D A Trem OG- 2 H1ET 5,
e Grade 1L FIZEIET 5 FE T Trem KK 5,
Grade 200358 e 30H LLNIC Grade 1L F £ THEIE LAAWEAX
iR E 7H ILIEIRHERE R A O MAE S & & b= B A1
Trem OG- H1LT 5,
Grade 3 X 1I4DGE Trem D5 Z#H 135,
. SLA UL EfksE L 75 E p -
Grade Zfléﬁjﬁﬁuj:f%f} Lf 2z Grade 1uTﬁ:E1§j—5iT Trem %'ﬁ(ﬁ]éj—éo
e Grade 304
iz » Grade 4D5H
8 o JZJERGIEARIEMERE (Stevens-Johnson JSEfEERT)
Ut AR A RMSE (Toxic Epidermal | 1o PFF & TIET %
Necrolysis: TEN) D54
Infusion reaction Grade 1 X 132084 Trem D5 % F b 3353 E 2 50%0H 42,
Grade 3 X 1I4DGE Trem D5 Z#H 135,
RS OEIEH Grade 2 XII3D%E Grade 12 FIZ[EIE T % F T Trem ZIK3ES 5,
(PR AR REAR TE
TN
VR % < ) Grade 4D ;4 Trem OG- 2135,

Grade |Z NCI-CTCAE v4.03(ZH#E L 5,

HMEIC BT, U EOSORIWNIRMERIC L Y KRS,

VLEXY, #fE, ERRO L S ITHIE - HRELOHIE - AREICHEES 2HEROEZRET 5 £ 5 15
FITHR L, HREHEIZ SIS B2RIE LT,

1.5 EELY R 7EHEHE (8B) 221 T

R X, BOERIE% O FERE TSR I1T 2 OUIBRREEZR 1T - F¥8D NSCLC (Zxt9 % T/D/Chemo
e 5., WONCQUIBARRE R FTFHINRE 6% DurviTrem %5 )% O} Durv #5144 5 22 a5 =
Lz A E LT, AT EEMEZ £ £7D200 #, I ONZ@Durv/Trem #2-5- 471 451 % O° Durv Bfi#
5100 5, BEHM % 22052 K 0@24 B & OE L 7= 2l i & 2 fE ek A
D E i Z FHE LT\ 5,

WML, FaARE (1) © 7R3 REPGEHOMFIFEIC OV T DHEIZB T HMATORER, MIER
etk O —EWFEIL, OT/D/IChemo #45 % 5T 1= UIBRARE 72 HEAT - FF7E D NSCLC EFH ., W@
Durv/Trem #5- X% Durv #5-% 521} 7= OISR AR RE 72 IR BB 2 Kt & 3 5 2FIRE U X 2
ZFEML, Bl D 72 < BEMEEHREZIUET D & & BT, 50Nt Z EHO0 N ER B
SRS DR B D &R LT,

T2, ERROERUOIZFR 5 RKEIRTE% A O LMEHE IOV T, LLFO X 2 Il L7z,
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%g"‘?ﬁ%ﬁ@ﬁ/ﬁ‘ifﬁ?ﬁ%@ IOWTIE, KBk - HED TF- HILEZEAL, k. DR, BEE
(FVEMEB &%) WormbEs (IR e | BB BERERR S . N EE(AEEREREE) | infusion reaction,
Hﬁt’l‘%ﬂ%ﬁbam - - BEEPERRAE 2% ILD. MMde. MR, Eg@ﬁfgﬁﬁ%\ MRS (72 - N L—
SEGEREA B de) . EIEMESNE, o VE f RIS PESEEEN . 1 BRUBESRIPT . BRI RUARIE , RIS
{bFHRIEGE I DI BAELT FERIBAME (LREOITAR DA D) . IR « fo R, e O

BHBIEEZ &Ty) ObDBFETOMM® 2BRET DL L NHEYTH D,
AT EE BB OBIZEHIRNIC DWW T, A OL BMRFTFHRICRET 2 FROBKHAERIZ T
HARBURIEBE Lz ECHRGT 20 ERS D,

BB T, U OSSO FIWNITRMERIC L KRS,

S, ERROMG 2B E A, ERLOM OOITHR 5 REHRTe% Fi A o S F Tl 2 FE RT3 5 & O HEh

FIHR L, HEEEIIU T O X S IZEE Lz,

YHREOLREMERFFHEICOW T, FEEEOEREB Y ICRET D,

PE DL 2R FHEICRET 2 FROBRARICE T 2 BIRNEZEZE L, RE T EEE &

OBIZEHIRICOW T, ENENTROLEBVERET D,

O YIBRAHEZRHEAT - FFF8 O NSCLC 38 % %152 & L 7= T/D/Chemo £% 50> Bl i 56 4 s A 12 DV T
SEBIEL 200 41 K OMBLEL I 52 [

@ YIBAREE AT BB 26t 52 & L7= DurviTrem #5- K O Durv #5 0SB 7E# 1A 12D
C. JEfI%L 300 B (Durv/Trem #¢45- 189 5L F, Durv HUlEE 5. 94 B |) K OV 24 18
[

BergIL, HEEE ORI L TR LT,

F7o. L, ERRomEm A E 2. BRSBTS Durv O Trem OESREL Y 2 7 & BEHE (R)

IZOWT, 3 114 KO 115 IR TEEMMmaIFEHERET H 2 &, WONTHE 116~3% 119 (2R T8I0
DML EMEEEARIES, ARIMEICET 2508 - BBREONEND U A 7 F/MbiEEh &2 £l 5 = & 23 ik
B &Il L7,

B RIYIBRARE R IEE AR D WA BV TRIEN L E Ll L e aitmat FEe St ( [ 44E11 A 15 AT

FTHREE A 7 4 VT 120 mg, FEHEHES00 mg) BR)
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114 Durv OEHEG Y X 7 EHEE (R) BT LZLEERNFEECEEICHTIRNEER

ZRMRET I

HERRESNZY 2T EERBER Y 27 EER AN EE R
* ILD o FERC ARARAE PP
o K% - EEDTH o Bl

o JTRERERE T - T E - BALPERRSE

%

YUAREE (FLIRRBSRE MR
PRREMREE . T ER(RHERERE

o = |
i )

1 RUBE PRI

BhEE (REMEE RS

IES

DR

FE 5 8 )

S M it RIS P SR B
EES

HEDREEE

o PRIEE (7 v - N L—JEfRE
HE2aEte)

* infusion reaction

o AVEEPRVEOE TR D F B 4T
BRI

LB 22 1L

[z

& - B VE

B AR AE M TE (365 o A0 e o A PR
EETe) ObHEETOHER

AEEIZRE T % MET I

ML

TR ABOBINT D L EVERET S, B SO LR
TR EIBRNRE 72 IHE 8 12 AR 2 AL CIBINT E O L ARG

RICIBIMS N ZEVERGIFE, —H Mt
I\

£ 115 Trem DEFSZ Y A7 EHHE () B2 ZL2HERMNFERCEDECET 2RFFH

LRGSR
HHEREESINTZY RS HERETER Y 27 BB RER
* ILD o IR - BRIEERME YL

o KW - EEEO TR - HLE 27
L

o IPRERERE T - TR

o N UwskEE (HURIREERERT &
I HRRERE T, T IR RRRE R

& 1%
T

SHRET

%

oLy
i ¢

M2

infusion reaction

D BB E
PRREE (7 v N LR
BEaat)

o g R AL (O i Ep AR R R AR
ZaEle) Db 5 EHETOMM

AZEIZ BT % M

M7 L

{27 Y E TR
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# 116 Durv OERE Y X 7 EHEHE (R) TBT 5 BNOERLZEMERES,
AT SE - RREUSEMD V) 27 G/IMEEB O E

BN [ FR 2 AV R AR TS T

AT B 2 A - SR

BIND U R e/ MEIE

o IR BEZRHETT - FFHE D NSCLC
BEEZHR L LA RERE

o DIBRABE 7o I MIA0 I £ 35 % %t G2
& U4 kA

o IR YIERABE 72 AR TE E HRE A %)
G b U A

o UIBRAREE7ZR RATHEAT © NSCLC
W2 81T B ARIE LS R R vk
BOMRFRIEOREE SR E L
7oA AR A

o ERAL N BGE A kg &
U 7 i A R A

LGN FEE IR RER (PACIFIC
RBR DAk RER)

o ERGEFEE T EHM OB KL
(O 7iEiS
o BEMITEM OIER L O AL

TR ARBINT 5 2hEE -

RO » RIS U CHEMPEDIRE), 8 Mt : —LHFET OREE -

RS OE - R QRIEEIBRRRE R HERE) (23 L BT E OIS

7 117 Trem OEIERH Y X7 EFHHE (R) BT 2 BMOEKHZEEERES),
Ao HT5RE - RRRUSEMD Y 2 7 B/ MEE o=

BN B ZE 2 M R AR TS T

APECBI Y i - AR

BAND Y R 7 e/ METES)

o TIREZIE

o BIBRABEZRHETT « FF98 D NSCLC
BE AR L U A

o UIBRARE e RF RN (B E & X 42
& U7 A i A

WAL

o EFVEFH T EHM ORI
Uzt
o BE T EM O DR AL

% 118 NSCLC BE#x% & LI~ HREREHEOEF ()

H fY REIRFE S Off SRR T2 5 T/D/Chemo 5 D& &MEABRIT5 2 &,
AT FFRA T
KREH T/D/Chemo % 5-% %7 T- IR R 72 81T - FF¥E D NSCLC &
B 52 1 H]
T EREBIEL | 200 1
LZAEMREFTEE . RIGE - EEO TH - BRI, Bk, Lk, BEE REE
BRE) . NWawmEE (FRBMEERE, BIBTHERE, TEAEAERERES).
infusion reaction, AFF¥RERETE - AF2% - AEALIMEARE 25, ILD, MMZc, BER. BEORKE
A AT %%\Wﬁ%%(¥§V~Nkfﬁﬁﬁ??m\Eﬁﬁﬁﬁﬁ\ﬁﬁﬁm¢ﬁﬁ9
e PESEBENN ., 1 BOBE IR . BB RMIRIE . BEREA . (LWL O FIRE O R B 4T R BRI
SE, IR - JRICEE, IR (EmEMEBEEE STe) Ob b EE TOMA
FRELMSN O ERFRAEE - BE Y s (Pl MERL (RE, B, S0HES) . A
ORI, DFRIE, AHERR%E
# 119 fHlmaE xR L-FAREREHE O+ (R)
A ) %ﬁ/ﬁfﬁ?&@fiﬁﬁ%%?@l%ﬁé Durv/Trem #5-}% O Durv $¢5-OZ M%7
AT FFA T
xR EBE Durv/Trem % 5-31% Durv $ 5-% 5 F 7= UIBRANGE 72 T M BB
BlEHIM 24 JF[H]
AT ESERIER | 300 # (Durv/Trem #¢5- 189 2L L. Durv B 5 94 f5i1L2L I-)
LEMREFTEE . KIGE - EEO TH - BRI, Bk, Lk, BEE 8T
R, WowmEE (FRBMEERE. BIBTHRERE., TEAERERES).
infusion reaction, AFHEAEREE - fF4¢ - BLPERRE 25, TLD, BMZe. Wk, BEEDRK)E
A A @%\Wﬁﬁ%(¥?y-ﬂyjﬁﬁﬁ??m\Eﬁﬁﬁﬁﬁ\ﬁﬁﬁM¢&ﬁ9
e PESEBEIN ., | BOMEDRI . BRI RMIRIE ., REMEIE, IR - BR IR FEME, IRER B (&M
MR Z &) O 5 BRE TOMH
FRELSN O ERFRAEE - BE Y s (Fl. MR (RE, B, S0HES) . A
ORI, DFRIE, AHERR%E
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2. BB L SARHEFICRMAT R EERNTR 2 E 6 MRS R B OB O iy

2.1 BEEMEERER R D888 OH W
R, EREREOME., AR OL2MEOMREICRE T 2 IR OHEIC S-S S AKGRHEEEICR

g R &I RE U Coi A M i i o 2 5t L 7=, 2= OfE %, ONSCLC & UQFFMfafE 12 f% 5 HFEIC D

WT, BBIZENZENLLT O X 9 Ik L7z,

@ NSCLC : #EH &N 7 AGRHGEERHI L SWTHEEZITH 2 L2 oW TR,

© JFMIfdE @ CTD 5.3.5.1.1 22T, IRBRIKIEHE 12 L W —EDERNIZ I W TIEME TIE R WAFEHRIC
B EAER S AVISE B & A O C EERIE B IR S MET M T i, MEEEREESMER S
T, TO, YIEFNZOWTIE, B AT EH 2 AV CEEREE B I12B83 2 B 2
Ll 2EOHE LA U ECHEEEZITO 2 L NEYTH D,

2.2 GCP EHIFHZERE RITx3 5 548 ¥ b

EIEM, ERESEOME., AR OO EICRE T 2 IR OB E IS S KGR HEEEICIR
9~ X &k (CTDnscle5.3.5.1.2 2 185.3.5.1.1) (Zxf L C GCP SEMGHAE % LM L=, ZOREE, kL
L TIIRERD GCP (21> TUTON TW RO LN Z & D, R SN AKGRHFFEEEHI DN T
BEEITH Z LIZOWVTHREILRND O EHEITHINT Uiz, 72720, BBRAROFEICIIR & Iefd B4
527206 D@ CTD nscle5.3.5.1.2 (23 5 —E O FE M ERHERI I I W TUL FOFHARBD b /o7,
Y FEMEFREE O RICYEE T R EFIEL L CEA LT,

<YEFETANEHFHEH>
5% i = i ¢ B
o IRBREEMEFTEIE D S OXM (EHIK T ORI

3. WEFHE

UL EoFEZRE 2, B, IS0 X 2 R WE & ONE EAE I BE 3 2t defh s fiE kot ik
(N FEME S AL, F 72, Durv KON Trem O HICH 7= - Tid, BRAFRFICH0 %G T 5 EERIZE
T, DAL 72 ik & R BR A Fr o ERT O b & Tl IEfE 2385 F S b O THIIE, TREd
KRG ZAT LTz BT LT ORRE - IR L OHE - HECHEGR L T LI RV EHIlT 5, 7236,
Durv OFF#FEMMIZERM (G847 A1 HET) LBET D, Trem (LHA KD & A EIML T
% Z LML IFFEAMMIL 8, AR U, AR CRANITIONTN G BEEICHE Y T2 & f
Wi 5,

(£ 27 ¢ > VY 120 mg,  [FLAH##E 500 mg)

[hee - 2] CH#REE)

YIRASRE 72 SR P T O FE/ NI IE 12 36 1 D AR TR L O RRIR A O RS
OIBRARE 22 AT - P8 O FE N it

THE R TR/ N e e

BIBRARE 722 AT Al e
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(AL - HE] CH#EsEm)

<YIRARBE 7R BT HEST O FE/ NIRRT (2 38 1) D ARIB LA U SR 114 DA R 1E >

WHE, RAIET 2 v~ 7 s T##z) & LT, 18 10mg/kg (IRE) % 2 @[T 60 4
LA B CREEET 5, 72720, BEHMIx 12 VAME LT 5,

< UIBRASREZR AT - P8 0D I/ Nl e i >

bRV A~ GEAR TR 2 ) T ONE A R BT RE A 2 5 e fth O BUEMERE A & O PHHIZEW T
W, AT T 2 Vv~ T G z) & LC. 118]1,500mg % 3 i MHIEC 40, 60 >
PLEDNT CEBEET 2, 0%, T 20207 (Bl HHMz) & LT, 11 1500mg % 4 [
[E1BE C 60 3 [HILL B CRii s 2, 7272 L, (R 30kg L FOSEO 1 [E# 5% 20 mg/kg (fF
H) LT5,

< SR INHE R At >

H & RPUEMEEA L O bR Y FEDOGFHICBW T, W%, RAICIET 207 (& s
%) & LT, 1[E]1,500mg % 3 M T 4 B, 60 43FLL LT CaEEET 5, D%, T 2L
N~<7 (BaHHZ) & LT, 118 1,500mg % 4 HEREIERET 60 o RLL L2 T CAEEET 5, 7272
L. IR 30 kg LA FOYE O 1R G 81X 20 mglkg (KE) &7 2,

< YIBRAKE 722 A e >

Wi, RANCET 2V V<7 GEEFRE#Z) & LT 181,500 mg % 4 i [ HBE T 60 4 HIPL Eas
O CSTEERET D, 2L, KB 30kg L FOBED 1A% 581X 20 mg/kg (AE) L35,

[ 7 4 1]

1. EFEMY X7 EHEEZRED L EUNICE”T L L,

2. [ENTOEBIEGIED TROENTWD Z Ennh, BUERTER, —EROIEFIIR DT — X N
FEN L ETOMIE, RIEGZRITHEHMEREZ Ehid 5 2 LIk v KROMFESE O
RIEMAHIET D & &b, AROZRMER AT 27— % 2 RMICIE L, AHlO#HE
BRI LERIEEZHE LD Z &,

[& H] (EERL)

1. AANT, BRAFFIHO3HETE 2 ERMRIZBW T, BSALFRIEIC 07l - a2 o=
BioD & & TARAIOM AN ED] & HW SN DIEFICOWTOREEESTHZ L, £, BEBLAICE
Sh, BEXIIEOFRICADER O EREEZ @A L, FEZ2GCrLEETL 2L,

2. VEMEMRE (BaHRilEE 2 ETe) BNd bbb, TICESTEM MG SN TWDHDT, 4
HER (EUIiL, PEURREE, ik, FEEVE) ORE & O X SR A O =%, Blax +o12AT
5Tk, Fio, BENRD ONTCGEITIAKOEE AP L, BIERERLVECRIOREED
WU E AT Z &

[ =] (EERL)
ARFND /312 %; Ui BUE OBEEIRE D & 25 B

(26 « DRSPS 21EE]  CTHHBIEM, HGHmErHIER)
<UIBRANRE 72 JR T HEAT OO /NI ITE 1 2 36 1T D ARTA R L U BFRTE R ORERFIRIE >
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1. AREIOWEAMPHEERIE I T DAL LBV L Tuh7any,

< UIBRASREZR AT« 38 0D I/l e i >

2. AHNOUTHEABIEIEC T DA NME R O BMEFRENL L TV 7R,

3. FEAREBRICHLZA AN BT B D EGFR B FER T ALK B G BInFOFEEICHOWT, TH
IRERAE | DEHONFEZBFN L, REIOAH MR O 2 B iE L7z T IS BT O3RN
2152 &

<R/ N A >

42, ERIREBRIZHLA AN DIV BB OHERM O FEEE|Z O\ T TERREGE ] OIHONFEZ R L,
ARFNOF N R OV % 53 B L7z BT, IS RE OBIREITO 2 &,

< BIBRAHE 22 AT A e >

5. RETEE BRET X ) — NEARE T O AR, ~ A 7 o R E R B RIS A
/TR L IE R v . HORBRIEESE) DI & 7 2 JIFABRaIE BB |2 k9~ 2 RFN DG R OV 4
PEIIAENL L TR0,

6. FEAERBRICHLI AN D T2 B D ATHERERE = D FLE &I OV THRRRRE | DIHDNE 2 B L,
AHN DA MR O % 50 B L7z BT, BIGEE OBIREITO 2 &

Uik - HEICEE 21EE]  CFRUEREM, HGHsRErHIER)

<ZhHedtiE >
1. AABEICLVEWERNRRE LESGAICE. TEE2SEIC, AFOKRKREE2EESTDHZ L,
BIVE R 2816 o FH B g2 o F %
I VEH R AR
[P, Grade 20555 Grade 1A FICEIES 2 F TAAIZ KIS S,
PBCREZR 8 Grade 3 3 /T4D 54 AR OB & HIET 5,
« AST # U< IE ALT 2N ERUEE _EPROD3~1057%Lk
E. UTRE Y LB REYERE LR 1.5~3(F
2 ‘\t :_i-El/El\ N z, SEZ
Lt A A s e | 0T DIPTSR .
4;_‘%%{ > 1] gL %Q%%L!’(ﬁm:{%l‘l 7]?3:\ *’K\{E,
j;g 7‘3 éEA
g RERE = ~

< AST # L < Id ALT 2B HEME EIRD108EHE, X
TR E U LB DS IEYERE LR D355 £ AN
L7=%4

< AST # L <% ALT 2’ EEYEE LR O3[EHE, 2>
eV L E N ELUEE FRRO2EE E THINL .
AFNLSMRR 3 2256

KA OFH 2 I %,

* ASTH L IFZALT BR—X T A D25~TE,
N OFEYEE FRRO2065 LN I L= 56
“ASTELIFALT BN —RATF A D 25~5{% | XN—RA T A L D25HERMBICEIE ST 5 F TR
D OFEYEE RO 20 5 LA R I L, I TR | Bl 2R3 5 5,

IR RE = U VE SR BERO 1.5~2 fFITHN L,

(R=25 4D AST# | Durv USMIFEREDARWIEES

U<UFALT 23 EEHEME LER | - ASTH L UFALT BAN—R T A4 D 7B, X

T8 2 T B AP IS WEEEE ERRO 20 IS L 725 A

9 5HEHF) BV LR RO 3 FEEE TN L
A AHOE G ZHIET 5,
< AST E LT ALT BR—ZXF A4 D 2.5 fSHE,
DO Y LB S EEE RO 2 (FiEE & THY
L. Durv AMTJFERR 22V EE
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I VEH TR ALt
Grade 2 SLE3- DA Grade 1LL FIZ[EE T 5 £ TARAEIZIRIET 5,
* Grade 1LL FIZ[EE 9 5 £ CTARA & RIS
%
%« TF A —— N, . R
KB - TH Crade 305& LRV AY AvT GRHATAE) L OE
DA, AFOFEGEH LT 5,
Grade 4D ¥4 AHFOFRH 2 RIET 5,
E LB 2L 4= Grade AHF oKL EPIET 5,
FOIR PR BE TUHESE |
BB ERE R 2, Grade 2~4DH4E JEIRNZEET D £ TARFNE RIS 5,
T EEEEEK TE
MG 7 V7 F =0 PHEMEE ERITN—RF 1 N . -
e D1S~3 £ CHI L 75 Grade 1A FICEHE T 2 £ TAAIZKRIET 2,
s M%7 V7 F = I BRI —R T oA
DR CHIN L 50 AROBRFEFLET S,
* Grade 1LL FICEIE T 5 F TR ZIRIES
Do
e Grade 23305 & * 30 HLIMIZ Grade 1LAF & TRIE L2V
W B UEITILHERE R R OB & B b7
LaiE, AflosE2diEd5,
Grade 4D 4 KRENDOEH- %2 F LT 5,
Grade 1L Mol A & c A2 (AL 2
N Grade 2DI45 AR T S e m IR B HL R H S
T3 At Ay Al E A b g7
Grade 2~33F 4D 5 AENOFH -2 155,
Grade H A Flcalifi4- 2 & cAFUI A7
N . <Gl B A NN
Eﬁéﬁ%‘ﬁi‘ﬁﬁé Gr‘ad%‘@j;ﬁ‘lﬂ' Abzg/\ﬂ‘] ; ‘j §/$;$$(% %‘%@E/’"ﬁ ﬂ; é» E ;
S Ao B db 2
Grade 2~4D & AHFN Ok H 2 pIET 5,
P Grade 2~4D % & AR O Z TS 5,
+ Grade 1D FIC[AIH 92 F TAA 2 IREES
bo
i Grade 20034 « 30 H LANIZ Grade 1LLFE CTHIE LZRWE
R BT EE R 2 DMIEN H b b
BAE, AflogsEE2 P14 5,
Grade 3 X34 DHE AR O E IS5,
. ST R LA EfkGE L7238
Crade 2 C LIS, kL LT Grade LA FICIIET 5 % TAFAIE KT 5,
+ Grade 304
o e - Grade 4D 5E
BRI - RIS B (Stevens-Johnson JEMEEE) X KFI OB A T 5
v F MR R R 192 8E @ 7 JE  (Toxic Epidermal °
Necrolysis: TEN) D4
AFN D 5 % R T < H o E A
i—EI/EI\ v N e
Infusion reaction Grade 1 3 {J2005; 50%EE T 5,
Grade 3 X134 DGE AR OEEEFIET 5,
ERUS O RIEH Grade 2 X II3DHH Grade 1L FIC[EIE 3 5 & TRAZIRIET 5,
(FR PR AR AR T E N
LR P 2 B < ) Grade 4 D4 AENOFE-ZF 1T 5,

Grade |3 NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.03 (ZH#E T %,

< YIBRASRE 7R SR HED T D FE/ NI (2 36 1) 2 ARIAAIA L e R 151 O Rtk >
2. MOPENERELH & OPEFRICOW T, ARPER OVZZEMEIEMENT L TR,

< YIBRAREZRMELT - P38 DI/ NKI S >

3. DT Zfh ot iEg AL, TREIRAGRE ] DIHONKZ B LIEIRT 5 2 &,
< GIBRASRE 72 FH il A s >
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4. AROREKXROHEIT TERRET] DEONE 2R L, PHE RGN OB G O A N OV%
e PR L2 BT, SRS Z &

(A ¥ = RAEEE 25 mg,  [RLAIRE §F 300 mg)
[ZhEE - 2hF]

OA ¥ = N riiEFE 25 mg

GIBRANREZR LT - FFE O IF/INHE e fitidpe
BIBRANRE 7o JH il e

@A ¥ = R rii#E 300 mg
BIBRANRE 70 JH il e

CHIE - &
DA ¥ = R EFaE 25 mg
< UIBRAREZR AT » FEIE D I/ INH e e >
T 2 Vv 7 (BRAGTHL 2 ) e O A4 R P IEIE A) 4 & T OPUEMEER A & OO IZ VT
W, A LAY A< (Bin R z) & LT, 18 75mg % 3 HEMME T 4 [, 60 43fELA
DT CREEHET D, T 0%, THEHFOMBEZZZT T, FL AU AT (Er#faz) & LT, 75
mg % 1[8] 60 23 LL 2T CTHRlEERET 5,
< GIBRAHE 72 Ay >
T alLe T (BEFHEL) EOOFRICRE T, @E, A LAY AT (B8R 2)
& LT, 300mg % 60 4rfiLL b2 CHELSTREHET 5, 7272 L. KHE 30kg LA N O5G& OG- &3 4
mg/kg ((KE) &7 %,

@A ¥ = R EE 300 mg

T al w7 GBI 2 EOFAICBO T, @%., RAIKIE LAY A~ (s HHz)
& LT, 300mg % 60 ZrHILL b CHELSIEEFHET 5, 7272 L. KE 30kg LA F OG0T 4
mg/kg ((KE) &35,

[ 7 4= 1]

1 EHRELY A7 ERGHARED L, EOICERT L&,

2. [ENTOEBIEFIED TROEN TS Z &b, BUERGER, —EROIEFIIR LT — X 034
FEN LD ETOMIE, RIEGZRITHEHMEREZ Ehid 5 2 LIk b KROMHESE O
RIEMRAEHIET D & & bIC, AROZRMER AT 27— % 2 RMICIE L, AHlO#HE
BN LB E 2GR LD 2 &,

=
AHNT., BEFIC OIS TE 5 EBERZFICBW T, NALFREEIC Dm0 - BRBRA2 o=
Bl D ¥ & TARKIOfE DY) &l S BIEFICOWT O ETH 2, £7-. 1BERBIZE
Sh, BEXIIZFOFRIBECHEMER a2 HamBA L. REZETroEEGET2 L,

ﬁ
o
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2. MEMMEER (R ZET) Hdobh, HTICESTEM HHRESNTNDLD T, 4
BER (BU0AL, PRURINEE, WMk, JEEAGE) ORERE K& OWES X S o I %, Bl 2 01T
&, Flo. BEPBOONIHAICEIAAORGEZHPIEL, BIBESLVE CFOFRGED

WY R ALE AT 5 Z

(2% =]

AFN DL Ui

[ZhHE -

<YIBRAREZR AT -

ko

BIE DB D & 5 B

R B DR

FEFE O I/ )Nl s >

1. AANOWHRHBIEIEIZ I T 2 G ME K OV M I3MESL L T7euy,

2. BEARFRBRICHLA AN BT O EGFR BIn 2 B3 ALK @l & &5 DA BEE 2O\,

g

IRRRE) DIEDONEZ RN L, AR OANER VL 22 53 ([CHfE L7 BT @ISR DO=ER

iTH 2 &,

< GIBRASRE 72 A A g >
3. JRPTRIE RBEM=% ) —/ENRIE, 7 UL, ~ A 7 v B EEE, BRI A
/IFENIRME 28R i . BORBRIEESE) DL & 7 2 IR B 125k 5 AR A D F B R OV 4
PEIIHEST L CUN R U,

4. BRIRARBRISHZ AN BT B OFFFEREREE ORREFEIC OV T,

ERIRBRAE ) DIEDPE & BN

L. AR OF R O 2 402 BiffE L7z BT BISEE ORIREITH Z &,

L - HECRE 2 1EE ]

<%hredki@E >

1 AAGICZVEWERBRER LICEEITIE, TRESEBIC, AROKREELZET L L,
BIYE RSB O i BRAEH S O 2L

RIRIRGE!

P

AL

VLM IR iR

Grade 20D 4

Grade 1LL FIZ[EE T 5 £ T Trem 2K 5,

Grade 3 X |34DHE

AFl DS 2T 5,

I P& RERR &

« AST # L < 1% ALT 23 HHEE IR OD3~5(%,
IR E U LB IR EIROD1.5~3f%F
THEIMLZ5E

Grade 1A FIZEIE T 5 & CTAAIZIAREKT 5,

« AST #5 L < 13 ALT N EEHEE ERROSMEE, X
IR E Y LB S ELYEE RBR D3 {5 F THY
mL7=54

« AST # U< 1% ALT N EEYEME_EFRO3EE, 2>
DR E U LB N EEEE ERR D25 F T
MU, AFLIMZRR D 720 E

AE DB G2 IkT 5,

FFHERE R
(R—=AF A D AST #
U< I ALT 728 SR YEql R
B2 T D FENEE
AT 5 EH)

< AST # L <IE ALT B R_R—R T A L D2.5~5
fi7 . DO EYEE FIRO20fFLL FioHain L7-35

AN
=}

NR—=2 T A U D25ERMIZETE T 5 F CTRAE

WA %,

< AST # L < IZ ALT 23— 2 T A L D55,
SOFFEAEE ERRO20f5 B I L= 54
*AST# L IZ ALT 8R_R— 2 T A L D255,
MORRE Y LB IR EIRO .55 ~2
fERTEZHIN UAFI LM R E 23 7206
CHRE U E A HENEE EIROIEE E THIM
L7=%56

A OEGZH 1T 5,
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EIEH TR HLIE
Grade 2 DA Grade 1LL FIZEIE T 5 F TARAIZ RIS D,
Ko B
K% - TAI Grade 312405 & FHORG % T IET B
HAL B 2R 1L 4> Grade KEIOFH % P15,
FIR B RE TUESE |
B HRREAR 2, Grade 2~4D A FERMNZEE T D £ CARF Z RS 5,
T EEABEREIS TE
i 7 V7 F =2 3 BRI N— R T N . e
S DS~ E TR L7 Grade 1LL FICEHE T % £ TAAI 2 IKIES 5,
FPRETE M%7 L7 F = RNEERE BRI N—Z 5
4L DA TR L5 A ARDEGERIET 5,
+ Grade 1LL FIZRIE T 5 & TAHK| ZIKIES 5,
+ 30 HLANIZ Grade 1LLF & ClHIE L722 W56 X
PN
% Grade 23X 13305 LIRS R A IS > B LT A1, A
HokhgEHIET 5,
Grade 4D 45 KRENOFE % F L35,
TN Grade 2~4D4E AAHN O EFIET S,
FHE T ) Grade 2~4DHE4 AKElDOEE %2 iEd 5,
LTS Grade 2~4D 4 AE OB G Z 195,
* Grade 1LL FIZRIE T 25 £ TAANZ KIS 5,
Grade 200452 * 30 HLANIC Grade 1A & TEIE LRV E X
i ade=rora (IR R R 2 OB B B b B A1, A
Aok EHIET 5,
Grade 3 X 134D %E AFNOFE 2 FIET 5,
. SLE R DL ERRSE L 75 A p -
Grade 2 CLH P ERERE L7255 Grade 14 FIC AT 5 % CAFAIE (R 5.
* Grade 304
. A
&%Bﬁ% Grade 4D 55

o JZSEHEMARIEERE  (Stevens-Johnson JEfFRT)
SATH MR SOESERRIE  (Toxic Epidermal
Necrolysis: TEN) D54

AR OG- ZH IS D,

Infusion reaction

Grade 1 X 32054

ARFN OB % P T B 5 E & 50%IB0E T 5,

Grade 3 /T4 DHE AFIOP G A HIET 5,
RS DORIVER Grade 2 XT3 DGE Grade 12 FIZEfE 35 £ CTARANZIREST 5,
(PR AR RBAR TE oA
VR B 2 B < ) Grade 4D ¥4 AR DO EZ LT 5,

Grade /X NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.03 IZ#E U %,

<YIBRARE/R ST
2. PR 2o FEMEERE AL,

* FEFE D IR/ AR RE >
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ADA anti-drug antibody PUEM A

ADCC antibody dependent cellular cytotoxicity | HiiA{f FIER G

AIG Lt albumin/globulin ratio TNT I/ TaT ) b

ALK anaplastic lymphoma kinase KLY XS —F

ALT alanine aminotransferase TI=VT X)) R TURT 2T

APTT activated partial thromboplastin time TEMEALESY b a iR 7T AT )

AST aspartate aminotransferase TANTG XTI ) N T AT =
77—

ATZ atezolizumab (genetical recombination) | 77 ' U X~7 (s #i#L %)

ATZ/BV ATZ L BV L O

BICR blinded independent central review =1 VARt

BID bis in die 1H 2IH

BV bevacizumab (genetical recombination) | ~</3NY X~ 7 GEIn{-HlH# 2 )

CAL cells at the limit of in vitro cell age In vitro AR D _LIRICE TR S
7l e

CBDCA carboplatin NS T F v

CBDCA/PTX CBDCA & PTX & OfjfH

CBDCA/nab-PTX CBDCA & nab-PTX & O ff

CD cluster of differentiation H . ER s LB

CDC complement dependent cytotoxicity AR TP R A

CDDP cisplatin VAT T T

CGE capillary gel electrophoresis Xy v 7 U —F VERUKE)

Chemo NSCLC (2% % < HiHl % & Tk
YR 22 bR s (A48 /GEM, A
4 # K| /PEM . CBDCA/PTX X i%
CBDCA/nab-PTX)

CHO #l kg chinese hamster ovary cells F ¥ A =— A5 A X —FREA ARk

Cl confidence interval fEHE XM

clEF capillary isoelectric focusing ¥ B 7 U —EE A EKKE)

Crmin minimum serum concentration AR 7 PR BE

COVID-19 coronavirus disease HIE MR SEE R 2 n T A L
A 22 & B EYE

CQA critical quality attribute B2 E R

CrCL creatinine clearance JVTF= VT TR

CTLA-4 cytotoxic T-lymphocyte antigen-4 MPAEEME T U o BRI AT R-4

D/Chemo Durv & Chemo & O ffH

DLT dose limiting toxicity FH S PR R

DNA deoxyribonucleic acid T A XY AR

Durv durvalumab (genetical recombination) | & = /L 3L~ 7 (B FHLAHL %)

Durv/Trem Durv & Trem & OHFH

Durv/Trem75 Durv & Trem 75 mg & OffH

D/H 4 %A /ETP Durv., H&RHF K OR= MRS RO
il

ECL electrochemiluminescence =i

ECOG Eastern Cooperative Oncology Group K [E RN AR R 7 —
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EGFR epidermal growth factor receptor R AR A AR
eGFR estimated glomerular filtration rate HER R ER AR &
ELISA enzyme-linked immunosorbent assay Pt e I E

ETP etoposide il NNV

| I |
FcyR Fcy receptor Foy ZHRE

FcRn neonatal Fc receptor JEIRME Fe 2 1K

FDA guidance. 2016

Guidance for Industry. Non-Inferiority
Clinical Trials to Establish Effectiveness

GEM gemcitabine hydrochloride VaNIZ A2 3

GGT y-glutamyltransferase y-INEINVKNT AT 2T —E
HBV hepatitis B virus BHRITR T A /LA

HCP host cell protein CES D P AP

HCV hepatitis C virus CHRINTR T A VA

HRP horseradish peroxidase BT e LA 4 —8

ICHQSA (R1) A KZ
A

lb N XIZEMAmAERE 2 v Tl
INDNNAFT Y 7 r—nHEHR
a7 A IV R MR ] (2D T
(CERE 12 48 2 A 22 BT ESRES
329 5)

ICHQSB /A RF A

HHLz DNA Hilr& ol Lz & X
7 A FEIZ O D HIIE R OB AR T
BEERAEDSHTIZ OV T CERL 10 45
1 H 6 HAHTIESRSES 3 5)

ICH-Q5D A K51 >~

EMIRE, (NA AT 7 v o—Ik
RIS AR Bk E )
SRRl OB, FARKE Qe
AT (I2OWT (PR 12 7 A 14
AT EFEES 873 5)

IFN-y interferon-y AP =Ty

Ig immunoglobulin RE7n 7Y

IL Interleukin A=A F

ILD interstitial lung disease F P i £

ITT intention-to-treat

Kb dissociation constant R E R

KRAS i {x 1 Kirsten 7 > ~AJED A /L 28R 1
BE T BT

LDH lactate dehydrogenase FLIEA K S5 3

MCB master cell bank TAE—BNIN T

MedDRA Medical Dictionary for Regulatory | ICH [EBREZKHE

Activities
nab-PTX RO BEFRIL (TIIVT I RET)

NCCN WA K7 A4
(FFREE )

National =~ Comprehensive ~ Cancer
Network Clinical Practice Guidelines
in Oncology, Hepatobiliary Cancers

NCCN WA K7 A4
(S Pk o @m e
BE)

National =~ Comprehensive  Cancer
Network Clinical Practice Guidelines
in  Oncology, Management  of
Immunotherapy-Related Toxicities
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NCI-CTCAE National Cancer Institute
Common Terminology Criteria for
Adverse Events
NCI-ODWG National Cancer Institute-
Organ Dysfunction Working Group
NFxB nuclear factor kappa B CARISERSE
NK il natural killer cell FF 2T % Tk
NLR neutrophil to lymphocyte ratio G ER/ ) o SERE
NSO murine myeloma cells v AT —<Hla
NSCLC non-small cell lung cancer FE/ IS e i
NSQ non-squamous CAR L =Y
NSQ-NSCLC non-squamous non-small cell lung | &2 b 57298 LAZK O FE/ N fiiJea
cancer
0S overall survival A EAFIIH
PBMC peripheral blood mononuclear cell RAY I BEAZER
PD-L1 programmed cell death-ligand a7 7 LMifasE-U 7 R 1
PD-1 programmed cell death-1 7'a 77 AfasE-1
PEM pemetrexed sodium hydrate ~A ML FE R MU U LK)
PFS progression-free survival S A AT I
PHA phytohemagglutinin T4 R~ T LTF =
PK pharmacokinetics S E
PPK population pharmacokinetics RHE Sy EhRE
PS performance status INT F—< L AAT—H A
PT preferred term FEARGE
PTX paclitaxel N ) X FkE)L
QW quaque 1 week 1EFENZ 1|
Q2w quaque 2 weeks 2 AR
Q3w quaque 3 weeks 3 JA [ Il
Q4w quague 4 weeks 4 HH R
Ql2w quaque 12 weeks 12 38 [ [
AQTCF Fridericia 7412 & 0 #i1FE L7= QT fka
DR—RF A )G DI
RECIST Response Evaluation Criteria in Solid | & D5 HE0 B E
Tumors
SCLC small cell lung cancer 7N e i g
SEA Staphylococcal enterotoxin A 7 RUBKET=THr XU A
SEC size exclusion liquid chromatography YA XPprr v~ 77 4 —
SMQ standardized MedDRA queries MedDRA FEVERR R =
SOC system organ class AERUPNGE
SQ squamous - B Rz
SQ-NSCLC squamous non-small cell lung cancer IR AN
T3 triiodo thyronine NVEENE Rl =0
T4 thyroxine HAaF
TC tumor cell JEEALRRIC 31T 5 PD-L1 38 L 7=
JEIEARAE A (5 8 2 FI A
TCR T cell receptor T Al AR
T/D/Chemo Trem, Durv K OF Chemo ™ {JfH
TIP tumor and/or immune cell positivity JEIEREAkR 315 D PD-L1 23 Bl L 7=

A S35 AR S 5 D 2 EI G
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TKI tyrosine kinase inhibitor Fuo xS —ERHEH]
TNF-o tumor necrosis factor-o RSP K+
Treg regulatory T cells HAEPE T A
Trem tremelimumab (genetical | R L A ) A~7 (GEIET-H#Z)
recombination)
TSH thyroid-stimulating hormone FRPR BRI s L
V1 central volume of distribution o N— K X NoAn R
WCB working cell bank U—X 7NN T
— G B IR T AR P — A KGR R
ALY LvT AV AT (BinHH#LZ)
Pk MNATEOGEN  BEIE G ERERRS
Bk

ENBZEITA KT A EBM O FIEIZ K D MBI A R

(i) TA v AARKEET S
ENZETA T4 A2 ETA 74 HARIIEY

(JHe) e
Pt Trem Hrif Trem (2% 5 Huik
006 7R D4190C00006 kil
010 7k D4880C00010 ik
021 Bk KEYNOTE-021 7B
022 7k D4190C00022 ik
189 7k KEYNOTE-189 7
ARCTIC #tB& D4191C00004 {5k
ATLANTIC &5 D4191C00003 {5k
BASKET &% D4884C00001 7k
CASPIAN & D419QC00001 7k
CONDOR & D4193C00003 7k
DANUBE 75k D419BC00001 7R
DETERMINE X5 D4880C00003 5tk
EAGLE B D4193C00002 #fk
IMbrave150 X5k Y040245 7 Br
HIMALAYA xR D419CC00002 7R
MYSTIC 35 D419AC00001 -5k
NEPTUNE &5 D419AC00003 75k
PACIFIC 7RB& D4191C00001 {5k
POSEIDON &5 D419MC00004 B
Gk LG R TE KR R
VG T =T VT 7 x=T FIVERE
=FRN<7 =R~ 7 (GBiE %)
RV hvT XY AT (BETHEBZ)
1 4 A F <R PUENEES A (CBDCA XiX

CDDP)
F 4 5454 /GEM 4%l X GEM & O
145454 /PEM 4K & PEM & OfOFH
Y A=RI Ssavd NRA7 vl XvT (B Z)
Lo NRF =T U RTF =T AU VIR
iv
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