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AR ()
P M e 8 (I GTHR A A &
e 0 0 104 | 104 | 341D | 3011 | 104
1% (%)

BEAREH T MRS REICE TDHEHRED SFEIRE TORBOFRIEIL137.58 (#H :42~213H0) TlLk.
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W TA. SHEEHOEN. mE. R EEEBEEOERE T2 T LTLEZ,

B 55T 5TH. BE. MESFOERPBOONILEEICIEAITI I AV1ROBREEREIEHIEL.
BIBRERIVEVHOBREFOBE Y LREEITOCILZN,

B XBEXDPRONGEICIE BEPPICHEREMIECEE LBEYBRE T oC<LZ0,. |

BV D AVINOHARET. EEOTRDADH SHONICRICKIMEDSH SON/FOMESNTOET. |

® ERFRAEIR R UMRERTR
thORE GREEST. BHRE . BIES) ERAT 370 REREDEDD+HBRERRFMEIT 0T LEL,

> Kip% BEEOTHAORKEKRRUBRERR

REXDELBRKRERIETR COAE. M%) THY . KBAXDEETHD. TOMDIERE LT, IR .
AIFYE. BPELM . AERD . B - BHESEHDHITOND . KX EEDBE. CTREDERTHY . TOHH
RSB EMEORE . BRERMLEDS oM. BRIrE THD".

BE.EEBRTNRANOEREBEO/ZOIC. RKICHOBREPLBEREDOEITEIRT S,

DEHFAZ  KBK. EZOHOH, 261(12), 1151-1155, 2017
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> 3. IRERTREER L TDOMR

® ¥HLi%
BB EHRICHOV I EEEH EICERTELAETRASZICLTLEZL,
KAPDOAKRENE. A T4 A2 REET,
>
Bl Gradei Grade2 Grade3 Grade4
v4.03
R—ATAEHNT
7TELLE/BOHE
N=ATAVERNT | N=ASAEthNT | EEEN
<4[E/BOBHEREL 4~6[E/BOHHEE CfBE
- 111 i ABEETS ERERDT
CR—ASAVERNT | RRASAVERNRT | N-ISAVERNT | - BERMBEETS
ATATFID S OHEt ATATFID S Dkt ATAIPID S OHEtt
£ H eI s BHBEICHE
CBOEYOBEEE
BE DEIRR
SERAL s - BEQEEI DS
. R R \ o BEEHOEL EREBDT
B " RESETE S 7 S
I FEDS ASTRMEDR | npmassETs | REBLEEETS
SAEAEBER  FERERAER D4 B
- Gradel U FIckS AIT4>2EA(Ta N B AEIOFRGZEKAIC
3 ARIOLE | BEER £ CARIEHE oftRoEE. A0 || HiE
g #5%KAICHIE
z S — TLR=UOY 1~2mg/ke/ BR S BLBEESIBIATS
% 7407y
gl
;’5 AZITAVEAT A ROHBT. Grade3IZEL
& TERDORE Grade2ic@®it L L7z5E . ABIDERS & KAICHIE B ERILEHD
z RUSFERD i;iiﬂ;aﬁ < - Grade4ICB L5 AFIDBESEKAICHE | EEPHOREHEHE]
5 gELRVEE | T BIERERLEHOBEPRORENHEO | ORE/HEERETS
® 15 /BRERST S
ek B Grade 1L FICEELAE. 15 ALLEM TEIBRE IV ESIOREE 8
WELLSE %
-Grade1 U Fic&EL TS
ARFIDRES . rade
BRERIRER . EHIC N —
S BIBREGRILEVHIOIREEDN TLRZVOY
10me/BLIFOBRE XIS BETHEL TS

HTIANBEK BK. BEOER. ML OER. ZEONRDFIRET. B TRAWVIREE ST, £a#iFIC (B LEEZTOLT) BERKE
ROZDOEY) DEMEEESITOENTEBDREED,

X2 AF DHRERSRI2BFLAIC., BB

BIk5&ICGrade3DOKRBX - TRPBRLIEE L. AFDREZKAICHIET S,
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® RRABRIC BT HFEERRBINR™
ERBOZEURTNRICH I DABXROTRABEERIE. TROSBYVRESNTVET,
BB KIBRBEERIE. CASPIANGZER (B AAEM) . ADRIATICHER (B AAER) . TOPAZ- 15 B (AAAER).
NIAGARARER (EAANED) THEBE SN THUELA.

> KEXRRERR

PACIFIC&t5%
X71>210mg/kg 2BRERIZRS (N=72) 7St AR2BERERERS (N=40)
BA EF |~ 2Grade*' | GradeSRU4 |  &HIRFFET £Crade | Grade3XkU'4  &RIET
2(2.8) 0 0 1(2.5) 0 0
1 X71>210mg/kg 2 BREFERHRS (N=475) 7o AR BERERRS (N=234)
SEER £Grade*? | Grade3Xk0'4 IR £Grade | Grade3K04 EIRIET
501.1) 1(0.2) 0 1(0.4) 0 0
POSEIDONB%
A7 T+ V2 M BEERAGRCEREER (N=20) BERF HRAEFERER (N=27)
Baikem = £Crade*® | Grade3kU'4 ERIFIET £Grade | Grade3KX04 ERIFIET
2(10.0) 1(6.0) 0 1(8.7) 1(8.7) 0
AT+ V1 M BREFIHREER SR (N=330) BERF HRALFRER (N=333)
S RER £Grade** | Grade3XkU'4 | EIRFET £Grade | Grade3R U4 ERIFIET
18(5.5) 7(@2.1) 0 1(0.3) 1(0.3) 0
AEGEANGZ B
AIT >+ EREFIHRERER (N=37) 7 7R+ BERFIHRALFRERE (N=41)
BaAkm | ®Crade*® | Grade3RU'4 | #&WRET £Grade | Grade3R U4 ERIFIET
1@2.7) 0 0 1(2.4) 0 0
A3 O+EERAGRAEERER (N=401) | 7o R+ASRFIHBEERER (N=398)
SRR £Grade*® | Grade3XU'4 ERIFILT £Grade | Grade3XkU'4 IR
5(1.2) 1(0.2) 0 4(1.0 2(0.5) 0
CASPIAN&ER
AT I+ ASEHI+T MR NEE (N=265) B2RFI+T MRS N (N=266)
SIAER £Grade* | Grade3RU'4 | EIRIET ©£Grade | Grade3RU4 | HIRET
& 2(0.8) 0 0 1(0.4) 0 0
E% ADRIATICH B
& 171> D8 (N=262) 7o RE (N=265)
S RER ©Grade | Grade3RkU'4 | EIFET £Grade | Grade3R0'4 ERIFIET
0 0 0 3311 0 0
%8 (%)

BEOBVIRICTEDEEVRESNTVET,

1 BR KB 2 KX NBRBAEBE *3: KBR.BX

* 7 KBX ERK

) AEEHCFRRERDPEESNEAEEENTHEVET,

*4 KBRNBE BR

*5 KBR *6: KFK. BB,
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> 3. IRERTREER L TDOMR

> KIEXBEESRR (oD%

HIMALAYA i 5%
AIT4+AVaREE(N=34) ATV (N=45) Vo178 (N=29)
A em £Grade*® G;gis BJRFET | £Grade Gggis #IFFET | £Grade G)rfgia ERIFIET
2(5.9) 1(2.9) 0 0 0 0] 0] 0 0]
1374 I+142 2188 (N=388) 1371228 (N=388) VST 7 (N=374)
4i5F £Grade*® G;gis BRIRTETE |2 Grade*® GzrfgiS TR  =Grade Gggig HRIRET
12(3.1) | 8(2.1) 0 3(0.8) 0 o] 2(0.5) 0 o]
TOPAZ-1:i5%
ATV IHTLIRE AT SF VB (N=338) | TR+ TLIARE S ATZF 8 (N=342)
SEER £Grade*® | Grade3Kx04 LRI £Grade Grade3X0 4 RIRET
1(0.3) 1(0.3) 0 2(0.6) 1(0.3) 0
MATTERHORN:GE&
A4 X742 +FLOTEE(N=40) TSt AR+HFLOTEE(N=46)
AN £Grade*”® | Grade3&04 HRIRIET £Grade Grade3X 04 IR
1(2.5) 0 0 0 0 0
5 X774 > +FLOTEE(N=475) TS AR+FLOTEE(N=469)
3 SER £Grade*"" | Grade3X0'4 HRIEIE T “£Grade Grade3X 04 RIRET
z 16(3.4) 7(1.5) 0 9(1.9) 6(1.3) 0
=
%’ DUO-Ei&B&
gl AIT4>0+ A3IT74> I+ L=+ =Rl (g5
fg BEEFI R EEERE (N=30)  B22H HAL R AR (N=26) (N=32)
&
o%) BAANENE £Grade*® Gggis EIRZET £ Grade G)rfgiS BT | £ Grade G;gi?’ IR
X
R 1(3.3) 0] 0 0 0 0] 1(3.1) 0 0
137405+ A3IT42 I+ LIS—H+ =Rl (=5
HEEF AR (N=235) BLEHHALFEE AR (N=238) (N=236)
2EH 4£Grade*? Gggis BRIRIET | £Grade*? Gggis TR  =Grade G;giS HRIRET
5@2.1 2(0.9 0 4(01.7) 2(0.8) 0 1(0.4) 0 0]
NIAGARA i{E%
AT IHTLIRE S ATSF R (N=530) TLIRE D+ ATSF 2 E (N=526)
SIRE £Grade*® | Grade3Xk0'4 IR 2Grade Grade3X04 ERIRIET
7(1.3) 1(0.2) 0 1(0.2) 0 0
POTOMAC:HHE&
1374 > +BCGHAEE(N=58) BCGEHEE(N=58)
AANER £Grade*”® | Grade3Xk U4 RIFIET “£Grade Grade3k U4 RIRSET
1(1.7) 0] o] 1(1.7) 0 0
1374 >+BCGHEEE(N=336) BCGE¥HEE (N=339)
SAER £Grade*'® | Grade3xkU'4 BRFIET “Grade Grade3Xk U4 BRIFIET
7(2.1) 1(0.3) 0 2(0.6) 1(0.3) 0
B2 (%)

HEOBWIRICTREOEEVRESNTVET,
#5IKBER %8I A ITAIHA T N IRBRNBR %9 AT 2T+ T N KIBRNEX BCREMBE. BA. B EEA.
AIT74 2V KBE x10:BA 11 KBRBAXEBX *12: 4374 J+ESBRHIHBLERERN  KBR BRI T120Y
+U LNV +EESRAGHRERER  ABR. BRE *13: XBX. RREBX. B
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>» THIERESESR
PACIFICEHE
1 X7+ >210mg/ke 2:BRERERIRS (N=72) 7o AR2ERERRS (N=40)
AA £ “£Grade*! Grade3& 04 L E A “£Grade Grade3X 04 BRIRET
9(12.5) 0 0 8(20.0) 1(2.5) 0]
4 X7+« >10mg/kg 2BRERERRRS (N=475) 7 2 R2BEERERS (N=234)
SIRER] 2Grade*? Grade3h 04 RIRIET “£Grade Grade3& 04 RIFIET
87(18.3) 3(0.6) 0 45(19.2) 3(1.3) o]
POSEIDON:RE&
137140 +4 21 NM+ELEFIHAZEREE(N=20) B&2F R AR (N=27)
AANER %£Grade*! Grade3XR U4 BRIRZET %£Grade Grade3X 04 HRIFIET
7(35.0) 1(5.0) 0 6(22.2) 1(3.7) 0]
43747+ Y1 R+ ELEHEIB R LR AR (N=330) HEEH R AR (N=333)
SAER “£Grade*® Grade3X U4 RIRIET “Grade Grade3X 04 BRIRET
71(21.5) 6(1.8) 0 51(15.3) 5(1.5) o]
AEGEAN;:{ER
127« T +ESEEIHACEEEAEE(N=37) T o R+ BeEEIFRCEE AR (N=41)
AN ER 2Grade*! Grade3XR U4 RIRIE T 2Grade Grade3& 04 RIRIET
4(10.8) 0 0] 6(14.6) 1(2.4) o]
1274 > O+ESEFIHBERFEN=401) | ToAR+ALEFIHREEERE(N=398)
SRR “£Grade*? Grade3XR U4 BRIRIET “£Grade Grade3X 04 BRIFIET
53(13.2) 3(0.7) 0] 54(13.6) 4(1.0) 0]
CASPIANGEx
AI T4 O+ASEF+I MRS REE (N=18) BEEF +T AR NEE(N=16)
AN £ £Grade*' | Grade3X&U4 Lo A £ Grade Grade3 X014 RIRIET
1(5.6) 0 0 2(12.5) 0 o]
AT O+ASEF+I MR REE (N=265) HE8H|+I MRS RNEE (N=266)
SRR £Grade*' | Grade3&U4 IR £Grade Grade3X 04 RIRIET
& 26(9.8) 3(1.1) 0 30(11.3) 3(1.1) 0
E% ADRIATICiE&
* 3T IR (N=19) 5K EE (N=31)
A £ %« Grade*! Grade3Xx 04 RIRIET £ Grade Grade3X0U'4 RIFET
3(15.8) 1(5.3) 0 5016.1) 0 o]
AT (N=262) TotRE (N=265)
SRER ©Grade*® | Grade3&U4 ERIRIE T £Grade Grade3 X014 BRI T
30(11.5) 5(1.9) 0 22(8.3) 0 o]
BIE (%)

HEOBWIRICTREOEEVRESNTVET.
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*2 TR HHEEBUE 3 TR BB

) AEFCIERRBHROBESNIEFALZENTEVET,
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> 3. IRERTREER L TDOMR

> THEESER (073

HIMALAYA i 5%
AIT4+(YaREE(N=34) AIT1> T8 (N=45) VS T71Z 78 (N=29)
BA £ £Grade** G;gis iRBSET £ Grade*t Gggis TIRET  =Grade G)rfgia IR T
8(23.5) | 2(5.9) 0 9(20.0)  1(2.2) 0 11(37.9) | 2(6.9 0]
1374 I+12 188 (N=388) 137423 (N=388) Vo1 T3 (N=374)
ShER %£Grade*® G)r;;(;iS #RRSET £ Grade*® Gzrfgis IR | 2£Grade Gggis L A
105271 | 18(4.6) 0 58(14.9)| 6(1.5) 0] 167(447)| 16(4.3) 0]
TOPAZ-1:#5&
AITAVIHTLIRE A TATZF VB (N=37) | ToER+TLIRE AT SF 8 (N=41)
BAAER £Grade*' | Grade3&0'4 ERIRIET “£Grade Grade3XU4 ERIRIET
4(10.8) 0 o] 3(7.3) 0 0
ATV IHTLIRE AT SF VB (N=338) | TR+ LIARE S ATSF 8 (N=342)
SRER £Grade*' | Grade3&U'4 LRI T £Grade Grade3 X0 4 HRIRET
57(16.9) 4(1.2) 0 52(15.2) 6(1.8) 0
MATTERHORN:G &
3, A 274 > +FLOTEE(N=40) T S5tR+HFLOTEE(N=46)
:% Asoskg ~ 2Crade’! | GradeSRU4 | ERFEL £Grade | Grade3RU4 = &HRET
= 30(75.0) 6(15.0) 0 28(60.9) 4(8.7) 0
E
Eéu AT 4> +FLOTE(N=475) TS5 AR+FLOTEE(N=469)
f;ﬁ SRER £Grade*® | Grade3Xk0'4 RIRIET “£Grade Grade3x 14 HRIRIET
% 297(62.5) 31(6.5) 0 272(58.0) 28(6.0) 0
2 DUO-EtE
® AIT40+ A3IT74> I+ L=+ =Rl (d=ab g5
BEEFI R EEERE (N=30)  B£2H AR AR (N=26) (N=32)
BAAEE £Grade* Gggis RIRET £Grade*! G)rfgis RIRSET | £Grade G;gZS RIRET
9(80.0)  1(8.3) 0 7(26.9) 0 0] 10(31.3)| 1(3.1) 0]
(3740 5+ AIT42 I+ LIS+ =Rl (A= -gr
A& EF AR AR (N=235) BLEHHALHE AR N=238) (N=236)
SH%E  26raders U290 mame 2eraders U290 mpse 2Grade O20°% mAze
75(31.9)| 4(1.7) 0 67(28.2)) 3(1.3) 0 68(28.8)| 6(2.5) o]

Bl (%)

BEOBVIBICTROL BYRESATOET,

#1 T * 3 TFALBBA *4 ATV FAV2NE TR AI T VB TR %5 13742 I+4 1 KB TR BBA.
AITAUTE TR %61 374 I+ ERBAGRCEERR . TR BBA. A 71 2T+ AN + BRI BI SRR | T
HHEEIZHE. BB

DA% RBRESTESEA O S TN THYET,
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> THEESR (oD%

NIAGARA i E&
AITAIHTLIRE AT ATSF VB (N=61) TLIBRE+SATZF B (N=59)
AL £Grade*' | Grade3x0'4 ERIRIET “£Grade Grade 3 X014 RIRSET
13(21.3) 1(1.6) 0 12(20.3) 0 0
ARITAVIHT LI RE S ATZ5F 2 #(N=530) TLIBREV+TRATZF B (N=526) %
SIRER £Grade*® | Grade3 X004 ERIRIET “£Grade Grade3 kU 4 BRIRISET I? ﬁ
109(20.6) 8(1.5) 0 76(14.4) 3(0.6) 0 & %
2 152
POTOMACHE 12
£ 274>V +BCGH B (N=58) BCGE B (N=58) 7l
BA M £Grade*’ Grade3k U4 ERIRIET £Grade Grade3X U4 BRIFSET
7(12.1) 1(1.7) 0 3(5.2) 0 0
4374 > +BCGHARE(N=336) BCGEHEE(N=339)
SAER £Grade*’ Grade3Xk U4 RIRIET “2Grade Grade3X U4 EIRET
43(12.8) 4(1.2) 0 22(6.5) 0 0
BIE (%)

BEOSVIBRICTROESVRESINTVET.
* 1 TR % 3 TRLBBR 7 T B, BHERIEEN
)AL CIERBRDPEESNIERIOZENTH Y ET,
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> 3. IRERTREER L TDOMR

HILEZTL

BT AV RNEHBRETDRICIE EEERILPDObNEIEDHIET,

B RHFEROZD . ERE.BOBHFOHPIAEIRICOVNT. EZXU I LT EEL,

B EHLEFEILPRONEEICIET . RPDITHERAREMELEEL. /ST, 2. AP 218DRE%ZPIE
THREOHEY BB ZITHOTLEZLN,

® ERFRAEIA R URER
DR (BT G BRIES) £IRHT D728 REFEDLH O+ A RERFEEIT 0T EE L,
> HILERILOBRKREKXRRUREMRR"?

ERPRAEIR HU LR [T BRERIAUEIR D | B
R BIRE
HimIkiEL . CRPEF . BUN LR
<EBEDZH>
MABIREPTR (1) R MBRIRE
M/NRECRD . RSB R B OLER
(2) AR A A 534
FIR=2ABIRMCODEDET CBIFR)
(1) BEHEXHARARE (SLAL. BEfiL . ZEMRIEAS)
REREREBE ) AR5 1
(2)IEERCTHRE
HEEW%%’EﬁZF%’I_&L N N
= ir. BETH LSS | SRS R IEIC LA B ORE
EEASETRS }ﬂ(&gi;\:l‘tr%%aégiﬁ%ﬂﬁ?&ﬂﬁ EEEE . BEREYRBICLDFILIBUORTE
EAAIARRZE LD BB AL
(4) BEF RIRERUREREZR
<BEKDHERINIAHE>
NBZEAPITIFEKDOFIZ—E. EUILEVBEELS

1)EBESEZ 418, 82(5), 413-416, 2020
2)FaFHEE BTRAESHR, 5109, 40, 2022

® XLk

FRIRRBICEVWTIX BLEZFIPRIRL/IZBE. GradelCBhOT ATV I AV aNDEEEFRIETHIEA
HHLEE L TEDTOVE LI BILBEZILDEIR LB EICIE BPDITBERNARIERESEEO L. AT 2
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o BRRBRICHII BHEERRARRY
EHBORLURITTRICH S5 MILESAMERR . TROL BURESNTOET,
72 . PACIFICE# . POSEIDONEE% (B A< A %) . AEGEANEER. CASPIANALER. ADRIATICH 8. HIMALAYA
518 TOPAZ- 1508 (B A M) . MATTERHORNEE (B A A £H) . DUO-E5{E:. POTOMACHEB T 3RS S h T

BYUEEA,
>
POSEIDON it B&
37479+ V1N EEAIH R R AR (N=330) B /AR R AR (N=333)
2R £Grade*' | Grade3KU4 ERIFIET £Grade | Grade3XkU'4 IR
1(0.3) 0 1(0.3) 0] 0 o]
TOPAZ-1:{8&
AITAVIHTLIAE I AT ZF V8 (N=338) | TR+ TLIEE+S AT S5F 8 (N=342)
SRR ©Grade*? | Grade3x&U4 HRIRIET £Grade Grade3 K04 HRIRIET
1(0.3) 0 0 0 0 o]
MATTERHORN;# 5%
A X714 > +FLOTEE(N=475) TR +FLOTEE(N=469)
SRER ©Grade*® | Grade3K0'4 RIRIE T “£Grade Grade3% 04 HRIFIET
2(0.4) 0 1(0.2) 0 0 0
NIAGARA G E&
AITA I+ LIBE+TATSF B (N=61) TLIBREV+TATSF R (N=59)
B £ £Grade*® | Grade3 X004 ERIRIET “£Grade Grade3 X0V 4 BRIFIETC
1(1.6) 1(1.6) 0 0 0] 0
AZTA T LI REV I ATZF 2V B(N=530) TFLIBRE+S AT ZF B (N=526)
SRR %£Grade*® | Grade3 XU 4 ERIFILT “£Grade Grade3 X0 4 BRIRIETC
1(0.2) 1(0.2) 0 1(0.2) 1(0.2) 0
5 (%)

TROEBVRESNTVET,
*1 I MEBRE *2: KBFIL *3 BEFL
) AECEARBRPEESNIENEEENTRUET,

ERAOERARICEVT. ATV Y DEDRRBEPEE CERVERLBLEFILBEEZRY 4. /PR

EORRBERDPEE CERVEBFBBNCEFIBEEZRDP4FMESNTOET (2022F7H26BFFR) .
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> 3. IRERTREER L TDOMR

| A iBREE mrmarrE. nEREEE. FEGRERE)

IR REREE

B THHICTSH. BRETI . BB T4FORBEPIERDE=R 2T &{TOTLE0N,

WM EEPROONEBEICEAITAVI APINORE.RIVEVHREREFOEYLLREEITOT
<rExin.

Bl FRREEEEPRONDBEIE. BPPICAFHBEMECEHEL . BYBREEIT OCILZ0N,

® BERERRUREMR

hDIRE (AEniEF DR BEST. FFRE . BIYET) ZFRHNT D720 FFMICEHME L A DREFFE D728 D+ DR ERR
A ZE T O TS ZZ0N,

> FIRBRBEEEE TE / FRRPSEDOBKER R UREMRR"

FRRBRIEREIR T™E KBRS E
ERPRIEIR Rk REET . M. IRIR. FEEI0 BT FHT. FEER TR RS AERD . AR

155 TSHE (B, B8 T (S . T TA(E(E e LT R T

RRBBE RREICEO T URAMRRIREX, AEMADET . REEESREOHIR
FIRARS > F I 57— LB VWTEREOE T ZRDD

REFTR

1D —RAEFEAN BARNDBERR  RBF TV IRA >V NABEICKBADBEEDRRAA NZA >, BARRDNBFE RS 94 Suppl. November, 2018
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7
%
gl
iz
A
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%

® Yok
BEERS B R MEES IC U\ LA B EICRTELAETRESZ(ICL TS,
. . FHOARANE A I T AT IREXT,
> FUIRIRERETTEE -
SUEhs Gradei Grade2 Grade3 Grade4
v4.03
SERAE ERDBHB BEOERSH D
mimmaney | BRPRELE | PREBIHEREETS | - SOEVORREE EREBDT
RIRE LIS BREFRDOH - BOEYLSNOREETE EIE*2DHIRR BENBEETS
SREEEER e DR ABEEETS
ARIDLE I SRk BRERINICE T 2 & CARIE AR
swE — SRR
7x0—7v7
FEROBE ﬁffff%j%ﬁfk
USRS r&;i;w s | HERES
WELLVEE | EAPRETHET
A% A
AFID RS B ) e

1 BEOEMR. HARPKBOBEWY . BEOEH. £HOEERELST,

X2IABER- PR BEOER. MM LOFEHA. ZEORMHA AIEET. BXY TIHFARVRREBE ST, ASHHFIC (B LEEEETOLET) BELRRIE
BROGDEY) DEEEESTOIEN TEDREZ(D,

KB HARBPBEDARICOVWTERETFIVIRA Y MNAERICKDRNDBEEDZEINRNTA Y, BARDBESHZE 94 Suppl.
November, 2018 165&ICLTLEX0N,
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R BR B RE(E T IE
RIRABRICEVWTRIRBEEE MEOABEZRDPEBR L VDB EICIE. RILEVHREEREDRKIER
ICIECTEBETOIET AITAY I AVINDOREEMIGT DI EDAIREBRRE T L. BIBHERED
HELTVDHEICONTIE. BIBHEREORUWE (0.48) 2BRLTILEZ W,

® [RRABRICH T HHEERAEBKRY

ERBOREUBINRICH I 2PRBBEBE[EERT. TROCHVRESHTVET,

BE. PIRERHEE TERESER ROPRREETEERESERIE. TOPAZ 158 (BAAER) CHBRESNT
BUELA,

E72. PRIBEETIEERESRE. ADRIATICHER (AAANER) TERESNTHUELA.
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> FIKIRERETUEERESER

PACIFICi#E&
1 X7+ >210mg/ke 2iBRIERRS (N=72) 72 AR2AR ERRS (N=40)
BAAE %£Grade*! Grade3X& 04 ERIRET “£Grade Grade3& 04 IR
8(11.1) 0 o] 2(5.0) 0 0
1 274 >210mg/kg 2BRERERIRS (N=475) T R2BRERERRS (N=234)
SIRER] £Grade*? Grade3M 04 RIFIET “£Grade Grade3X& 04 BRIFIET
48(10.1) o] o] 7(3.0) 0 0
POSEIDON:RE&
A 374 I+ 1 R+ R R AR (N=20) HaEF R AR (N=27)
BA £ £Grade*® Grade3& 04 HRIRIET £Grade Grade3XN 04 BRIFIET
1(5.0) 0 0 0 0 0
A X740+ Y1 M+ BSEAIF B R AR (N=330) B 2F| R R AEE (N=333)
SAER “£Grade** Grade3X& 04 RIRIET “Grade Grade3X 04 EIRET
25(7.6) o] o] 4(1.2) 0 0
AEGEAN: ER
137« > +BESEEIFRCEEREE(N=37) T 7R+ BeHEIGACEE AR (N=41)
3 A ER £Grade*® Grade3& 04 RIRET “£Grade Grade3X& U4 RRET
E 2(5.4) 0 0 0 0 0
% 1374 > O+ESEFEIHBERFEN=401) | 7o R+ASEFIHRFER AR (N=398)
%‘ SRR “£Grade*® Grade3X 04 BRRIET “£Grade Grade3X 04 BRIFIET
" 21(5.2) 0 0 14(3.5) 0 0
@ CASPIANG B
i 3T+ ESBAT ML KB (N=18) EISBH+T MRS KB (N=16)
g BA £ £Grade*® | Grade3Kx04 LRI T 2Grade Grade3 X0 4 RIFET
2(11.1) 0 0 0 0 0
AITAO+BASEH+T MR REE (N=265) BHE8H)+I MRS NEE (N=266)
SAER 4 Grade*® | Grade3&0'4 A £ Grade Grade3X 04 A
31(11.7) 0] o] 1(0.4) 0 0
ADRIATIC:E&
1IT1> 8 (N=262) TZARE (N=265)
SIhE £Grade*” | Grade3X0'4 RIRET “£Grade Grade3X0 4 ERIRIET
35(13.4) 0 o] 5(1.9) 0 0
B2 (%)

HEEOBWIRICTROESUBEZINTOET,

1 FRIREBETUEE . A FRARRIMASIL B2 %2 FUIRERERETUEEE . M FIRIRRIBUR L E VB D RKIRK . BE Rt FIRIRA
* 3 RRIRERETUEE  + 4 RRIRERITEE. M RIRRRBUR L T2 RD . BEREMRIRBRA. RIRBRA. BEREY 1 O > >80, Bak
MUI—RNFOZEM 5 FIRREETTEE. B SRR ERRIRA . MAFRREERIBARILERD . BIRERKA %6 FRIRBRIERETTESE . FIRIRA .
MARRRBRRIBRILEV RS BEREERIRBRA 7 RIRBREETUEE. M FRRRISAIL T2 MD . BIRERZ. MU 3 — NFOZ 280,
BRMERIRERA BB A O S BN U O S U ENOERE N U 3 — NF O

A AEHCEARBRDPEESNLEANOZENTHIET,

44



> BURIRGEETTEERESER (002

HIMALAY AztB&
AIT 4>+ 1 REE(N=34) A X748 (N=45) VST T Z 7 (N=29)
AN ER £Grade*' erzagf #RIRSET | £Grade G)ElagZS #RIRSET | £Grade G;gis RIRSET
7(20.6) 0 0 0 0] 0 0 0 0]
{3740+ 1 NEE(N=388) 1374 >V (N=388) V7T Z 7 (N=374)
SAER %£Grade*® erzagiS RIRET  £Grade*® GzrzagZS RIFIET | £Grade G;gis ERIFIET
46(11.9) 1(0.3) 0 15(3.9) 0] 0 4(1.1) 0 0
TOPAZ-1i#E%
AITA AT LIV RE AT ATSF VE(IN=338) o R+T L RZE+I A TS F 8 (N=342)
SRR 2Grade*® | Grade3XkU4 HRIFIET “Grade Grade3% 04 RIRET "
10(3.0) 0 0 4(1.2) 0 0 2
MATTERHORN:ER g
A X714 > +FLOTEE(N=40) 75w AR+HFLOTEE(N=46)
A NER £Grade*”® | Grade3Xk0'4 RIRIET “£Grade Grade3xk 04 RIFIET
2(5.0) 0 0] 1(2.2) 0 o]
A IT74 > 4+FLOTEE(N=475) T ZAR+FLOTEE(N=469)
SAER £Grade*"" | Grade3XkU4 HRIRIET <Grade Grade3X U4 HRIRIET
26(5.5) 0 0] 12(2.6) 0 0]
DUO-E:B%
AIT409+ AT+ LS—H+ B 8F R LR AEs
B RAHRCEEAEN=30) BeEFIHAEEEE(N=26) (N=32)
BAANEE | £Grade*™ G;gis #RIFIET £Grade*'? G)Elagis BRIRZET | £Grade Gﬁag? BRIRIETC
1(3.3) 0 0 3(11.5) 0 0 0 0 0
AIT7140T+ A 3T 4T+ LIN—H+ B 8H R REE
B&EFIGHAT SR EE (N=235) H2EFIRIFEEEEE(N=238) (N=236)
2%EE £Grade*”® G);ag? RIRIET £Grade*'® G);agis BRIFZET | £Grade G;gis BRIRIET
22(9.4) 0 0 21(8.8) 0] 0 5@2.1) 0 0
BIE (%)

BEORVWBICTEDESURESNTNET,

* 1 IRAREAETUEE . MARRIRBRRIBAILEV D %8 A I T« > I+ 20 REE: BURBRSAETTESE . AR FRBRFIR AL E >R . FIRBRAS
SR ERIRRA . B RRERRIRE . BRERIRIRE. 1 X7« 2 D8 RIRRERETTEE. FRBRA . A FRERRIESILEVRBD 1O+ >
. bUI—-NFAZVIEN. BCREEFRIRE  «O RIRIREEETTEE. M RIRRRBAILE B BREY O+ 28N, Be Rzl
FURERZE 10 FRIRK. MARIRIRRIEAL T RS 11 FIRBRIEAETUEE . FIRIRA . AP RRIRRBALEVBD #1243 71>
+ERSHAGBERER BERRKRE. A IV« 2O+ ANV +ASRFIHRLERER  BIRRE 13114 7>V +as8FHBLE
BORRE | FIRIRIEETUEIE . AR FIRERRISAR L £ 20D . B RBEMERIRIRA . R RIRIRA . FIRIRA EERIRIRA. A I 70 > D+ L=
+BESRFIGRERAR | FIRIRERETTEE . FIRIRA . - RIRRRIBA LT D st 1 O 2 24800, U1 O > 24810

B AERHCEEARBRDPEBESNEMNOZTENTHIET,

45



> 3. IRERTREER L TDOMR

> FRIKBRIERETUEERESRR (00%)

NIAGARAGE&
ARITAIHTLIRE A AT SF U EEIN=61) TLIBEE+IRATZF 2V E(N=59)
Bk M £Grade*'* | Grade3X0'4 RIFET %£Grade Grade 3 X0V 4 LIRS
5(8.2) 0 0 0 o] o]
ARITAVIHTLIRE S ATZ5F > E(N=530) TLIBE+TATZF 8 (N=526)
SAER £Grade*'® | Grade3X&0'4 BRIRIET 2Grade Grade3 R0V 4 RIFIET
35(6.6) 0 0 12(2.3) 0 o]
POTOMAC: 5%
1374 >Y+BCGHAEE(N=58) BCGEEE(N=58)
AANER £Grade*'® | Grade3X 04 BRIRZET %£Grade Grade3Xk U4 BRI
6(10.3) 0 0 0] o] 0]
1374 > +BCGHAEE(N=336) BCGEMmEL(N=339)
SIRER £Grade*'” | Grade3KRkU4 BRIRIET “Grade Grade3Xk U4 BRIRET
43(12.8) 1(0.3) 0 2(0.6) 0 o]
B£8R (%)

BEOSVIRICTROEBVRESNTVET,

* 14 RIRAREAETTHERE . FIRERA 15 1 FRUIRAREAETTHEE . A FRBRRISARIL B2 . FIRIRK. bUI— NFOZ 280 % 16 FIRARK.
FURBRMERETUEAE 17 1 FUIRBRIAETUESE . IR B R RIRIRA . MR RRRRRISAILE 2 IRD . e RIRIR A

A AEHCEEARBRDPEESNLEMNOSENTHIET,

3.
2
%
7
2
&l
f
A
f
Z
D
it
#

46



BB HREEE

B EHICRIBHERE OMEKOCERPBRKAREEOET=2U T 2T oT/EE0 o BREICSIELT
HEACTHREFABRE 21T T EE ),

W EEDPROSNEBRICIE AITAVI APV1RORE.BIBREFRIVEVRICEDARXIIBBERE
FIVEVBRBEFOHEYLLEEIT OCLZ0N,

B EBRERESRONDSERIL. EPLICHFREFIEEESL . BYRLREZIT OTILZ,

]

® BRFRAEIR R UREFR
thORE (MEBEDRBET. HHAE. BRES) 2BRNT 220, RRBEDD D+ SR ERTMET>T
<EEL,

> EIBHEREORKERRURERR"

JRFEMERIBAEAE R MERIB T RAE

<TANFY—INRZEIR>

PSR RN BATIR, AR OBRER (B0 B, R AL JBRARLS) . MEET (FIL
NAFOYDORZEHEE) . FEHEE (B BIR. T, WEEY). 3. EnEER. B

EEEERE LR <7rROTURZEIR>

ZHDIRE - BLEDORE

BFRINE (A . B FEDORE . JTUR. FLE .
FRAEICEE)

]
2
i
53
=

B FVUIE EfE (4 ug/dLRH) BTV —ILE HEfE (4 ug/dLARTH)
REFME | - IePACTHIE : ERE~E P ACTHIE BB~ %18
- CRHEHICH T BRI BARS - CRHEHICN T BRIS B~ AERUS
- BIREER X% | BE I PRIBEOBRICEE (0
BgiEE PIREMZ RIS 2) MR FEA— N EE— R TIPS T
BERBCT : BUBEA (Rt 7 Y > 41H) HIE RO SRR OF AR

BB ZER (FBRE7>V®m)

D BEARNDBERED BBV — 22 RIBREREETECZMOAFRICE T 218 BRADMWSRES, 91 (suppl), 1-78, 20156 KU1ER

a7



48

3,
i
=8
%
B
3
%
8l
#
]
e
Z
D
£
%
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BRERTER <T;Hﬁ;mﬁ'lifﬁ> o . T.BE2ERT.HHETH
THRIET. OB LESIR. Bk, HES <PRLSBETFE>
<GnRH (LH. FSH) 5 #ETiE> -EGBROZITIMET

BT MAMET . DI, THE, B EOB | < pptorop ores
e . NN TN AARRIE

%\ﬁuﬁﬁ .Dig\gﬁ,}z\%;ﬁ(
N <GHH#FLE>
<ACTH#HMETRE> Sl o
MR F AR R T e | CHESDCRADTEERLEDAETS
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o WMBEO () miEEH288me/dL (16.0mmol/L) PRt Ut ToA kAN BE) LB LTS,
HLETHY, POHDAICHE (NGSP) <B7% ThB. | ) 4709 it CATEIEIRE LCESUBATENR (5. IHEETS
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GradelZBH 5T 1RIBRFDADER L TV BAICIE. 1 VAU VFER EDBRFRERICE LB ETS
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AIT14> 8 (N=262) TotREE (N=265)
SRR £Grade*® | Grade3&U4 BRIRIET £Grade Grade3X 04 ERIRIET
27(10.3) 3(1.1) 0 24(9.1) 2(0.8) 0
HIMALAY At E&
AIT 4>+ 22 REE(N=384) 1371V (N=45) VST 1T (N=29)
A &£H £Grade*” erzagis EBIFILT  £Grade* " G;gis HIRET | 2Grade GzrzagiS HIFTET
5014.7) | 2(56.9) 1(29) | 6(13.3) | 5(11.1) 0 9(31.0) | 5(17.2) 0]
3749+ 1 RE(N=388) 1374 > (N=388) Vo7 1 =T (N=374)
sopmm  20rade’ G2 gmm 26rade GO mAREE 2Grade| RS | mAIEE
BT
96(24.7) |39(10.1)| 5(1.3) |95(245) 41(10.6) 2(0.5) | 79(211) | 26(7.0) | 4(1.1) 7 f;E
e
TOPAZ-15i% s
AITAVIABLREVAIATSTF VB IN=ET) | TSERHELIREI+SATSF B (N=41) z ;
Baikm @~ 2Grade*” Grade3RU'4 EWIRET ©Grade | Grade3RU4  HRFET % 4
2(5.4) 0 0 2(4.9) 0 o]
AITAVIHTLIRE AT AT ZF U (N=338) | TR+ TLIEE+S AT S5F 8 (N=342)
SRR £Grade*® | Grade3RU4  WRFET ©Grade | Grade3RU4  HRFET
57(16.9) 17(5.0) 1(0.3) 65(19.0) 22(6.4) o]
15 (%)

BEOSVIRICTROESVREZINTUVET.

*7 . FIZVFI/NIVATIS—EEBM FANSTUVETI/ NSV ATIS—EEM. GEUIEVILE. IFEVILE>EMN. hS2 A
TIFT-ELER R FEE FBRLF Fr e FHERR. TlRIBG. 8E %8 7S 273X/ bIYAT7 1 5—EBIN. 7 ANTF VB
FI/NSDATIS—EEM %9 FIZ2FIJ NI VATIZ—ERIN FANSF VBT I/ S UAT TS —EEIN. UL E .
MmAFFEBEE U ILE BN BFR. RERTA. FFERE. s EULEVIE. & F VAT IF—EE. NSV ATIS—EER #1011/ T742D
+A T2 MR THRERE . RBRUERR A I T VB  RERR  TANSF VRTINS VAT IS —EEBM 7S 207 I/ MIVA
TIT—E8M *11 AITA VDAV R TANSF VRTINSV ATIS—EEN. 72073/ NI VAT 25— EHEN. 4
EUILERIN. L NS YAT IF—E LR R L FFRERE. Fre. FlRRE. s UILE Y IE. FigREE LR BCRER
R FER LR EYEREE. 5 8B A IV VIR FANSFUVRFI/ NSV ATIS—ERBIN 752073/ bV AT 25—
.M e UL E BN, FFERS. FR. sE VI EVIE. BEREERA FR2. hSYAT7IFT—CLR FBE LR EYERES.
FHERBEE. S NSO A7 IF—FE. &E =12 FF#gERE 13 752FI/ MIVATIS—EBM FANSFUERFI/ MV
JIo—EHEM MREUILEVEN. NSV ATIF—EER . BEVIESDE. FFA FEERE. B NS VAT IS —CME. FBER LR
SRR BFEE. T2, IR EE LR

D AREEHCIERBRDPEESNIERAOEENTHYET .
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> 3. IRERTREER L TDOMR

>
MATTERHORN: &
A4 X714 > T+FLOTEE(N=40) TS AR+HFLOTEE(N=46)
BAAER £Grade*'* | Grade3x0'4 ERIRET %Grade Grade3X 04 IR
11(27.5) 0 0 10(21.7) 2(4.3) 0
A X742 +FLOTE(N=475) 7 Z5AR+FLOTEE(N=469)
SIER £Grade*’® | Grade3Xx0'4 IR “£Grade Grade3x 14 IR
75(15.8) 20(4.2) 0 60(12.8) 19(4.1) 0
DUO-E:B%
174>+ AIT 42T+ LIS—H+ e s R =955
BeEFIHRACERAEE(N=3830) H2EHHBLFEEEN=26) (N=32)
BANES  srate H290 g sGrates G200 g 2Grace G200
9(30.0) | 3(10.0) 0 9(84.6)  3(11.5) 0] 5(156) | 1(3.1) o]
AIT40T+ A 3IT4 I+ LIS—Y+ B 8F| R LR AEE
B2 EH SRR EE(N=235) BEEHIHB R AR (N=238) (N=236)
2BEE  4Grade*'” G;gis #RJRIET | £Grade*!” G);agiS RIRFET | £Grade G)ElagiS BRIFIET
38(16.2) 7(3.0) 0 40(16.8) | 9(3.8) 0 30(12.7)| 3(1.3) 0]
;_ NIAGARAEE
f’é ARITAVI+TLIRE A ATSF U EEIN=61) TFLIBRE+IRATZF 2 E(N=59)
% Bk [ %£Grade*'® | Grade3 X044 BRIRZET “£Grade Grade3 XU 4 BRIFIET
EZDIJ 7(11.5) 2(3.3) 0] 4(6.8) o] 0
?g AZITAVIHTLIRE S AT ST (N=530) TLhIBE+TATZF B (N=526)
% SRR £Grade*'® | Grade3XRU'4 RIS 2Grade Grade3 X4 BRIRIET
2 68(12.8) 16(3.0) 0 58(11.0) 6(1.1) 0
R
POTOMAC:E&
1374 > +BCGHAEE(N=58) BCGEHEE(N=58)
AANER £Grade*® | Grade3XkU'4 RIRIET “£Grade Grade3Xk U4 HRIRIET
10(17.2) 3(5.2) 0 1(1.7) 0 0]
1374 >3+BCGHBEE(N=336) BCGE¥HEE (N=339)
SIAER £Grade*® | Grade3kU4 BRIFIETC “£Grade Grade3X U4 LIRS
60(17.9) 15(4.5) 0 11(3.2) 1(0.3) o]
B£8R (%)

HEEOBWBICTROESYRESNTOET,
14 7T 22FI ) NTVAT I 7PN 7ANTE VBT I/ NI AT 17— N FEERY . ZYERES. fEstR *15: 72
ZVTFI/NTVARATIT—EEBM T ANSFEF VBT NI UARAT o —CHEMN. S ERE. BYETEES. FBZ LR SN VAT7 S
F—FME. M UILE 0. REERTA. FHRREmE. FEE. NS UAT7 I Y EF 2BEFL. SEUILE VIE. FFX. FFigsEaEE LR
*16: A/ X744 O +ASEAHBUERERS . 7O V7 NIV ARAT I o—CEBM. 7 ANTFUBTI ) NI OAT 1 o—FEN. Bt
FIEE. A7 4>+ U LN +ASEHHANEREE 72073/ NV AT -8NP ANSGF VB 7SI NSV AT 15—t
BN FFEER LR FFRERE *17 /X7 O+ BS8FIHBMEREE 7207/ NIV AT I T—EEM. 7 ANSXF BT/
NSVAT7 T o—F#N. mhE JILEV N S NS VA7 I F—FlE. EYEFTEES. FBELR. REERFXA. FE5E. 171>V +U A
N—Y+EASEHHEEEER 7O V73 /) NIV ATIS—FHEMN. FANSEVBER7I /) NSV AT 15— F#EN. FES LS. FFiEse
By EYURFEE L. MAFHEEEUIILEVEN. FEE. SEUIILEVIE. RBENEEFEE 18 FIEEE. 75073/ bV
AT I Z7—CHEM FANRTFEFUETI ) NSV AT 17—, ENHEFES. HE%%J:% *¥19: 75073/ &7/7\717 M.
TFANTFUEBET I NIV AT T T7—CEMN. IR UILE AN, FTEESR R BTiEEE B NIUATIF—TFIE. fFL. T2 BCREME
FFZ . ZEYMATES . ML FE 20 fFEERE. b UILE 8N, FEREY *21 TISZUFR) NSVAT SN 7 AN
FUBRTI)NTUAT TN TR TGRS NSO AT IS LR Iﬂlﬁht'))lzt/éb _IE_J NT A7 I F—EME. FFEERERE
TR FER LR TERRY. hEEFA S s UL E> E

A AEEHCEEARBRDPEESNEAOEENTHIET.
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fE{LERE %

B PHERO/D . FHREREB (ALPER . v-GTPLER) ZEHNICE=42) > T LT,
B B HERERPRDODNLERICIL. ECPDICHERENEIIFREFIESEEL .. BYBREZITOT
A AN

o IRRIEIKRUREMR
DRE (BEROEMEES. BAE. HEES) 2N T 2720 RRABED/ZH D+ R ERIREF 21T 2T
<TEE0N,
>» E{CHPREROBRKRERRCRERR Y
B PRAEIR EHH. BT OEK. RE. 8. 2 5B, IEKE
MFEEERRE | ALPLR. v-GTPLRZ

HHMAEER B (beaded) . FEI - NI (pruned tree) . IR ¥E%E (band-like
E&@ERTR | stricture). EPLBE#k (shaggy) . BZERRZRE (diverticulum-like outpouching) £
FEEEREX

1) BEFBHREAMRBBERMAEE AN - BERRICE T 2HEME  REMEEHEER (PSC) . HAMOM - BEERICET 2RHEMIIL,
(&¥EEFHA  2019FE 3/ 18) (http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3)

2) LSS BAOBEESRRF RS 116, 631-638, 2019

3) BEZZAXFRIT B - BEBHRT b KOMPAS REMEE(CERER (PSC) | BEZRZEXFRIT HLaRAR)

(FRH&EHFH : 2022F5828) (https://kompas.hosp.keio.ac.jp/disease/000796/)

>» WELHEBELIcDOVTY

BAMRERGEEICEEEZREIL. BEEY CIERBREMRZELZL. BiT5o%and TEEOMR
FRCh . REMEBERER (PSC) Ot B FRBB SV ELINZEEEDIER SN /18G4 ERE
HARE X (IgG4-related sclerosing cholangitis; 18G4-SC). ROBEEXRPEERG. BERE. RMAk
ERABKEBICHE T 2 REBICERBRICHESINE T, ZMBFERELTROSZVDIEFEER. REZD
FERTIDERDPBRVEEFHERBEEEERELZ ODITICEHSNBDENPEH LA HDET,

1) BEFBHREAMERBBERMAEE EAMON - BEERRICET2HEMR  REMEEEEEX (PSC) . BAMOM - EEERICE T 2RHEMITIE,
(FRHEEFHHE  2019FE 38 1H) (http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3)

® XHAL;
FRIREBRICHE VWV TRICMEBEBE R OEIFREL THVEEAT U . BICEBEBEROIWEICOVTIE. [BEFBE
HAMRBBERMEEZE BRMON - BEARRICETHREME  REMELEBEELX (PSC)I"2E2ZICLT
<FEEW,

1) EEFBEEAMRBBORMRBE RO - REREEICET2AEMR  RHEMEBCEREX (PSC). #AMO - BEEEBICE I 2REMITI,
(F#&E#HH 2019E 38 1H) (http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3)
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> 3. IRERTREER L TDOMR

® ERERFABRIC BT HHEERARBINR
ERBRORSUBITNRICH T ZBEBEXBERRIE. TROCBVRESNTVET,

%, PACIFIC#E. POSEIDON& B . AEGEANGER. CASPIANFER . ADRIATICHER. HIMALAY AR ER.
MATTERHORNE & . DUO-E&ER (HAAER) . NIAGARAGRER. POTOMACEHBR CIIBESNTH U EEA.

>
DUO-ERtE
{3749+ ST T+ B+ e
ESMF R ERRE (N=035)  BAMAME LR (N=238) (N=236)
SHER  2Grader U290 Az 2Grade U290 g 2Grade O29°%  maze
1<o.4>‘1(o.4)‘o o‘o‘o o‘o‘o
B2 (%)

ERADORRKABRLKOCEANHERTRICEVT. TOPAZ-1HBRICE VW TRAERMIIBEBEDZO RS ERITH R I
EEN1H (TBRET) &80 ATV VEORARBRDPEE CERVEBRBELEBERBEZRD G HIR
HEINTVWET (2022568 13BKR).

3.
2
%
7
2
&l
f
A
f
Z
D
it
#
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BiEE (MEMEEXF)

W EPRRDOID. BHEDCEICEELTWSRBEEDH M EMOER (BUNKOIL7FZVDER .

ILFFZ2OVFIVAET BRERE . RERD . BB, RF) EEHMICE=2) 2T LTS,
Wl BEESRDONIBEICIE. ZPHICEREFIECESEL . BYRLEZTOTIZE0N,

® ERFRAEIR R UREFR
thDFRE GREEST . HHRE . BRES) BT 570 REFEDLED D+ ABEREFMEToCLLEL,

> BRE (HMEUERF) ORKERXKRUBRERR"

RIERIEIE K 1B HRIIEE 4
T B M. 75 . ARAVIER . RAEERTE . BB
BEV). BIEOE. Bl - MBI, T AR (B s e PO
BERER | RR) DEORBROLERORI B N | =D S READ S, RERN. RETER,
HORBHED . FHE . =N (REFDICED FRATEIS
RN ERE) . FREES
REHM. RULBET. EEMET CORE. R | REEBESSLISRYE (2g/BUTFTHHIEN
pH5.9LL . FENa®LS . 200 BB S B R . IR, Ra-
RBEFR | RES@EET2e/AUTTHEIENSL) Bl | I/OY07U RB-I/0/07U A7)
BHOMR . EEERR. REFBK. NAG. Ra- | BR (ERRMEEEOSE . 77> 1= —ERE
/0507 . RBe-3/0507 E275). BRE (EABEEOHL)
S LFF 0. BUNKEM . BRERE
nmgare | (@K EPENaMD) (EREME RBEFS | MESL P T 5, BUNSIN. BRERE
K—S 2 (EICEARBETRTA) . OBREEN. | (BK . ENafE) . REE7S F—>2
AFRRRERIENN . 135 |gE R AN
B R T CT R I £ . BRI OEAEA
E SRR EPENCT A CEERER
siginEmn | ER0P o | EEEERRESRECT AL CHERERYS
Ga (FUDL) S FITLTH/BOERT | BLBOERL
BAOERAHDEAERIDS
RIE MR RIBEER . 2l R LU TRIZED
. § N \ EEIRE, 2 FEERERBALYSEOED
F['?fgégggﬁw‘lﬂ‘*w% MTHEREERS | ¢ MEAOAERIEEE ERICBD 5.
FIRREAR | e . AR LR OB - B - AL . ERAROTEE
E?@%ﬁ@gﬁ HBERIEE ERNROBEE | A pxmmianzE (REEL)
= FRAEERMIC Tamm-Horsfall (TH) BE% 48
BT PR BRI A B e

NEEH®E  EREEMARBHIIS Y Z 17/ [MEME X CRAERMEEEX) |, TR19F6A (THI0F6AHE) KUEx
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> 3. IRERTREER L TDOMR

® W%

FRIREBR SRR IC R UV EW LA Z © &I

RELLETRESEICLTIZEL,

RPOAH S AT AV21REET,

>
%£C§3E Grade1 Grade2 Grade3 Grade4
EEE I ERIC
EATHAD. 15
CERAR. EiE - chigE CEREBHTED
BEDERDPHS B/ IEBEEA TR P
PSS BRERFTR £/ 1340 BEETS AR SR - ;7&
PROH BOEYLSOEY | OEREETS RRAEERTS
SABREEA( HESEBE DBIRR SEENTEE/ BETAE
CBOEYOEEEE
BE-2 DR
HE (i — HEfE —
gy, | EEEER(RUa— | SEOLREENT ) FERAREENT e b i
e N A1) 2542) D5
7 o 1,558~ 35T 34518~ B1ELIT B
e g Gradel Ll Fic o ® I
AR DB I 1Sk AR I AR D5 % KAl HIE
k| — JLR=ZUOY1~2mg/ke/ BRIGIELBEESICBIATS
3, 70—y 7
% -Grade3LL EICEL
z Lt a AHIORE
) EROBI | o oo micLrsg = CXKAKHL BB AL E IR B O S SIE O
3 RSERD | L BBREALEAD | e o
e wELZVEE | T ERMOREF | "
B I
< ¥
()]
3 FERDS Gradel LI FICEELEE. 1AL EMG TRIBRERIVEFIOBEEHH
WELEE T3
-Gradel U TFice=E
LTWB
xH(C
DRSS |
AROHEE BIBREALESHD -
Bi5ngeR o NG
St =ty A V) ey m D
10mg/BUTDiES
RUSALBETHRL
TLB*

* & Grade I [BREIUREEE . ZOMIICOVTEET B,
X1 REOEM. BARPKROBEWY  BFEOFER. £HOEELREEET,

2 AB BRIk, REOEE. ML OMEA. ZORRAEIRE T BreE W TRAVREZ ST, £ (B LedEe 75 L7 BERKE
ROZOE) DEEZBHITOIEDN TEDIREELD,

%3 AFI ORISR I2BBLUAIC. BIBRERILEVHIOESEN 7L RO 10mg/BUTOERSXISHEHEEE THH TZROBE L AH
DG %KAHIES B,



o [RERERICHE T HHEEERREBKRY

ERBOZEMBIHRICH T IBREMEERIT. TROEBVBESNTET.

%%, PACIFICH B (HAA%E) . POSEIDONER (EAA%M). AEGEANE (HAALM). CASPIAN
#B. ADRIATICHE (BAAEH) . HIMALAYAR B (BAAEM) . MATTERHORN B (AAA L)
DUO-E#B (EAAEM) . NIAGARARE (EAANER) TRE|ESNTHVELA.

>
PACIFICiB%
4374 >210mg/keg 2EEERIRS (N=475) T R2BEERRS (N=234)
SiEM “£Grade*! Grade3&h 04 BRIRIET “£Grade Grade3X 04 BRIFIET
2(0.4) 0 0] 0 0 o]
POSEIDON:#B%
A 374 I+ Y1 MBS HEIHB R AR (N=330) HE8H R AR (N=333)
SRR 2Grade*? Grade3X& U4 RIRIET “2Grade Grade3& 04 HRIRIET
2(0.6) 0 1(0.3) 0 0 o]
AEGEAN;:{ER
1I7 4 O +ESEFIHACERFEN=401) | ToAR+ASEFIHREE AR (N=398)
SRER %£Grade*? Grade3X U4 HRIRIE T “£Grade Grade3X 04 RIRIE T
2(0.5) 0 0 o] 0 o]
ADRIATICtB%
o (374> VRN=262) 75K E (N=265)
% SIRER £Grade** Grade3X 04 RIRIE T “£Grade Grade3X 14 RIRIE T
& 1(0.4) 0 0 0 0 0
HIMALAY At 5%
1374+ REE(N=388) A4 3I7 4> F(N=388) Vo7 1T ZT78(N=374)
SRR %Grade*® G)Ezagis #RIRFET | £Grade G}r;'zagiS #RIRSET | £Grade G;gig BRIRSET
308 | 2(05) 0 0 0] 0 1 (0.3) 1(0.3) 0]
TOPAZ-1:5%
AZITAVIAT LI BREASATIF VB IN=37)  TowR+T LI RE+I A TSF B (N=41)
AAALEH 4£Grade Grade3R U4 RIRIET “£Grade Grade3K 04 RIRET
0 0] 0] 2(4.9) 0 0]
AT AT LI RE AT ATZF VEIN=338) T R+T L AE+I AT SF & (N=342)
SihEM £Grade Grade3Xk U4 BRIRIET “£Grade Grade3X 04 LIRS
0 0 0 2(0.6) 0 o]
MATTERHORN;# 5%
A IT74 > +FLOTEE(N=475) 7R +FLOTEE(N=469)
SAER £Grade*® Grade3Xk 04 HRIRIET “£Grade Grade3X U4 HRRIET
4(0.8) 3(0.6) 0 0 0 o]
1% (%)

BEEOBVIBICTROESYRESNTVET,

# 1 RIEARABR. REEREEEX *2 ACREMER 3 BX RMEFEMER x4 BRX 5 ACREMEXR RRMEBEX
*6  REMEBR. BCREEBA. BX

B AEEHCIERBRDPESESNIERAO S ENTH YT,
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> 3. IRERTREER L TDOMR

>
DUO-E:B%
137429+ AT+ LIS—Y+ B 8F R LR AEE
B AR EEAREE(N=235) Be&FIHA R EE (N=238) (N=236)
2HEH £Grade G;gis IR | £Grade G)riagZS RIRFET | £Grade erngS BRIFIET
o] 0] 0 0 0 0] 1(0.4) 0 0]
NIAGARAGER
AITA I+ LIBREV+IATS5F 2 E#(IN=530) TLIBE+TATZF B (N=526)
SIER ©Grade*” | Grade3Kk0'4 RIRIET “£Grade Grade3Kxk 14 BRIFIET
6(1.1) 2(0.4) 0 2(0.4) 0 1(0.2)
POTOMAC 5%
1374 > +BCGHAEE(N=58) BCGEEE(N=58)
AANER £Grade*® | Grade3X04 BRIRZET %£Grade Grade3Xk U4 BRIFIET
1(1.7) 0 0 0] o] 0]
1374 > +BCGHAEE(N=336) BCGEIHEE (N=339)
SRR ©Grade*® | Grade3Xk04 BRIRIET “2Grade Grade3Xk U4 RIRIET
4(1.2) 1(0.3) 0 0 o] o]
B8 (%)

BEOBVIRICTEDEBVRESNTNET.
* 7 BR BEEBER +8 RMEFAMER 9 BRX REUBEX RMEHEAEBL
B AL CIEARBREDPEESNIEROZENTHIET,

3.
2
%
7
2
&l
f
A
f
Z
D
it
#




W 57T/ BROBS (L5 . KRR, BB B8, k) . AR . B TS P (B
5. Bl 5115 £ 1558 DEEI%) SOMBER R CKEOREMBIIOVTEZRU> I LT LEL,

B H%X - ERBRBESRODNIBEICIE. BPDICHERAREMECESZL. /X700 . 122180 K
EE#AREXEHIEL. BIBREFRIVEVRIOREEOHELUEZIT OCLLZN,

® ERFRIEIXK R UREMR
thORE (FRBET . AR BRIES) ZRAT B8 FRFENLH O+ A RERFMET oTLEL,

> BEE%/EREHR OBERERRORERR"

EHER  EH. 5B, HRIK. BENR. AP EE

B fE R BRICHELCET T 28 0BT (FEr. MBOIAIEHEY . SHEN . HEARD) . RO B RERBXISLHE

FRPREIR . OETPITIIHEREHD

BBHE ANJANO—T3. v bOrES. dv NOVHIE. VRS 3 - EIERREDRA BN . Fi5
REDBIE. L1/ —fERARE

MBEPHREESR (JLT7FoFFT—EXETIRS—E) DER  BHRERTHEREL . BRIEE DR
REFTR UBIEIR X ISR . & S M AERR (BE. CRPEFXIITRILTTE) ;173 / FUILIRNAA R EERTUE
(Fdo-1tlra20) Bt AR THRORIEMR (B0 RO HRHE)

¥ RBEREHDSRIIEEHR. FORVBEEZSREEHXICH TOND.

NERBRE2—  HEHR/ ZREHX BEHRS0), ARMEEABRELARME/ #RBEHRE> 22—, SMOELY iR (FXR
(https://www.nanbyou.or.jp/entry/4080)

271
1%
B
5
22
i
iE
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> 3. IRERTREER L TDOMR

® ¥Hn;k
B B RS AL e LA A B E ICBE LA TREB Z(C LT A,
J— KAPDAFNE. A T4 A2 REET,
> B
Gl Grade1 Grade2 Grade3 Grade4
v4.03
BDETERSDBEORS | - BEOBDETERSEN | oo
G BREDKTE SORULAORREES | - SORNOBREEMET | ol
e DHIR DR RRALE
salons N msus Grade! LTI % % CARI% 43 ?;j'jft”% EXA
% — L RZUO 1 ~2me/ke/ BRIFARLBAESICEIET S
T7i0-7v 7
- 0ELIPIGrade] MITECABLACEA. TREE |
e A Ty N RPN o= RIBRER
EROB | oo mn | TROHAIGEDNLEE. bLSCradediIL | BUSIEL LT
XSERD | oo amipphm | o0 ARORSEAAIRLE HFIOEE/ R
gELAVNES | T BIERERL T ADRBPOOREMSRIORS/ | Ll Z
HEAEBRST S :
Eyf&’;},& ~ Gradel LUFICEELA#. 10 EAICEIBREALE SIORRERET 5
-Gradel Ll TFIcKEL TS
ARFIDHELS . é\ra_ ©
L L, BlC
BigE50IgER - _ —= e o -
Y -BIBREFRIERDBREE,STLR=ZVDO10mg/BLLT
DRERIIABLBECHHL 1B

* 1 & Gradeld [BHX IRV [HEERRBLORBEERMEE . TOMBIICOVTEET D,

1 REQEM. BARPKROEVY . BREOER . £HOBEREEST,

X2 NBVEK iR, BREOEREL M LOMEA. ZOARDFIE T B8 TRAEVKEZ ST, £aiIC (AL LEEETOLT) BBERRE
ROZOEYDEIEEESITOEN TEDREZLD,

X3 AHDRKIZESRI2BFELAIC. BIERERILVEVHOREGED 7L NZUAO>10mg/BUTOREXIFAHEE TR TERVGE. XIE
BIRERICGrade3DHADBRELIB AL KA DRSS ZKAICHIET 5.

3.
2
%
7
2
&l
f
A
f
Z
D
it
#

R DBEICERL T, [HRERE 2 —  REHR/ZEEHX FEEHEKRS0) OB EICLTILEL,
DR & —  RBHY% SR GEERR50), ARMEHRAMKESMRYE/ MHEE > 2— ST6ZE (htps,//www.nanbyou.or.jp/entry/4080)

PR AR R AR AE

FRIRERBR ICE OV TR AR BE DX AR SR EL THEWELAT L. BB BRAIE DX LIEICDWOTIE,
[EERIERERRBNISY = 127 BEMBE " Z22EICLTIRE,

1) BESBE  ERRIERERBRINISY Z 27U [TEEHRARE], FR18F 118
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® RRABRIC BT HFEERRBINR™
EHRBORLURITHRICH I 2 HRRUBRGRBEREERE. TROCBVRESNTOET.

BB HABEERE. AEGEANRER (BAANER) . CASPIAN:E. ADRIATICEER. TOPAZ-1&tB (B AAKED.
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17(23.6) 0 o] 3(7.5) 0 0
1374 >210mg/kg 2BRIBIEIE S (N=475) T AR2BREERRS (N=234)
SihEM £Grade*? Grade3& 04 BRIRIETC £Grade Grade3X 04 BRIFIET
107(22.5) 5(1.1) 0] 27(11.5) 0 0
POSEIDON;:#B&
A 374 I+ Va1 R+A2EHIBHR SR ERE (N=20) HEEF AR AR (N=27)
AR £Grade*® Grade3& 04 RIFIET “£Grade Grade3X& 04 IR
10(50.0) 1(5.0) 0 5(18.5) 0 0
A 3T 4 I+ Y1 R+ASEFIHR R AR (N=330) B 8F|ftR{ AR (N=333)
SIRER £Grade** Grade3&h 04 HRIRIET “£Grade Grade3X U4 RIRSE T
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% ADRIATIC#B%
i 374> TRN=19) 75t RBE(N=31)
AN EH %£Grade*® Grade3X 04 BRIRZET %£Grade Grade3XR 04 HRIFIET
7(36.8) 0 0] 13(41.9) 0 0]
A43I7 12 TF(IN=262) T ot RE(N=265)
SR ©Grade*'® | Grade3&0'4 RIRIET 2Grade Grade3x 04 HRIRIET
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(https://www. neurology -jp.org/guidelinem/pdf/gbs_2024_01.pdf)

4)— A EFEANBAMRERR— LNX=I[F 5> - N —EEE (202658 A RER)

(https://www. neurology jp.org/public/disease/neuropathy_i_detail.ntml)
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> 3. IRERTREER L TDOMR

® ¥HLi%
BRR B = MRS (CR UV E R LA B E LB E LA T REBEICLTAEZ,
KAPDOAKRENE. A T4 A2 REET,
>
- Grade1 Grade2 Grade3 Grade4
v4.03
RPN e . e
WEEE | BRTRELRERR | o ek BEOERPDD | apg
ARAEEALY SEBE DHIRR B2 DR
5. }
\ Lf\ = ~
No—i | momeg || GRISIATIEBOET ) o mims 2 g Aol
. AH %S
EBELISL
AR DWE —
Fo>-
JNL—fE — AR DIEE % KA HIE
7Rt
KL% — FLRZVAY 1~2me/ke/ BXISLBABSICRIGT 5
70—y 7
TERD +Z 30BLIAICGradel LT
B | >N il pima | ECEELBLBARE
5 s | Lo | Gl BV memereomsy —
L ERy | BE HEONBEIE AHD
= ELn | M %5 % KAk
& WNES
z 2
A
] BB AL T AR O RIEIEIR DRSS ERE TS
#
]
= TR B Gradel U FICEELAE. 15 B EMF TRIBRERIVEVRIORESE
) BELLEE WD
1
£ -GradelATFIC®HEL
A%
AR DR .
BIREEMEL i .
s . : E‘:Uﬁ&gﬂ'\)lx%/ﬁﬂo) o
<F¥FS5> - NL— BEEHNTL ROV
RS 10mg/BLUTD#S
EREREUL USRS R E T LT
vk

% R Gradeld [RIYMEESH = 2—O/NNF—JICDVTEET .

1 BEOEME. HARPKBOBEWWY . BEDOHEH. SROEEREEIT,

2 NAVER K. BEOER. ML OFER. ZEORRARIEET. BEW TIFARVIKEBE T, £@#RIC (B LEEEZITOLET) BELRRIR
ROGDOEY) DBEZESITOIENTERREZND,

%3 ¥ N —EEEOREEZETHHEICIEBRBICIGC T IVIGX FMERIB ZIEET T 5.

X4 RFIORKRFESRI2BEUARIC. BIBRERLEVHIOBRSENS T RZVO>10meg/BUTOERESXIFELUEEL THH TERVEE. KFO
57 XAILHIET D,
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o BEHRHERICHIT B EEERRIBURRY
FERBOR2MBRITNRICE T2 MBEEERERERIE. TROEHVHRESNTOET,

>
PACIFICiE&
1 X714 >210mg/keg 2:BRERERIRS (N=72) 75t AR2EREER S (N=40)
AR 2Grade*! Grade3& 04 RIRIET 2Grade Grade3& 04 RIFIET
4(5.6) 0 0] 3(7.5) 0 o]
1 274 >210me/kg 2BREIEIRIES (N=475) 7o R2BREERIRS (N=234)
SAEM £Grade*? Grade3X 04 HRIRIET £Grade Grade3X 04 HRIRIET
37(7.8) 0] 0] 14(6.0) 0 0]
POSEIDON:#B%
1371 I+ Va1 R+A2 eI LR RE (N=20) BEEAH R R AR (N=27)
?JE AL “£Grade*® Grade3X U4 RIRIET “£Grade Grade3X 04 BRIRET
% 5(25.0) 0 0] 4(14.8) 0 o]
Ef A7 4+ Y1 N+ ESEEIG R EE (N=330) B 8F ft R A (N=333)
. SIRER %£Grade*? Grade3XR U4 HRIRIE T “£Grade Grade3X 04 RIFSET
17(5.2) 0] 0] 24(7.2) 1(0.3) o]
AEGEAN;:#{ER
137« T+ ESEFIHACEEEEE(N=37) TR+ BEEEIHAEREEE(N=41)
AL %£Grade** Grade3XR U4 BRIRIET %£Grade Grade3X 04 BRIFIET
9(24.3) 0 0] 10(24.4) 0 0]
1374 O +ESEFIHACERFEN=401) | TSR +ASEAIHR SR ERE(N=398)
Sk 2Grade*® Grade3X& U4 RIRIET “2Grade Grade3& 04 RIFIET
36(9.0) 0 0] 45(11.3) 2(0.5) o]
BIE (%)

BEOBWVIRICTROESVREZINTVET.

1 RMMRE = 1 —0/8F— 2 KM= 21—/ F— KRB 21—/ SF— SR 21—/ F — RS EES = 2 —0/SF— %3 KA
MEE - 1 —ONF— A1 —O/NF— EXK 1 —0/F—

INF— RMERE - 1 —O/F—  BR - 1—0O/F—
)AL ICIIRRBRPDE SNERAEEENTHVET,

* 4 FRRYMBEE 21— 0O/ F— %= 2 —0/8F—

*5 K- 21—0




> 3. IRERTREER L TDOMR

>
CASPIANGER*
A IT7 4 o+ASEFHT MRS NEEN=18) HefE|+ T hRY NEE(N=16)
AL %£Grade*! Grade3Xk 04 IR %Grade Grade3X 04 IR
1(5.6) 0 0 4(25.0) 0 0
A2 T4 U IHASEKHT MRS REE(IN=265) BE8%|+ T MRS NEE(N=266)
SRR £Grade*® | Grade3Xk0'4 RIFIET “£Grade Grade3x 14 IR
%{ﬁ 11(4.2) 0 0 17(6.4) 0 0
g% ADRIATIC: B
G {374 TRN=19) TS5 KB (N=31)
A ER £Grade*’ Grade3Kk 04 BRIRIET £Grade Grade3x 04 BRIFIET
1(5.3) 0] o] 1(3.2) 0 0
A7 4228 (IN=262) T ot REE(N=265)
SRR £Grade*’” | Grade3RU4 RIRIET £Grade Grade3x 04 RIFIET
727) 0 o] 8(3.0) 0 0
HIMALAYA i B&
AIT4 I+ REE(N=34) AIT74> 28 (N=45) VS TJIZTJE (N=29)
> s 20rade” TS mmmr 2Grade| U200 | mmEE 2Grade| U000 | mmIE
Z%; 1(2.9) 0 0 0 0 0 0 0 0
z {ITAVIFAIINB(N=38]8) | 371> T8 (N=388) JSTI= T8 (N=374)
%
?;g aikeem EGradets G;gis $RIRIET- 4 Grade*® GggiS #RI2%ET | £ Grade G)r;giS IR
A
g 6(1.5) | 2(0.5) 0 4(1.0) 0 0 4(1.1) 0 0
2 TOPAZ-158&
* AITAVIHTLIREC AT AT ZF VB (N=37) | ToER+TLIRE A TZF 8 (N=41)
BANEF £Grade*' | Grade3X04 RIBIE T £ Grade Grade3 X104 A
1(2.7) 0] o] 1(2.4) 0 0
AITAVIHTLIRE AT AT ZF U (N=338) | TR +TLIEE S AT ZF 8 (N=342)
SIE £Grade*® | Grade3&0U'4 ERIRIET £Grade Grade3XU4 ERIRIET
23(6.8) 1(0.3) o] 19(5.6) 1(0.3) 0
£ (%)

% CASPIANE B (&, MedDRA version23.11Z65.

SEEOBWVBICTROESYRESNTOET,

1 RMERE - 1—0O/8F— %6 R - 1—0O/NF— FRHERE -1 —ONF— FEEZ1—0O/SF— =7 FREERE—-1—0O/8F—.
AU Z 1 —O/NNF— AEEBH =1 —O/NF— %8 A I T4+ Va1 N Rl 2 —ONF— KRR E = 1 —0/3F — kg
KRB 1 —ONF— ER -1 —ONF— A I TP AEEZ1—0/NF— x99 KM 1 —ONF— FAEEREZ 1 —0/83F—.
A EES - 1 —0O/F —

) AEECIERARBREAPBESNZEAEESENTHY FT,
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MATTERHORN:ER
1 374 Y T+FLOTE(N=40) 75t A+FLOTE (N=46)
AANEH £Grade*” | Grade3XkU4 BRIRIETC “£Grade Grade3Xx 04 BRIRET
30(75.0) 0 0 30(65.2) 0 o]
A7 14> +FLOTEE(N=475) 7t AR+FLOTEE(N=469)
SRR £Grade*”® | Grade3KkU'4 RIRIET 2Grade Grade3X 14 RIFIET
195(41.1) 14(2.9) 0] 178(38.0) 9(1.9) o]
DUO-E& 5%
A1IT74>9+ AT+ LIS—H+ B 8H R AR
BAEEFIHAERAEN=30) BEEHHBIREEN=206) (N=32)
BAAEE £Grade*! GE&ZS ERIRIET | £Grade*! erzagis RIRET  ©Grade Gzrkagis RIRIET
17(66.7)| 1(8.3) 0 17(65.4) 0] 0] 24(75.0)| 2(6.3) 0]
AIT40T+ A3IT4 T+ LIN—Y+ B 8F R AR
B AR EE AR (N=230) BSEFIfREE 5 (N=238) (N=236)
2AFEH  £Grade*'? G;giS #RIFFET  £Grade*'? erzagis RIFIETE | £Grade erzagis RIRET
122(51.9)| 5(2.1) 0 126(52.9)| 7(2.9) 0 136(57.6) 7(3.0) 0
NIAGARAGER
AITA I+ LI BE+TATSF B (N=61) TLIBREV+TATSF B (N=59)
A ER ©Grade** | Grade3 K04 ERIFIET “2Grade Grade3 R0V 4 BRIRIET
6(9.8) 0 0 3(.1) 0 0
ARITAVIHT LI RE S AT Z5F 2 #(N=530) TLIBRE+T AT ZF U EE(N=5206)
SAER %£Grade*'® | Grade3&U'4 ERIFIET £Grade Grade3 XU 4 BRIRIE T
56(10.6) 1(0.2) 0 55(10.5) 0 0]
POTOMAC: B
4 3I74>I+BCGHABE(N=58) BCGEHEE(N=58)
AL £Grade*™ | Grade3kU4 BRIRIET “£Grade Grade3X U4 BRI T
3(5.2) 0 0 0 0 0
4 X7+ >+BCGHEEE(N=336) BCGEHE: (N=339)
SIRER £Grade*® Grade3k U4 ERIRIET “£Grade Grade3Xk U4 ERIFIET
6(1.8) 0 0 1(0.3) 0 0]
FBIE (%)

BEOEWEICTROESRESNTOET.

*4 RMEUEREZ 1 —O/NF— KEEEZ 1 —0/8F— %5 KM 1O/ F— RAEMERE = 1 —O/F— SR 1 —0O/F— %7 KM
BE 2 —O/NF— R O/ F— R EEFH 1 —0O/3F— 10 FERE - 1 —ONF— R —aONF— ER -1 —0O
NF— AEEEB 2 —0O/XF—. FT> - NU—EFEHE *11. 4 I 74>+ RUFIHBOERER  RAMEEREZ 1 —0/F — KEHE
Za—ONF— KRB 1 —O/NTF— A I T I+ AN+ AL EA B EERER  REERE - 1 — O/ F— R 1 —O
INF— %124 I T4 I+ ASEFHACERER AT 1 —ONF— REERE = 1 —O/NF— A8 Es = 1 —ONF—. SR =1 —N0
NF— AT 12T+ LN +BELEFFRCRRER A 1 —O/NF — KRR 21—/ F— X1 —0O/F—  *13 Kk
Ca—ANF— AR 2 —ONF— ER 2O F— AEEESH - 2O F - RKEEREESH -2 —O/3F—  x 14 K%
Za—ONF— KEMEREZ 1 —O/NF—

A AL CEARBRDPEESNENOEENTHIET,

ERADRAKRRICEVT AITVIVVEORRBRPEE CERVEBFLMEBEZEEEZRD 44, 121N
DARBFRDPEE CERVERLCHEREFESRDPFARESNTVET (2022F7H26BFR) .

97




> 3. IRERTREER L TDOMR

| Infusion reaction

Infusion reaction

B Infusion reaction DEEXROER (BRE. B2 . Bil. BUN FEHEDTO BRF) . 7 717+ —
OEMEROER (5 MERD . IEZE. W RME. 88ikE) ICDOWTEZR I &7 oT<IEE,

B Infusion reaction DR IFTZTEICIEBREICKR >TOWEEAD GEARDEFE GEAHMN . REZRARD
BEDREBICEOTEIZRISNBAEEEDDUET, /e AT AP RFERICEDTHER /XY
BTHY. 7LILF—RISZRITIEDHVET,

B ERCEC T AITA I A2 ROESOFMPRBEEAREZ T <IN, ERPEELRBEIE
BEERPIEL T X0,

BT A2 NOYEREGEZIT TR 2RIBHUEOHRSICEWWTHInfusion reactionhdH o
DNIEEADPBRESNTVWETDT. /I T4 I AP 1 NEERICIE. BRBEDIREEZ+HICEELT

CEEL,
® X4k
BRRBEABICA LB b LCRELATRESFC LTSN,
AT ATaN o
>
3, CTCAE Grade1 Grade2 Grade3 Grade4
3 ABSTIRBOTE | (9l ki T
3 PBE. TIEL TR | a0 S350
. Sy : - AL
% L eEEc—soRs | N PPRBLERAER | p e oo,
EHHIJ ;IALL_{:':O N " - &;/’7?%\ NSA'DS N ﬂ;/T_( )@bw—}ir\—bf\(,\) : /_:Eﬂﬂéi%bsa_
i R REOPRERSEG | mwsmw wrewn | U0 manErErs
p IARERSRL crEeHICRISTS |m B
z - soamm0 P U SUARER
e EETS
%
AHONE | RS EEOEAREE50%HET S I AFOHRS & AAICHIE
ERCIDD CBREBRTIIE ASS IR AT | RO UC RIS 283 RO
O NS BIR5 KB ERERERS ESAR S o e
\ \ v < — g7 e 54 o
s | OCIUEDRG O TR RRREETIC | s mmarnsss8al0s BERA,
SO FRLFUS, RFO1 N S5  SEZIRE
- Grade2DH A REIDEFRSG ZHEHRS D SEEA I LA ET BT S
50% DHEE CRBESS
7x0-7v7
TERDRIC | GradeS U LICBL LS A ARDREEKAIL
Ry | oo -
BELALSE

* & Gradeld DEAILH ORGSOV TEEY B,
M1 ABHEEAN BRBKRESFA SR  DAREREN A N > E3MR, £REM, 2023




o BERARIC 51T B EEERRIURTY
EHBRORLMEBTHRICHTZInfusion reactionBERR T, TROEBVRESNTVET,

>
PACIFIC:tB%
1 I74>210mg/kg 2:BRERERIRS (N=72) 7 ZtR2EREREER S (N=40)
AN ER 2Grade*! Grade3h 04 RIRIET “£Grade Grade3X 04 HRIFIET
2(2.8) 0 0] 1(2.5) 0 o]
1271 >210mg/kg 2BERRERS (N=475) T R2BRERERRS (N=234)
SihEM “£Grade*! Grade3& 04 BRIRZETC “Grade Grade3X 04 BRIFIET
11(2.3) 0 0 1(0.4) 0 o]
POSEIDON:#B%
13714 I+ Va1 R+A2EH IR RE (N=20) BEEAH R ERAEE (N=27)
AR 2Grade*? Grade3X& U4 RIFIET “2Grade Grade3& 04 RIFIET
4(20.0) 1(56.0) 0 2(7.4) 0 o]
A 374 I+ Y1 R+ASEFIH AR AR (N=330) B 8F ftR{rEE AR (N=333)
SIER %£Grade*? Grade3XR U4 HRIRIET “£Grade Grade3X 04 HRIRIET
15(4.5) 2(0.6) 0 8(2.4) 0 0]
AEGEAN;:#{ER
1 I7 1 O +BSEFIHBEEREE(N=37) T o R+ BeEEIHBEEEAE(N=41)
A EM £Grade** Grade3X U4 ERIFIET “£Grade Grade3X U4 HRIFIET
2(5.4) 1(2.7) 0 1(2.4) 0 0]
137« I+ASEFIHBAEREEN=401) 7o wR+B£EFIHALZEREE(N=398)
SIER 2Grade*® Grade3M 04 RIFIET 2Grade Grade3Kxk 14 RIFIET
13(3.2) 1(0.2) 0 7(1.8) 1(0.3) o]
BIE (%)

HEOBWRICTEOEEVRESNTVET,

* 1 Infusion reactionBHEERICITEAICHD RIGKOBIZ (51 BURNICRRR L/IZEM2. EMBEES) PEaEND  *2 ALK RIS,
KE x3IACHEOIRIG.EB. EYBBE. BEMRE 4. 77«4 5F2—RIGEE 5 FAICHIRISBEE. 77« 2+ —RIG.

P EYBRIE

)AL CEEARBRDPEESNLENOZENTHIET,

5
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> 3. IRERTREER L TDOMR

>
CASPIAN:RER
1374 IHASEFHT MRS REE(N=18) BL8HHT bR REN=16)
AANER %©Grade*® | Grade3&04 IR %Grade Grade3X 04 IR
1(5.6) 0 0 1(6.3) 0 0
1 I T4 > I+EASEFHHT MR RBEE(IN=265) BEL8EH+T MR NEE(N=2606)
SIRER] £Grade*” | Grade3Xx0'4 RIFIET “£Grade Grade3X 04 BRIFIET
%{ﬁ 7(26) 2(08) 0 5(19) 0 0
g% ADRIATIC B
& 374 IBN=19) TS KB (N=31)
BA AL £Grade*® | Grade3XkU'4 BRIRIET £Grade Grade3x 04 BRIFIET
1(56.3) 0 0 0 0 0
A7 4228 (IN=262) T ot REE(N=265)
SRR £Grade*® | Grade3RU4 RIRIET £Grade Grade3X 04 IR
4(1.5) 0 o] 2(0.8) 0 0
HIMALAY At E&
A3 T4+ REEIN=34) 1371 VBE(N=45) VST 1 =78 (N=29)
3 A 2Grace S g sGravee 200 T 2Grade OR0S0  mmsEC
;%; 2(5.9) 0 0 36.7) 0 0 0 0 0
§ 13740 T+( Y1 RBEN=388)| 1 37+ > IE(N=388) V57 T ZJE(N=374)
3 .1 Grade3 | ..o ... Grade3 ... Grade3 | . .-
?}g 2fgEm  2Crade™ iy, | WRSET £Grade wo4 | BREC | £Grade | ooy, | BRET
2 589 | 108 0 | 923 205 0 | 4011 0 0
Z
;)l TOPAZ-1:E&
% AITA AT LIREASATIFVEIN=37) | TR+ T LI RE+IATSF B (N=41)
BAAkm ~ £Grade*’” | GradeSRkU4 IR £Grade Grade3R U4 HIFIET
1(2.7) 1(2.7) o] 3(7.3) 1(2.4) 0
AITAVIAT LI RE AT ATZF UEIN=338) TSR+ LA AE+I AT ZF 8 (N=342)
SAER £Crade*'®  Grade3RU4  &RSLT £GCGrade | Grade3XU4 IR
14(4.1) 2(0.6) 0 8(2.3) 1(0.3) 0
B2 (%)

BEOBVIRICTEDEBVRESNTVNET.

*6 18P %7 DEAICHI RIS, BYBEUE. B SHZ %8 UIAIHIRIE *9UFAIHIRIE.BMZE 104/ IT71>P+A2a R
BHIEB SRS A7V BRBOIACHOIRIE 11 AT 42T+ 2 2 N IERRZOEAICHD RIS BEUE. 5. BRI,
EABERE. 1 X7« 2V BWE. EMBEUE EAICHD RIS * 12 EWBHUE  * 13 UEAILHEDS RIS, BRE. EYEEUE

A AEHCEARBRDPEESNEFAOEENTHIET.
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MATTERHORN#E
A I 74> +FLOTEE(N=40) T ZER+HFLOTEE(N=46)
AANEH £Grade*'* | Grade3XkU4 BRIRIETC “£Grade Grade3Xx 04 BRIRET
9(22.5) 5(12.5) 0 10(21.7) 2(4.3) o]
A X714 > I+FLOTEE(N=475) TR +FLOTEE(N=469)
SAER £Grade*'® | Grade3Xk0'4 RIRIET 2Grade Grade3X 14 RIFIET
72(15.2) 18(3.8) 0 46(9.8) 12(2.6) o]
DUO-E:B%
137429+ AT+ LIS—H+ B 8F Gt R A8
BAELEFIHRAERAEN=30) BEEFHBLIREEN=206) (N=32)
BAAEE  4£Grade*® GéagiS ER)BIET- £Grade*'® Ggfgis RIRET  £Grade G);agZS HRIRIET
3(10.0) | 1(3.3) 0 3(11.5) | 1(38) 0 7(21.9) | 1(3.1) 0]
AIT40T+ 43T T+ LIN—T+ B 8F R AR
A& EHHRTHE AR (N=235) BLEFIBEER AR (N=238) (N=236)
SHEE 2Grace” %3 g serace” 093 g 2Grade 990 gz
22(9.4) | 3(1.3) 0 28(11.8)| 6(2.5) 0] 30(12.7)| 6(2.5) 0]
NIAGARA:KER
AT+ LI BE+TATS5F B (N=61) TLIBRE AT SF R (N=59)
AA AL 4£Grade*'® | Grade3&U'4 ERIRILT £Grade Grade3 X0 4 RIRIE T
7(11.5) 2(3.3) 0 6(10.2) 1(1.7) 0
AZTA T LI RE+I A TZ5F B (IN=530) TLIBREV+TATZF B (N=526)
SRR ©Grade*”® | Grade3R0'4 ERIRIET “£Grade Grade 3 X014 RIRSET
17(3.2) 4(0.8) 0 14(2.7) 5(1.0) 0
POTOMAC: E&
474> +BCGHAEE(N=58) BCGEIHEE (N=58)
AR 2Grade*? Grade3k U4 ERIRIET “£Grade Grade3Xk U4 ERIFIET
2(3.4) 2(3.4) 0 1(1.7) 0 0]
1374 > +BCGHBEE(N=336) BCGEHEE (N=339)
SRR £Grade*® | Grade3KkU4 ERIRIET “£Grade Grade3X U4 BRIFSET
5(1.5) 2(0.6) 0 1(0.3) 0] 0
5 (%)

BEOBWRICTREOESUBREZNTNET,

*2 EAICHORIG.EZ  *14 BBUE. EYBBAE EAICHEI RIS *15 DEAILHD RIS, EYNBBUE. BBE. B2, 77 7« 2+ —RIG.
THFI74Z5F =23 v I EBOIAILHIBERIE *16: 4 I7 4 »O+RSEAMBEEREN EAHEOIRIS.TF 71 7F2—23 v 0,
A X742+ ) LAY+ EFIFRCERER CIAICHED RIS EMBRIE. /2 %171 37« 2O +ASBFHIHRLERER DIAIL
HORISBBIE. 7S 7« X —RIS. 774 ZF =3 v 0 EMBHBIE. BRZ. 1 X7 1 > I+ U LNA—Y+ B REIGBIERRR
FAANCHD RIS BBIE. EYERE. 7S 7« ZF > —RIS. 774 5F>—3v 0 BB * 18 EB EAHOIRE. 7T 74 5F 2 —RIS
* 19 EAICHDORIS. F2 . EYBBIE. EMZ. 7T 71 SF2—RIS. 774 5F>—2avy 20 EAICHD RIS, 2. E/%
)AL CEEARBRDPEESNEFNOZENTHIET,

PACIFICEREE Cld. 71X 74> O2RBLIE (2. 3. 4. 5 K06 EAE) ODFSICHBWTEERINfusion reaction
I (WTHERS1BELURICEE) UIZER (B—ER) HPROHENTUVET,

5
=}
C
@,
o
=)
3
o
o
0
=
o
>
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> 3. IRERTREER L TDOMR

VA k 9 et 3 =

WY NDAAN—LDOZEHTRICHED ZEDD Y RRLZITCBEYLARDPEETT . MEETP
RBR R MAE IS EAEE CBET BEIKRV TT.

B EREREANIT 2D A2 ROBREERDSMUCERESIN TS 728 BN REIEPBETT .

B 2 <OERESHMEICRLL TWS D" BREEDERPERICLVET.

W Y1 MDA VRBEREPRONLBRICIT. BPPICEREFIECESE L. MAIRE . RAERE (RIFS
RE. MAEBRES) | BEIRE (WEBXHRIEE. CTREF) FICKDIBBED AT ) —Z 2 T ROIERINR
MEERS CRFLT L CAIBRERILVEVRIREEOENEREZITO>TIZEW,

DAWHEEN BRERESFSR: DARBREN N N5 2 H3R, SRR, 2023

® ERFRAEIR
fhDRE (BPIE RBEITE) 2N T 2720 REAREDZDD+HBREERFMET> TEEL,

YA MO BB R OBRKER"
B SAER . AR SR (EME . B (BRRIES

DRI BRERESBFRR: DARBREN T N5 VB3R, £RHEAR, 2023

® XLk
BRIRABRICEWVTY A MO YV IHERBEOMALEIFRTE L THE W REAT Ue, U M h 1 Y IHIEREF O XA
IEDWTIE RBEIEER A RO[3.2 BEDRERIGICEDEHERICHRE L CERTAFRIEBEICLTILEL,
BIBERERILEVHIONRDPATDOBEIE IS AT TEORESHRE L T ZEN,

DRIWHEAA AABRKERSRR | PAREREN 1 K51 2 EHR. BB 2023

3.
%
3
£l
)
Bl
#
3
&
z
]
5
R

102



® BRAREBRICHBII BB ERRRERNA™
ERBROREURITHRICH T2 YA b A VHBERBHEEERIS. TROCDURESN TNET.

7% . PACIFICEER. POSEIDONE R . AEGEANGRER . CASPIANG SR . ADRIATICE R HIMALAYAGER. TOPAZ-1
AR MATTERHORNE B (B A AEED) . DUO-EEER (HAAER) . NIAGARAGER . POTOMACE B (H AR A EH)

TRFEINTHIEEA,
>
MATTERHORN;# 5%
A IT74 > +FLOTEE(N=475) 7R +FLOTEE(N=469)
SRR £Grade Grade3Xk U4 ERIRIET £Grade Grade3XR 14 BRIBIET
0 0 0 1(0.2) 0 o]
DUO-E:B%
X740+ 3T 4 I+ 1 LIS—H+ H&8F R LEs
H&EH SRR AEE(N=235) B<EFIHBIERARE(N=238) (N=236)
SHEF | 4Grade | 02983 | gz | aGrader| O89S | gmam | 4Grade | 2983 | gpam-
RO4 RO4 RU4
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AN ER “£Grade* Grade3X& U4 RIRIET 2Grade Grade3& 04 HRIFIET
1(5.0) 0 0 o] 0 o]
A 374 I+ Y1 R+ASEFIH R ER AR (N=330) H&8F LR A8 (N=333)
2R £Grade* Grade3XR U4 BRIRZET %£Grade Grade3X 04 HRIFIET
1(0.3) 0 0 o] 0 0]
AEGEAN:RER
1374 O +ESEFIHACERFEN=401) | Vo R+BASEAIHR SR ERE(N=398)
Sk “£Grade Grade3X& U4 HIRIET “2Grade Grade3& 04 RIRIET
0 0 0 1(0.3) 0 o]
HIMALAY AztB%
1374+ a2 FEE(N=388) A4 3I7 4> F(N=388) VST 1 ZJ#(N=374)
S AER “£Grade erlazc;ZS #RIRSET | £Grade nglagiS #RIRSET | £Grade G;gis BRIRSET
0 0 0 0 0] 0] 1(0.3) 0 0]
MATTERHORN:HE&
X7+« > +FLOTEE(N=475) TZAR+FLOTEE(N=469)
SR “£Grade Grade3Xk 04 RIFET “Grade Grade3X 04 IR T
0 0 0 1(0.2) 0 o]
DUO-E:B&
3740+ (3T T+ LIS—T+ = el e =97
B2 EFGRLEE AR (N=230) B<EFIfREE AR (N=238) (N=236)
KR 2Grader G290 R 2Grader G200 A 2Grade 2000 smAmEe
2(0.9) 0 0 1(0.4) 0 0 0 0 0]
1% (%)

¥ REDEAIFEMedDRA version29.01ZHED.
TRHROEBYBESNTVET,
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) AEFICIERRBREDPEESNERAOEETNTHEIET,
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> 3. IRERTREER L TDOMR

MERE R 2/ NFREEKAE

B ERRREO/O. MIKERME) >/ HEMIKEICEEEL TOSRIREMRD & S AER (2. FHIRES) R U1RE
PR (D CREUL) . 7T UFYEF NI TURY NER T TV TUETEH) 2 EHHIC
TRV TLTLEEL,

W mRERY ) >/ EBIKESRDN/IBRICIL B CPLICMBRAREMEEEEL. AT (221 R0
AREXIBERIEZZE L. BIBRERIVEROBRSEFOEYNRLEET O TILE,

® ERFRIEIR R URER
thDBRE (BT BIIES) £/ D7 RRBEDZHO+HRERREFHEST > T< AL,

> MmIKEEME) /NEBREDEKRERRUREMRRY
i N

MARRERR : MR CRELU L) &N TUEY RIERD/XIFMET « 7Y/ 4> e NKiHfifZ
REMR EEDOETEEIBER. BT T F 2 ME. plAECD25(sIL-2R) & 1E
RIZHMFRORRR . 286 - I - U /\EICR B MKERE

1)Henter J-1. et al.: Pediatric Blood Cancer. 48(2): 124-131, 2007

® X4k

FRARALER ICH VWV TIEKRERM U >/ HERIEO M EAITRE L TH Y LA T L. MKERME >/ GEBIKED
RONCHAICIE BPDICIBRAREFIEEEHE L. A IV 22 (21 ROREX (IR EHIEERET L. BB
REFINEVRIORSEDBEYBNEZFT 2> TLLEN,

o BEREBRICH T HFEFTHRRERINNR
ERSOERFRRRICH VT MIRERE Y >/ VESEERBRESNTOE LA,

ERNEERFRICBNT A I T« Y IREA V1 REOREBFPTECERVERRMIKERM D >/ WM
BRIED . A T4 VBBREETTH. A I 74 > I+1 ¥ a RRRETIAFIRESN TV E Y (202654A308
BEA) o
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A
- 4. EZEH

4.1 PACIFICiER
| 411 75 bABERBRUTRREOED > HEER (2 1%H)

PACIFICEHBRICE W, T ERBELUBRLTAITA >V VHEHTORREDEN U LB O EBFEERIE.LUTD
RICRTeRUTLE,

>» (2{f%H) CTCAE GradeflNFEER : REMBIHNRER

{37428 (N=475) 75t (N=234)
sEE% S £Grade Grade3LE £Grade Grade3LlE
M5B

FIRBRISAEE T 55(11.6) 1(0.2) 4(17) 0

FIRBRIRE T 35(7.4) 0 4(17) 0
—f - 2EBEHSVRSHUORE

e 70047 | 1(0.2) 2100 | 0
BRESSOFERE

i . 620181 | 22(48) | 18(7.7) | 12(5.1)
PR . B E S ORREE

K | 168(354) | 2(0.4) . 59(252) | 1(0.4)
RS KUK MRS

TSEE . s8(122) | 0 - n@n | 0

25 %)

4 -
2
Z
&
#
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| 4.1.2 2EMRBEFAEEDA 71> SHTRAED EH>7EIER |

> (2AKREAXIZBEARAKH) 5% ETRIRUEIER : REERITHREKH

PACIFICEHBRODA I V1> VECEVWT 2FEAXIEBARAERONINDTE% U EDFEIRRE R UCEHERIE.
PIFORICRTELYTLL,
BE.2FERACHEBRLUTHAANERATOS% U EBWERKZRUICEIER L. MAHRIER R DA T U,

B | 374> VB (N=475) | BAAER (N=72)

MRS

FRBSIAEIE T 50(10.5) 7(9.7)

RSB T 30(6.9) 6(8.3)
BBRE

Xl 46(9.7) 7(9.7)

B0 26(5.5) 2(2.8)
— - £ EWES SURSHUORE

FENIE 28(5.9) 0

%) 62(13.1) 5(6.9)

BRI 5(1.1) 4(5.6)
BRED S UFERE

HIRES | 5(1.1) | 4(5.6)
BE. hEHLVNBAHHE

REHRIE BRI | 20(4.2) | 7(9.7)
RBBLOREWE

BAHE 27(5.7) 7(9.7)
BERRBIORAMEMEE

B | 21(4.4) | 4(5.6)
RS . TS SRS

ML 25(5.3) 0

IR R 28(5.9) 34.2)

A 2 43(9.1) 3(4.2)
RS SR FHMEE

TSI 33(6.9) 7(9.7)

Ei2> 37(7.8) 6(8.3)

B (%)

o

T
>
o
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> 4. 2ZEH

| 4.1.3 PACIFICEBRIC B BRERT S2—Ib

>» BXK121AB. 13712 10mg/kg% 2:BRHERRE"

FER 115 =2380
' P :

Week GER) 0 2 4 6 8 SEELIE
LITVBE O O | O O | O |288310.12.14.16%)
BATE O O 0 | O O | O @ 28B5(10.12. 14.16%)
PABRINA
(R T MBS, | O o o o o | o | 288710.12.14.16%)
BEEAIRIE)
hE O O O O | 48&(12.16.20. 24%)
PE Ay O 0 1618
MR O O 0 | O | O | O 288310 12.14.16%)
MR HRE 2 O O 0 | O O | O 288310 12.14.16%)
NRRERE O BRI BRI
RigE" O 0O O O | 48% (12. 16. 20. 24%)
it s 0o o o o o | o |4#m32.16.20.24%)
Performance Status O @) O O O @) 2BE (10, 12. 14. 16%)
BHIE (CT MR O O | 8% (16.24. 32. 40KV 48)
ggﬁgﬁf_ggmcemm O ol o o | 0o | O |2B85(10.12.14.16%)
BRRUCHEF. HIV O

#:20283F N BIC. AHBREGRHROBERVUBERIFEREAE (10mg/kg) PSEEMRE (1500mg) (. £/2R5EMRIE2:BRBRD 5 4B H
BRICEEENTND
1 DREIREP . KR ERSHEFICIERES 2. 1HERC16BRIEA IV > VRERIRIFRLA. X712 D& 5%30 2R R 3B LA
ICAIET D,

X2 REFMETICRE  BARE . 2 MREROFHERERERIBEONTNDI L,

DIVRERFZRE 7T IV JIO—AALP. BB KHREESR . ALT. AST . HEVILE > Mg CRERIB®EIE4BHE®E) . K. Na. Ca. Cl.
WEING OLTFZ (OLTFZ2 0T IYA) CREFBRIEAERE) . REXIGMFREZR. v-GTP CARMABRIHRR LABERER).
FREE CammAmRIE4BEE)

2) MAFHRE  FHRMIRANETOEVIRE . FIRER . FHOFRMIRATE. SFERIK. BIR. AT MUY M FHRIR.ATIOE > /MRS, 7Rl
BRI U\ BIERER. FEFRMBRANET/OE VB

3) mEFEERE 7O MO EVER (PT) BRSOV RTSAF VR (APTT) . ERREELL (INR)

DRBRE EVILE> pHOBI., 2230 JILD—AE T A BROIE

4 -
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| 4.1.4 PACIFICHBRICHIFBELIRIR - st B2

® SEIREE

>

R A TR ZMICNSCLC LR SN TH Y YIBRTEERBATETHEDRE (A7 —
T &#F 9 BHE#E (International Association for the Study of Lung Cancer
Staging Manual in Thoracic Oncology [IASLC Staging Manual in Thoracic
Oncologyl £ 7hRICHED)

18m Ll £

OX (&1

128 L

MeBFIHBTIRELD | TATAETRRULEEPEER LICHDBEIE GARED
YA OEEr gt | PERSECERFHREERTHOORRA2ARETERL
FEORMHAESZF. AR | (oL,

EOYERSH 1 ~428 )
RICFOREAKRZ TR  EREEEBIE. 428M0A0 - HEOKID 14
NS HE0, BREMAICAZU—ZF 5% T2 ENREEEND,

BEEH) & AUV R RIHRBUED RICHEST (PD) ARDSNTULRL,

B2 BHEBVLEROAL VX T IFDSBO0TANEEH BT E : TRAVK,
EYTIAFU B LILE S REYSRABAR U370 BFLILRIE R LFEIL) XiE
ASINIERD

(LRBEDRIEY A IV IREHRORIEIRST BTSSR EIRG C BRI AR IT NSRS,
AR AR DHE D EELRBO SNBRVD . AR GHREEDOR ChhIL LEEE
ERBELTEHRL,

BB L ACERFRRREO—IRELV T EEREN T ETICHIRTIREC0CGY £10% (54~
B66GY) EZIF TV RITNIERSZ,

%ﬁﬁl‘é)‘ﬁﬁ%ﬁﬁ R %m%%,\ qugﬁm%??§b320Gy5§5ﬁ&0/2‘3“/20733350/()5'55%

DR EZETT S | THIRERENI4CyRib

CEDERENS. DI Vas 1 35% B XU Voo 1 30% 5%
(AT BB 5% 10°/L

f/MRE>100 % 109/L

~AESOE>=9.0g/dL

B L7 FZ20 7S A>40mL/ 53

MmBEEVILE > =1 5 XEEZEELER (ULN) (DIAN—IVEGRFOBEEI DD YD DERME
RO LTEINERD D)

DR OFE T ASTRUALT=2.5XULN

R TH DI ED R TEHEHE . NEHERMOLEDHE . RS ME TOERIRED
EMThHEEHE

* :WHO Performance Status

%% . Cockcroft-Gaultz{ [Cockcroft and Gault 197681 XIETL7F=> o UT7 TV ARER24BHEBERT > TIICELS:

B OLTFOUTIVA(ML/D) =

& (kg) X (140 —4F#5)
72 X mFEILTFZ> (mg/dL)

#E (kg) X (140 —%Fiip)

T OLFFZ2OUTI2A(ML/D) = x0.85

72 x mEILFF=> (mg/dL)
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> 4. 8E¥R/H

® [RILEZE
>

12 TSI MR E DR A LI Ch 5B E

BAETHENSCLCITN LB RS MSHR AR S 21 L\ D8

BRI E AL VIR AR RIS 2 B0 TV BRICET AR D e BT I
NSCLC##
ABROABREONERS DN ABRLNICAS P ORMRE S DOABREORS £ 5(S
i, FARDAREONERS ORGBHLAICE/ 2 O—F A OR5 £ B0 8

BEICFBHDHPD-1 FUERIFFPD- LI A OREE RIS 7B

FARDLDIABD DILEFR . SRR, ENFOFER SR T FEOHAEE
TLBEE

ARBADBIOH ABBLIAIARERS O ELDAFMER S 1B
RSB ES 5 o8

REERSAREONEES ORI 28 BRI HAIES £ 2 8E

SABRBIONS0 AN SAREREO30 BLNICHBL LT/ F> OEBE R B
72T T RIS T DBBIEDR D 5 D%

AT HEHRFORIC 53 Grade 3Dl EOBMA S EELTL AL EE

AT DICEREHRFE T Grade2 Ll EOBMAH B SN T\ BEE

S S A C T i —

FES O FNF Xk N

3 BEORFFEDESHICGrade3LEDASPORBIBNELAEERE X /LT E

s DB, Gradel ITICEELTWARWEE

z REX FBE2EBICECRERER S RREINBE

z PAEISBEICHEMLBER (B /0% RBEABA) PRBSNBE

2 FRREREISIEOREN & D BE

1 Bazett HE# AL TIADOER (ECG) HSBH L DHRMEQT M (QTe) DT

Vi B 470ms LU ECh BBE

3 HEEATRR BB DR

o RIS SIS . 0> NO— L FROBME . FRERDIE.
RERR

Y MA—ILARE SE I S A i S 9 =P
REREES S ABMEHCERBRBNIEBAR

BE BRIFFAXR CRIPFA X S NMEBEFRLIIILA (HIV) DI EF VA%
BT EPRNThHDEEE ST EH ML MERE
SBBOBHOESTHHIRINDIDEEDDORABIEHN TEXRIBD
TR A ARIRR
BEICRERERRZM SN REEE T 58

RORFMEBEEBOREIHDEE

PEIRAPISIRILF DKM NISAETEREZE T2 B XISEIRFIE L R TH M BB ITEE
EALTWARNEE
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4.2 POSEIDONGE%

4.2.1 BERAIGRCRREREIEBRLT 1I710 D0+ aR+
BERAGACFREZR TRRBOSD IFEER (2FKE)

o

o1d10vd

E

POSEIDON#EBED2AEFICEVT BERAIHBECEREFEEBRLTII TP+ NS REIHE
CEFRFRH CRARDO% U LEED OILBEETZRIE. ITORISRTERYTLL.

>» (£%H)CTCAE GradefllNDHEER : REEFITHREH

AT+ T2 NHES BRI SRR EEL B on 4.2
(N=330) (N=333) u
ETES Grade £Grade Grade3LIE £Grade Grade3LIE E
mABEVY >V RRE §
SRR 99(30.0) 56(17.0) 78(23.4) 41(12.3) B
WA *
PRI EIE T 39(11.8) 0 4(1.2) 0
FRIRBR AL ORI 19(5.8) 0 2(0.6) 0
BiRRE
A . T121E) 5(1.5) . 51(163) | 5(1.5)
REHLUR THEMEEE
5 64(19.4) 4(1.2) 22(6.6) 0
TSI 36(10.9) 0 15(4.5) 0
BEBRBIOHAENEE
RI%H 7 C 410124) 1(0.3) 21693 | 1(0.3)
—f - 2EWEHSVRSIUORE
R . s3018) | 0 . 2869 | 0
EAC
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> 4. 2ZEH

4221371V +1422N+AERFAHRBLLFZREHTLAERL
IEEBLTEARARHATHRREEDSS% L EES.BRAARBRICHITS
RBFIMD2HILL EOFEESR

POSEIDONEEROD A I V4> P+ Y2 N+ AEREIHAEZRERFICEVTC 24EFAEHBR U THAAERAT
FEIREDE% LU LB BRAERICEIDHEBOKD2H LU LOBEERIE. LTOXRICRTELYTLE.

> (3710 0+421F+EERAIHRALEFREE) BRI REE

BRIESSUFERE BREE
FEE% 2(10.0) 11(3.3) W 9(45.0) 63(19.1)
EIY 2(10.0) 3(0.9) T 7(35.0) 71(21.5)
ATNIY 3(15.0) 11(3.3) B 11(565.0) 137(41.5)
IR 2(10.0) 14(4.2) Or% 3(15.0) 17(5.2)
ORI 2(10.0) 4(1.2) HEHSUR MRS
T 2(10.0) 4(1.2) BEE 6(30.0) 33(10.0)
mAEBEVY >/ REE BB 2(10.0) 6(1.8)
RAEFPHEOE | 3(15.0) 10(3.0) =5 2(10.0) 2(0.6)
BB A TS 2(10.0) 7(2.1) REEIR 3(15.0) 14(4.2)
TERMAE T 3(15.0) 4(1.2) 25 2(10.0) 7@2.1)
KRB LORBRE RBER TR 2(10.0) 2(0.6)
BAHIE 9(45.0) 93(28.2) R 6(30.0) 64(19.4)
BHUTLME 2(10.0) 72.1) MRS 2(10.0) 2(0.6)
BT S 2(10.0) 12(3.6) BRERS SURAEREE
s HHE 3(15.0) 25(7.6)
FERE . 301500 | 26(7.9) BOET 2(10.0) 7(2.1)
HERMEE —f - 2HMES SORSIUIORE
TR 3(15.0) 10(3.0) R 5(25.0) 9(2.7)
fgﬁ%ﬁ%}_ 3(15.0) 6(1.8) RiEFE 4(20.0) 27(8.2)
— FH 7(35.0) 53(16.1)
KA RIDIRRE 2(10.0) 2(0.6) P
e Ty
. e 0.0 e SeREREH 6(30.0) 39(11.8)
- R /MREGHS 3(15.0) 24.(7.3)
z IR BID ORI AR 5250 | 24(73)
L Sim 2(10.0) 8(2.4) S T T
Lrocy 4200 | 1238 SEAIHSRIS 3(15.0) 12(3.6)
B 2(10.0) 13(3.9)
BIEE (%)
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| 4.2.3 POSEIDONERIZH 11 BIRERY D1 —)

> 1371221500mg %3 BEH4EIERE . ZNE4BRBIRE

12218 75mga3BRE40IRS . TOETARBORBEZZETTIEERS
— fmER feemriT i
1442 = 38R 1542l = 48R
Week GER) %;é;ﬁﬁﬂ o 1 3 4 6 7 9 10 12 16 2&%%’;&

{370 IRE O O 0 0 oo o

(U RBE O O 0 o o

BITFR O lololo|lo|lolo|o|o|o|o 0

nmmaEme | © | O 0|0 00000 0|0 O

E O |[o|lo|lo|lo|lolololo]lolo 0O

12FEOER" O B L AER S

MR RE 2 o |[o]o]o|lo]o]ololo]olo 0O

RO o |o|o|o|lo|o|lo|lolo]lolo 0O

MARERE 02 FRR L AER S

TSH. BB TS B8 T4Y | O | O 0O 0O 0O ol o o

RIGES o |olololololololo]olo 0

BEUF4 . CELFFH. HIV 0O

HERE RREXEDE | o g o o o ol o o

EE

(CTRIEMRI) o o o o

(RECIST %1.1k7)

X1 URERBIICKS . BRE. SMRBAOCHBERBERERPEOINTVDIE,
K21 AT -2 TR OHRRIREIF Day 1 HTSHLRICKAEL R ITIIE B 5R0N,
DERRMICEALONERDEEDPRBOONHAIF DBER THRBIDIE,

2) MABEACEIRE  ZIT I FPIAURAT 72— (ALP)  ALT. 7X5—HE AST.ERERIE. DL TL JATA N ILFFZU LT
FZUOUTFSVAYINEINDS VAT IS —E, T A—A ABBRKEER . UNS—E XTI IL AUTL FNITARBEUILES,

e SAVNTES UL ITES+a
3) MARZERIIRE xS >/ BRI AR BT PR ER . FERERER . AT/ DE > /MVRER . B MR
4) MR RERE B MAVRTSAFUER (APTT) . EREREE/LL (INR)

) WERETSROERETADRAE L. TSHEDRE TH OB AXIEADBRICEELLEEEZRDPEARNICEDNSHEDAEET S,

6) RIEE : EUIE> T hAR B pH. BRONER . 2>/307 JIL DA E

4.2
T
o)
%)
i
O
o
pd
i;I'-II'I
b
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> 4. 2ZEH

| 4.2.4 POSEIDONGRERICH13 BT 45RIR - BrotEE

® EIREEE
>
POSEIDONZRERICH TR ELBIRE R
RS SMPAZAICNSCLC TAT —IIVERKT. XEICRFESN. IRABEBEELE
SRR X S EHAERDEISE RO RVVEEEAB I D85
S AU EGFRERB L VALK BGETOVWTNEROARVEEZE T 5EE
- HEAEFHTETIC. IHCH&E)R (SP263) ICK > TERBPD-L1 HIRIRED RSN TL\DEE
CTXIEMRIZ KW IEREICRIERIRE TH A REFE1OMmMLLLE (U >/ DIFEIFEE15mm
Ll E) OMEHRBEEORWVEEDS 1 DL EH 2 EE
Fig 18/ AL (AARTIFR 20551 E)
hE 30kgi8
pS* OX 31
HERD 128/ E
BEICRERETFUER FICTLA-4. H71PD-1. iPD-L1 RUHPD-L 2 ik
\BEDBEE (F=72LZNBICREENR) DEBENTEREE 2T TORVNEE
HEBMENSCLCICN T AL BEXIEZF DO L EEEDEEDR L\ EE
ANE/OE>=9.0g/dL
TR RER = 1.5 10°%/L
/M= 100x10°%/L
mEE UL E> =1 5XEEMEER (ULN) (DIAN=JVEEBOBZIEDD Y DIFDERE
_ MHHKOLETENZRDD)
BEMR - -
FEEH LR 0GE ALT XOAST=2.5x ULN
FEsiehh25mE6  ALT XNOAST=5xULN
ILTFF_oo 7o AEHE SATZFUEERLDFEZA40mML/ 5
(EBDOHEABLV/zCockeroft-Gault®**IZ
KBXIE248FEBRICED) AT SFUEREHYDHE=50mL/ D
SR BB THDIEDPBRTEDEE . XIFERFOLMEDZE . FRXIEME TOEIRIEGEH
EEThIEE

* . WHO/ECOG Performance Status

& (kg) X (140 —%H#5)
72 X BT L7F=> (mg/dL)

k% BE LT FUTITIUA(ML/D) =

4 -
2
Z
&
#

_ {42 (kg) X (140 — )
*kmW I ILTFFIUIUTIVAML/D) = - x0.85
72 x mEY L7 F=> (mg/dL)
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® PRV EEE

POSEIDONBRICH T D ELERINEAE
S5 R =AICSCLCENSCLC OBE R e X ISAERIE (sarcomatoid variant) &2W
~ =B
RABBTLRNSABREZE Y FIFoN/-EE
B GENAR) BREE . NIENANRBOEWAETHRRE T THIBELHBREI. KABRE
BRI DERIRERERICEANSN TV EHE
BER12 BRI DRBEEDERRRB ICEMUZEE
EAERDIZDDILEEE . RBRERES  AYZEAR ISR TV EEDHBEZZIT TS
BE
BEHSEEEZ T TVDEHE
A28 25 "HIHBIEREDPEZMICES THDIES
RBREYEIZSAT28BLAIC . AFM CRBREEEMEDEREICRED) ZHITIN/ZEE
B BEED HDEE
IR XUFT 2N T XUE LX) A 7OFERSET 14 BUIRICEZEIHIFIRS & =217
7=
SREREDAEIRSHT 30 BLINICTHFE T/ F > DiERE 2 T /=B, 71 HANEDOEBEIL.
BEBRPNOTRBREORRIES30BEE T £V F > DEEAR]
BEHICEDLOST BEICT NI TRO/ XIENX ) A T ORRIRABEICHE O TEES
Bl shiz. XISBaREZ /- 8E
RAEMBRER B KEBAXIET O—5F]
BEXIFBEIC. B N [BEEREARRC ]

iy

4.2
T
o)
%)
i
[}
o
pd
j‘_‘flill;
b

FHIE - JRRE

SRR B USKIE
MEESERSNL | 2FMTUTYN—F7 A P N AfEEREIST 27— ERE
BE [ZREMBERZFHONFERE. 7L —7 AR BT F ERL.

SN EAE]

W SR DO

ILD

TRO-ATEE | EEES omEOTRE. 02 O AROBME. FEERDE.
GRERSSDHS | TR

B TR RS ER A EI B
AREAOBTHHIRENBHEE D DORNEREN TE LD
A N

RIS BN B OB i HEE

R BEIEE DR Hh 5%

REBRSERDArE To8E

ERE DR TS EOTE N HEE

5. BIATA. CHFTA. RISE MEIERe ™ (LA (HIV) S0 E MR 5 5 B E

EYRP ISR PO LM XISEIBEEE T HBUEXIELMET AU T»557 1)l
NIV TBEIBEDHZEFEG O0BRET. HDWVET 2L/ T+ XU LY THAEE
DRIFESI1B0BRE T BILBIEFEEMATIRRDE N EE

WINDDRBREITARZEICEEND VTN ORMANST LTERHMDOT LILF =X
BHEER T HBE

BBROFIE. GIRROEHEETTDIED TETIRRNOSIPEY THRVERBRER
EEIFIC KV SN2 BE

BRAERE - AHHES
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> 4. 2ZEH

4.3 AEGEAN#E%
| 4.3.1 zettom=

AEGEANEHBR O 24EHICE T2 2HBBBOR2HOBEIF U TORICTITEFSYTLE.

o iERHEAR

RBREOYEIRG AL O&REIFSEE L IFFMEOWT MBS DI0BERIIIKDEARFRBETTEOL I
BOAETICHR LILAEERDESSNE L.

> (24F5KEH) REEFTHRER

137 14 0+ RAGRLERER 7 7R +BERAHRERER

(N=401) (N=398)

EEEER 387(96.5) 379(95.2)
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> 4. 2EEH
4.3.2 77 AR+AERFIHBILEREBFELBLT. 137120+
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* . WHO/ECOG Performance Status

#E (kg) x (140 —5F#)
72 x mEI L7 F=> (mg/dL)

% BY ILTFOUTIVAML/A) =

_ AE (kg) X (140 —%H5)
sk KM ILTFIUIUTTIA (ML) = - x0.85
72 X mESLFF> (me/dL)
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4.4 CASPIANGER

4.41 HERFI+I MR RBELEBRLT. F1I71 2O+ HA+
IPRRBTRAROSI > EFTEEZR (24KH)

CASPIANEBR D4 HFERICH 0T, ERBAN+T MRS NBEEHBL T 374> S+ ESHH T MRS RBE T

RRENE% L EBD oA EERIE. LIFORICRTEHYTLE,
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AITAVI+ERBAHT MRS B B BH+T K N
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CASPIANRBERICH TR ELBIRERE
BRI X TR CRER SN/ E R /MR EE (American Joint Committee
on CancerE7HRODAT— IV [2TOT. 2TON. M1 a/bl. HBUWIEM AP sE R UGS
JARRETE CE—BHSHNICINE ) &S5RI ETRER (DD EROIEE N H DX LEE
Sl SIEEEDSAREN D, T3~4 KR OTVNDEE)
MEDH 256 MERETH D XITAEEATRBRERSFWBIT T nBL EIChEY
2704 RROMEEEL L TLELTWAZEDNREBTH D, AT U—ZJ B ICRERED
FONDEETIE BANBICMOCT/MRIZERT 2T &,
ERI/NIRRED—ARE L TASEFIEN—AETBEEEL A EZITDDIC
BRI REE BELTWBDEHBT SN R ITNIERS RV ALREEIE. AT TFOXIEHILRTZF D
WINDETI MNRY ROFFAEREE LRITHIER SR,
2 ) 18k (HARTIF205 L L)
hE 30kgi8
pS* OX 31
HEERD 1238/ E
BEDLEE BEICCAEBIE TV FaBRL< HCTLA-4 HfiPD-1. #1PD-L1 RO PD-L2Hith 2%
SRR (ERELZNBICRESHAL) DRBENEREEZT TUOVRNEE
HXHFRERE= 1.5 X 10%/L (AU —=>J 3 BBk 10 ——13RF (G-CSF) »fE A
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Mm/NMrEg=100%x10°%/L
NEJ/OE>=9.0g/dL
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Cockeroft-Gault®X**Ic KW EBDHFEE B
TEHRLIEILFFZo U TSI AE DIVRTSF RGO E>45mL/min
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* . WHO/ECOG Performance Status

A& (kg) x (140 —5F#)
72 x mEI L7 F=2 (mg/dL)
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k% BUILTFOUTIUAML/A) =

_ 1K (kg) X (140— )
wk Ll JLFFIUIUTTVA(ML/S) = - x0.85
72 x MBS LFF=> (me/dL)
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AROBAOEFHHRSN HHBED S OFEREH TER LD
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ORI BB ORED 5 5B

REEEBEORE B HBE
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1. BRTA. CHITA. RIAE NIERe (LA (HIV) SO EB BT 5B

RIS DL XITETBRER B § 2 BRI LM T BB EZER L TORL
BE
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AIENCS LCEEMO T LILF—XSBBEZF § 5E5E

FATAE - TR

BRAERE - AHHES

44
0
>
7
LY
>
4
i

139



> 4. 2ZEH

4.5 ADRIATICE&
| 4.5.1 R2tOBE (24EM)

ADRIATICEHBO2HERICH T2 L2MOBE* L. UITORICRT EHWTLLE.

> (26%KE) RERTHREE

1IT1OVB PAATE
(N=262) (N=265)
LHEER 247(94.3) 234(88.3)
Grade3U LOBEER 69(26.3) 68(25.7)

REICELARER 72.7) 5(1.9)
BEELAEER 78(29.8) 64(24.2)
BEHIEICES TR EER 43(16.4) 28(10.6)
REICE 1 BEER 91(34.7) 76(28.7)

B (%)

* I AITAVIROTIRROBEBEHFESINARD O/,

452 77 FRBELBLT. A7 DUTRREFOED 27
FEER (24KH)

ADRIATICHBO2HAERICEVWT. 7o ERBEEHBR L TA I T« Y OB TEREDP—EULESD O/ EE
ZRIF UTOXRICRTEBYTLE,

> (2H#EH)ReERITSRER
13748 75 tAR
(N=262) (N=265)
SHESER
RIS T 42(16.0) 10(3.8)
FOFEE 34(13.0) 19(7.2)
RIS TTE T 27(10.3) 4(15)
EELEEER
FREHREAG 2 13(5.0) 72.6)
4 RS B 2R 6(2.3) 0
Y GEILE-HEER
z BRI 26(9.9) 19(7.2)
# B 12(4.6) 5(1.9)
B£8R (%)

* IRBROEDPLUTICEE T 2ERELH L/c. 2GradeDEEFER S5WUL EBELEETER 2% UL KREICELFEER 2%LUE
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4531371V T2AHERBALLEBLTRAFARBTRERDSS5%
L EEL.BRARBICH I SRRABH2HLLEOFERR

ADRIATICHBDOA IV VEICEVWT. KB L THAAEATEREDS S% U LS BRAEFIC
BIBERABD2HIULDBEEEZRIE. LUTORICRTELYTLLE,

> (1371 08 REBBITHRER

Bi
ol 1o N=262)

BRED S UFERE

HRER | 2(10.5) | 6(2.3)
R

FRBRIAEE T | 4(21.1) | 42(16.0)
s

TS | 3(15.8) | 16(6.1)
BBRE

EH | 5(26.3) | 27(10.3)
RS S UK FAEMEE

e | 3(15.8) | 4(15)
BERRDLURBAEREE

R | 3(16.8) | 18(6.9)
BHLORBEE

S8R | 2(10.5) | 3(1.1)
—f - 2 HWES SVRSIUORE

HH | 2(10.5) | 11(4.2)
BE. FEHIOLBAGHE

RETAREIIRA | 8(42.1) | 60(22.9)

B2 (%)
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> 4. 2ZEH

| 4.5.4 ADRIATICREBICH1IBREAT S1—1

>» BKX241AE.137121500mg%z4:BRBI’E

HEIER 191 =48/
g 100/
Week GEE) a0 4 8 12 | 16796 s
SkRzH

174 85 O O O O O O
BIRFT R (24D O
R R GEIRICED <BREEBAL) O O O O O O
A >
(Jm;& Hﬁ}};?;%/ﬂﬁ&é&() © O O O © © O
K= O O O O O O O
DB O BRIRAICHERB S
MARECZRiEE> " O O O O O O O
MARF R O O O O O O O
TSHGERETIX IS BEBET 4°) O O O O O O O
fRi&E O EREREVICHERIBE
BEY, CRUFFA. HIV O
TG E S O O O O O O O
WHO/ECOG performance status O O O O O O O

RIS T ﬁfﬁf%%ﬂﬁ FEZEREL T, %*)J@?\Zi@%] LiSEF‘aﬁ +1 i\EFeﬁﬁ\

(CTXIEMR) O %031‘&_\ 3%%1’E%%%'JHHEI TR E %:C%\ﬁﬁi‘ﬁ QI@FEﬁE 1B/,

(RECIST 21 11R) x5 L%@{%{L}RE\CISU}% N 74 > &1 .1/@:6%%&?%@{%

BEELOPDHRDO SN2 T24BME 1 AREICERT 2.

1 DEBRZESRAIET D&,

X2 R ICHE RS E . MEXSMEDEFARE FIEEREICL S T4 V728 0) W OICIRFIREZ LU SBETEREL TH XU,

¥3:1 AT U —Z 2RO MBREFHRER O MBRFHIREHDay 1 (FIEHR SR FISHLURICKESN/cHE. Dayl ICREEBEXET 4R
[F7A 0N,

¥4 TSHORENDay 1 (MERSH) s 4BLRICKESNHE . Dayl IIREZBERET 2BRIFR.

MO EIRPTRER RMD A e/ RET B RXISMIBIC KB ERGEERIET D FEIRFTRELR LIS L CORREDOMEIZRSHT7 BUAKROZ D&,
4BEEICERIGEZEE LR ITHIER SRV, ERREIFDay 1ICEE L TH XWD . RIEFEEOMBTNICHEUYERIBRETEMSED
BREAFL.RATERLDICTAHIE,

MO I N—ATA VEEGRHEIE . B TERIEAE UM RORBREDOYEHRSF42BLUADRA Y U —Z > JFIEO—EE L TCRTRICERET 5 &,

DIARECEIWRE PV T IV FIHIRAT 7 R—E ALT. PS5 —E AST.EREIB. DL T L V0T R ILFFZU vy LA
SINSYRATIS—E JIA—RA ABBKRER. UN—E X TX T L HUTL ST NI TLAREVILES (L2 /NT  TSH. BEE
T3 BT A, [RFE IS M RFEESR

2) MRFEIRE HEXAFREREL, NET O E > B MmIRE ERRRECLL. $E5) >/ BRE /MR BRI D SO 2R T S AT VB

) EBETSXISERETADRE S TSHEDEE . 52 NEADBREEDEEEZRDPBRKNICEDONDIHBEICROTT D,

DREE I EY BN BROSER. JILD—A T AR pH 22N T (HHE
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| 4.5.5 ADRIATICEHBRIC B BELBR - IpstEE |
o HRIRE%E
>

ADRIATICHBRICH TR ELBIREZE

SR SR ZAICBRBESCLC [ AT — VI~ SCLC(£T. £N.MO) I D ER S N =&
[American Joint Committee on Cancer Staging Manual(AJCC Cancer Staging
Manual 8th Edition) X (&International Association for the Study of Lung Cancer

T Staging Manual in Thoracic Oncology (IASLC Staging Manual in Thoracic
Oncology 2016)ICHE2]. T RDERBE P RARMETIRA — 2L EZZOBERNICEE
naeE
AT =Y I RSN DBEDZRIFFMHTAIE TH S ORRFIEMFIC K HTSh o gE

Fip 18mgLl £

HE 30kgi8

pPS* OX 31

HEERD 1218E L E

WaHRRERT) CRSHBTHREH 22O EREZAY 1 7 ILZTF
TWBBE., o2 VEEREIT T ROBBREOHRIR SR ~42B LA
ICZDBREDTT LRIFIIER SR,

BEOBREBRL DA VIO D AEREL DAV ICAZEA KT
I bR NEDDPEENTOERTNERSE.

REIR1EIRG AT > 1 —)LISHEOEIRGTEC0~66Gy 2 618F % 11 72

—aEE LT 7 LA RSO HRIS 7
B Eggwmaz@ﬁﬁ%%%z&/l HVAEGy & 3B E 1 7=

- . BEHiRE Az =
EFEHRAR TTVBBE | iEmMEc s TRREN S AU 3 2 & SRESNS,
- ERRRE (Mean lung dose) H20GyRis R 1,/ X IEV20h35%K;
- DD V0D 25% A

RTIE 2V 1 7L BDLFFREER T & TSR LR IFTIIER SR,

BEDKE I MO ZER L GAREEEMEDBINIDLEEEIC
EBRRT 1 v MPBELONBRWEHIET L /256 BRI 22T ERE
ERTOREBFHBIESY A VLT T LTHKL.

BE T B2HH T8 TIRBHERCEMEHREE (CCRT) DiETEIC. T2 =3 (CR).
A= (PR) XIERTE (SD) DEM KR VETR L TRIFIIFR S0,

BB EERS O X SIEEAEFIEIC ST FHEMBEIPC) B EIS &R o/eE A
CORTH& T HMEIEEHT1 ~42HOMICTK TS5,

M AF kSR =1.5% 10%/L

/%= 100 % 10%/L

ANEF/AE>=9.0g/dL

BB ILF7F 20752 AREE>A0ML/ D RIFKREEOHE % AL /zCockeroft-Gaultal* *
K27 LFFZ2o U7 S AEHE>A0mL/ 7

MBI = 1.5 X BEAE LR (ULN) (S LA UERB D BEEHD Y D QBRI &
RO L TBMERD D)

ALTRUAST=2.5XULN

T DDA
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* . WHO/ECOG Performance Status

& (kg) X (140 —5H#5)
72 X mELFFZ> (meg/dL)

k% BJEILTFOUTIUA(ML/D) =

_ = (kg) X (140 —% i
*# KM LT FIUIUTIIAML/S) = - x0.85
72 x mESLFF=> (me/dL)
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WINDDRBERLAREICZEND VT D DRI L TR D7 LILF—X &
BEEEET 2BE
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; MEDCRT A &K EELA A FFAINC) CTCAEIZ A5 Grade2l E DS L TL VR BHES
b (W, RN R ORREE AT 5 REEIEA T 3 HAER<)
e nimn g | OEEBRRIR KB 70— 5]
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4.6 HIMALAYA G E%

4.61 JZ71THELRBLT. 1371 0+14 221 R8XIE
1741V HTRAROSH OLFERER (£4FKH)

HIMALAYARBO 2 AERICEWT. VIV IZTVHELBLTAIITA I+ VA NBEXEAII 7D T
HRREDPENLULEBD O/EBEEEZRIE. UTOXRICRTELYTLE.

>» (£%H)CTCAE GradefllNDHEER : REEFITHREH

AITA T+ RE 1374 YSTI=TR
(N=388) (N=388) (N=374)

ETES Grade aGrade Grade3LlE #£Grade Grade3LlE #£Grade Grade3LlE
FrinerEE

FIZVTFII NIV

575 vaem 36(9.3) 10(2.6) | 44(11.3) 12(3.1) 20(5.3) 7(1.9)

FANGE BT

S ore | 48024 2052 | 56(14.4) | 26(6.7) 24(6.4) 12(3.2)
A5 REE

FRIRBRIERETUEE 32(8.2) 1(0.3) 9(2.3) 0 2(0.5) 0

FRIRRRIEREIR TE 47(12.1) 0 19(4.9) 0 16(4.3) 0
HEREE

IR | 400103 | 103 | 21649 0 | 1643 | 0
HERRBLUOESHEBREES

L] . 28(72) | 40100 | 3488 | 4010 | 1385 | 0
EESXUOR THBEREES

F SR 89(22.9) 0 56(14.4) 0 24.(6.4) 1(0.3)

Ei323 87(22.4) 6(1.5) 40(10.3) 1(0.3) 52(13.9) 4(1.1)
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> 4. 2ZEH

46.2MI74+MD1FBERVAIT4 P8 TLAELAELR
LTEXALETRRENS%LU LS. BRALHICHITS
RGNS 2HILLLOFTEESR

HIMALAYARBRDA I T2 I+ A DA RBEROAITA VIV 246EFAE B LU TEAANERTRARY
5% LB BRAERICHEIDRBHAMD 26| EOBFEZERIT. LUTORICRTERYTLE,
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» (37140 0+142 188 REUBMRER
HERR firs =38
W BRE
FIRBAE ORI 5(14.7) 32(8.2)
RIS T 7(20.6) 47(12.1)
mrEE
NERIE 8(23.5) 40(10.3)
HEREE
RBZE 3(8.8) 3(00.8)
DR
L) 2(5.9) 3(0.8)
LS REE
FFsE R 4(11.8) 4(1.0
MBS SOR TRMRE
BERRR 3(8.8) 5(1.3)
TOFEE 10(29.4) 89(22.9)
e 2(5.9) 2(0.5)
Ei2> 11(32.4) 87(22.4)
—#§ - 2HMES SORSIIORE
R 2(5.9) 3(0.8)
B 8(23.5) 51(13.1)
ERPRIRE
LN 2 | 3(8.9) 10(2.6)
Bk (%)
4.
z > (371008 REUBITHRER
&
3 iaha a5 (=389
BiBREE
T 9(20.0) 58(14.9)
O% 4(8.9) 4(1.0)
FrABEREE
FFiAE R 4(8.9) 6(1.5)
REH LUK FRsRE
SEREEL 5(11.1) 6(1.5)
TOFEE 12(26.7) 56(14.4)
5 3(6.7) 5(1.3)
Bz (%)




| 4.6.3 HIMALAYASRBRIC BB RERS Y2
» <A3I74THMPARE>1371401500mg %2 4B BIRE5 . 12aF300mg&1EEE ——
<AZI714 8 >137121500mg =4 BRI BIRE
BEE 14420 = 4380 oo
Week GAB) E;é};fﬁﬁ 0 4 8 12 l},gfi"i(ﬁ RS
R TATI A T2 NEE
(3T IBE o o o o o
Py o
43T TR
(2T TBE o o o o o
zEma o o o o o o o
BN A >
(A8 . POy, £ . ARif) O O O O O O O
4E o o o o o o o
12FELEN o BRI E BRI A
Child-Pugh 27 S/ o o o o o o o
B e o O o o o o o
RERE? o o o o o o o
MR RERE > @) O O O O O O
AFP o o o o o o o
PRI
(TSH. SEE T3, B TA) O O O O O © ©
BEFFADBUFES S B
el o o o o o o o
CHFFADBIES 55
i o o o o o o o
BRIFF R XITCRIFFRD O
T e
HIV O
RIAE® o BRI LAEAISA
i RieE
(RIRE XL MERE) © O O © © O o
B0 48ER (B AGFAERRE T5) X 8BS (+ 1ER).
BB FO%IF12:BE®E (£1:8E) (C. RECIST E£11RICEERT DGR
R o | E&EOEGERD. WRHICTRAR)2EEDEEREE LT
clxgman PD AR S BE TS,
= BEIEHICE DB T RN ASEMIL 8BS (£ 1:8/). Z0%RIE 128
B9 (- 138R) DA 1L A,

1 AT —Z2JDiRKREEREBD Day 1 @EERSH) siISBELURNTH>/154E . Day 1 ICBEREEERRETDHEITRV, MBREIFHEE.
MRFAIEE . ISR E S R LR BEEHNIEKVEEICERELTHRO,
%2 7O0ra>EVEERM (PT) XISEBZEL (INR) ODWIT DA EN=ATA > (A7) —227) TiH0Y %,

1) MEECSIEE  TILT I FIHUKRAT 78— (ALP). ALT. 72 5—X. AST. BERBEIE. DL TA ZJOTSA R LT FZUIUTF IR,
TLFFZ Y INEINNT VAT 15—, FINA—A LB KHEES . U/S—E. XTI DT T NUILREDILE > 82N,
REX I MPREEE

2) MRFAHARE | #aH§7hERER . $E 01 S/ ER S AT OE >, T/MRER

3) M RERE OO E VR (PT) XIEEBZEEL (INR) GEMALES MOV R T SAF VR (APTT)

4)BEEETIROBEEHT4DOAEIE. TSHEDSEE THOLBERIEHAIBRICHBELEBEEEXKDSHRNICRDONDBEDAERET S, TSHIE.
Day 1 (#EE5H) 8114 BLURICHE LD THNIE. Day 1CBEMNETBHHBEF RN,

5)HBsAgEHME . HBeAgE M. FIHBCHItA . AHBsHItA . fiHBeHifh. HBV DNATEE. HCVHE . ROFHDV Fitk

6)HCV RNA. HCVEEFE . FiHCVHitk . HBsAgEMME . ROHTHBoHA

7)HCV RNA. #1HCV#i{k . HBsAgE M. HBV DNAEEE. FfiHBcHifk . RO HBsHitE

Q) RRE  LULE Y B, BRONER. JILD—A. T AR pH. &2V LE
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> 4. 2ZEH

| 4.6.4 HIMALAYARBRIZB1FBELRIR - Brot 2

o BIREE
>
HIMALAYARERICH 1TDELEIREE

FEEEBORIEEBFZMAR CTHCC O R SNEE
YIBRTEEHCCICH T 2B EADES R 5K\ EE
Barcelona Clinic Liver Cancer (BCLC) A7 —B (BFFREDHEIGE RS XA

e F—ICHEE

- Child-Pugh S EADEE
N—AF1 VIO E1—2iEES (CT) XIS HEREGZE (MRDICKIERICAES .
RECIST B1ARIA RS VICHOTIEREICERYEBRLUAETHDICE LZRFI1IOMmML L
(U/EIDBEFEERIEMMLELE) OREHRIBST DR VVAIETRERE N1 DL EH 2 EE

=2 ) 18m L E

hE 30kgi#8

pS* OX 31

HERD 1238
BEDBEE HCCIZX T 225 EKICLDIAERENS R EE

HBVRZ LT\ 2 (BEFAFEIE [HBsAg] B RO X BEFF 47 filk [

HBCAD] B CHBY DNAIRH [=101U/mL]) B4 1 BANBICIR (LA S (EHE

s EIDIEFIRICRED) 10 &R T I NAB+ A SN TN B Z & (HBY DNAS
BV - AOPESS 20001U/mL) BREBENT\BEE

HCVEZL TS5 E I BHANERTHCV RNAXISHHCVHUADIFTE MRHIC KL
HCVOREEZMDPEIN T\ DEE

NEJOE>=9g/dL

#extsrpk#r= 1000/uL

MMm/N\#r#=75000/ulL

MEDILE > =2 0xE%E R (ULN)
RESR AST ROALT=5xULN

FITI>=228g/dL

EFZZEL (INR) =1.6

Cockeroft-GaultRICKWRBDAEZRAWNTER LI LT7F o0 7o AEXIE24
BERIL7FZIU TS AENZ50mL/minDEE

FIEETHBHIEDPER TESHEE . ISR OLMEDHE . RIS ME TOERIRED
BEMTHHHE

IEIRIRE
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2
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&
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® FRYLEEE
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HIMALAYARBRICH T DELBRIVEZE
PIRRAS TSRO (Vo) PREREA - BE
L #34/BIR (fibrolamellar) HCC . FIERHCC . XIFEEMPBEHCCOBAL THS

ZEDPPHOTNDEE
BRICABR TRBREEZEUNITONBE
B GENAR) BRIREER . IINAWRBRO B HERFR THEBAERE . FRRE
EFIChDERREBRICEHANS N TS BE
RARBRDBEEDOYEIRSRI28 HLIRICHDGBRREDRS 2% o BE

Bk FEREDID DILEFEE RBRERS | EWRFIR SNSRI T RFEHB T 58HE
RREOYREIHRSA28 BLIAIC. BEED30%BICKH T HMEHEE. HDWVIERIFFDH
[RBREIC R ARG FRE = Z T e BE
BBREOYEERSHNICHPD-1FUAE . FIPD-L1 FIAREX SR CTLA- AR EDER S 72T
elEDDBHEE
BBREOYEIRSEI 28 BLAIC KFM CRREBEEEMFOHMIHD) ZiTSnicBE
EEZRSIEE D b 5 HE
RAEXIGRBREDOYRIZRSH] 14 BURICREIHR ORE5 %2\ ) 7 BE

BREOYREZRSHSOBLURNICHHENMET /T OBREEZR I LBE. T BANEK.
ARERE PR ORBREORKRIRS30ARET. £V TF U OEEAR]

)OS EBCED 5T BRICT 1IN TR/ UGN X LY TR T
BERLSNE. HDEVEREZZT1EE

TEEIC LD RPRAOKEEILPAMARBEETRFEBAERE (NCI CTCAE)
BIPERE Grade2ll EOFMD ML T\ 28E (REE. SEMHAM. ROEREETERE LR
REEIERRS)

FATHE - JRPRIE

i | JOEEIREE 6] AR 5o O ]

SR | PEA REEER]

EEBSERIN: | 2EMTUFVR—F A PO F—S BB 3 T/ — e
B (SR MBAEES P, &L —7 A5 . BT F. FEAA.
J K%

PR SE R E OBLE

ILD

A PE—VARRE | g S om0, IV MO—AFRROBME . RREROE.
HREEEDHB REER

& e ~

= TRENSERL BN EBES
BREEDETEHIRT 5. EEESRRU A EABIC LRSUS.
RISEEDNEIC L BEBEEN LS DIEMER LRI

BESTEREXEIVMNO—ILARERSMEDHDEHE GRRPMEIOMMHE B IL
IR#EEAME140 mmHEBEER)

TR MNA—LARETHE . BOEREDPRTELDREICHDEE
BRSNS Z ORMENCH LTCEERMOT LILF—XSBBEZF 555

W12 BBICAFEREDEIED 2 « ISBED TR LD AL D7td DR EE (B4
BYEDIOICEAT ST YO—A VT 7HII20F) zhBELIEBE
BEREOTEL/AEIRS ORI6 HALIAIC  BRIRBICERR K. T ADOBERT bO—IL%
HERF S B7eDICIEERE (FRIITE) IIEMFREDERE BB ET DD H o7 BE
BE120BBICECER M (REFHIVE X LESHMNE) OBEXIESHIHDEHE (X 1208
Pl ElChieBtERMOBIE NH 2B EXITEREEEMSEPRESFBOUAI D BNE
HIHr g 2BE Il REERFEBEOREFIRIM O CBYGNRFR AR EERET HIL)
HBVEHCVICERFEEL T2 EE. XIFHBVEDERF AT ILA (HDV) ICERFREZ LT
WBEE

AOREEBEBGOBREDHDEBE

HHREREDREDN D 2E2E

BB SEREEDRE. S LIHFOL D EE
EMEDOREMRENSEDREDHDEE

X IEE MR T LA (HIV) FE0OZEERBREDH D EBE

IRFRISIRIL PO LM RE . XISETBREEE T 2 BUB/EBEXILMERET. AV V—=27
DET IR TBEEREOSHEIFGI0BERET. HBWNET 2/ NN T+ XL T
HAREDRRIZS180BRE T BV FEFAT2RRDEVEE
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> 4. 2ZEH

| 4.6.5 HIMALAYARBRIC 511 B HMBIEERICDVT

HIMALAYARERICH T2 H M BEDRIRELE - [ROVEEIL . LITOEHYTL,

<BREE>

CBFTEEDOERERSE . FFEEEDIRED Child-Pugh 238 A (Child-Pugh A3 75X 36 R) DEEDHAAN
bnc.

M/ R#75.000/uL L EDEE

<BROVEEE>

i@£12tﬁF536C5ﬁfthjﬂﬂ(ﬁiﬁ%ﬂiﬂr EBLMNE) OREXIEEHDHZDEE (127U EICDIEDHBE/{LESRT

DD HZDBEXIABREEEMEDPREBIBO VAT DEVEHIMT HREICIT. EREREEOREFIR

LC?EDTE%B@PW%R/;'%%%%T%)

HIMALAYARBRO 2 FERICEWNTC A I T2 I+ AP a RN AITA VDRV TTIZTEHOWITNHT2M4)
DIERBRDRDOSNAHMBIEDEEZRIL. LTORISRTEHYTL,

> (2%#%H) CTCAE GradeflDBFEER : REMBHHNRER

AZT40 O+ N8 13TV JSTIZTJ#
(N=388) (N=388) (N=374)
ETER Grade sGrade Grade3LlE #£Grade Grade3LlE #£Grade Grade3LLE
Him 44(11.3) 23(5.9) 42(10.8) 19(4.9) 56(15.0) 21(5.6)
_EERECEH M 7(1.8) 6(1.5) 3(0.8) 1(0.3) 4(1.1) 2(0.5)
=] st 7(1.8) 4(1.0) 5(1.3) 3(0.8) 5(1.3) 4(1.1)
EFIZ 2L RN 7(1.8) 3(0.8) 5(1.3) 3(0.8) 5(1.3) 0
SHm 6(1.5) 0 4(1.0) 0 12(3.2) 1(0.3)
[aaiikE3==]:> ¢ 3(0.8) 3(0.8) 0 o] 0] 0
il 2(0.5) 1(0.3) 2(0.5) 1(0.3) 1(0.3) 1(0.3)
I{EHE M 2(0.5) 0 4(1.0) 1(0.3) 0 0
BREMH M 2(0.5) 2(0.5) 0 0 0 0
P 2(0.5) 0 1(0.3) 0 3(0.8) 2(0.5)
L3 2(0.5) 0 2(0.5) 0 1(0.3) 0
ERFH M 2(0.5) 0 2(0.5) 0 0 0
fES M 2(0.5) 1(0.3) 0 0 0 0
APTT#R 1(0.3) 0 6(1.5) 1(0.3) 3(0.8) 0
B S 100.3) 100.3) 2(0.5) 0 0 0
g mfR 1(0.3) 0 4(1.0) 1(0.3) 6(1.6) 1(0.3)
1 BB L M 1(0.3) 1(0.3) 4(1.0) 4(1.0) 2(0.5) 2(0.5)
H 14 AR AT 0 0 2(0.5) 2(0.5) 0 0
& 1 0 0 3(0.8 0 3(0.8) 0
BEPY I 0 0 0 o] 5(1.3) 0
NEIZOE VRS 0 0 0 0] 2(0.5) 2(0.5)
55 (%)

HIMALAYARREBRICE W A I T4V I+ A PaRBROAIT Vo IBICBIPEERENEFIFY ST ZJ#E

RREEICHOONEL],

AITVAI ATVARRIEAITA OB EBICKIRUEZZOEFNTRIAITA I ATV2ARXIEAIT1 &

HiMEDARBERPEBE SN TNDIE RIRBDHENEZONDIEENS WA TIITA I AYV1RXUE

AITV4>VEHMEDORRBEFRISBAETIEIHYELA,

7‘:7‘:“l/ HIMALAYAGEE Tl FFHEEDIRRE . M/ 28, L BH OB, 'JZ?@‘%L@E%@%E&%?%%%
ICRId HBIREAE - [RONNEELZRELTHY . BN ATDEHNEEZICH T HREMEDP+DITIFRER SN TOARN

RICBEIHHREDHVET,
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| 4.6.6 HIMALAYASBRICH I BEIBN <REMFE> |

HIMALAYARBR TRBOON/Tc. A XTI AVIAREOARBRDPEE CERVBEMEFA (EIFFET) BAA
BEOEAZEBZ ZBNTLET.

> fEf
60t Bk
B&E  YIBRA s ir iz BE 122 R300mg+13I74>1500msg

BHHE : AL RIBEX RO CRIFF K BRE  FFEiR{LF RS HE

Day %@
1 4221 R300mg+13I74>21500mgiks5 (1EE . &KE%5).

13 Grade2DEE T A IR,

20 Grade3ICBiL. XFI T L RZVO>125mg/Biriz 5% (SAM).

27 | GradellZ®h . BAKW 7L RZUO>120mg/BROZS ZRIAL . R4IC10me/BE THR .

Grade3&%h%, RENMEEBESRBEMEEA. /L NZVO>40meg/BICHEE

91 | ICV-RNA 6.7 log IU/mLIZEE. Gradel &%,

94 Grade2&#%. 7L RZVMO>60mg/AICES

106 | JLRZVR VT 2 OEROBFIRBOHT, VLY TFF2OA—ILBORORSEHK (12988%T).

FFRBE RO BHRERICIERZRD . AbvaRaigsd. 7UFILU TV BROFBRAZRSHKR (134BEET).

U A% I\“_‘/IZI/élOmg/lEH:;Uzzo

120 | Grade3&RUARR.

121 VI /SIERET I FILEORSHM (138HBET).,

AST. ALT. BEVILEMBRIFAISED T BB IERHBHE L) SafE. BiEdE. mRETEHIT 2D,

125 | s ORI RETIC LB HDTRAVNEE R Sk,

180 | "Y' T4 TS—MROIINY FHFOA—IERIRSEM (1838RBET). 7L R=V0>40mg/Bix5BEH.

181 | BREFHRY SORRILEIE.

CTREEE. KEDORKEBROMEERZR D/, BODPREABIRIIERD T, FT2O BRIl ZRET,

182 7OhO>EVESRE (PT) 24.4sec. PT activity 36%. PT-INR 1.80.

183 | XFF L/ VERAFSESE (138BEET).

PT 24.1sec. PT activity 29%. PT-INR 2.14 JEMALE S OV R T SAF VB (APTT) 54.3sec.

s Graded &%, PS3,

PT 22.0sec. PT activity 33%. PT-INR 1.95. APTT 53.2sec.

195 | husamiprns . JUFILUF BOBRAREEE (138H8£T).

186 | PT 18.0sec. PT activity 44%. PT-INR 1.58. APTT 39.9sec. Child-Pugh/#& 13=.

1838 | ABER. RGBT TROFEIEE. 77/ —tEZ225(C8 8. SPOALMEARE. FT2ICKUET,
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> 4. 2ZEH

>
FF%REIREE DHERS

e AST
— ALT
— RE)IEY
(G3) (G3)
2
450 ¢
10
400
3
- 350
<| 8 }D
::), 300 £
A
F 250 6 \J
< 2
= 200 -~
2 A Al
150 (G2) 4 ®@
B55R
100
2
50
0 0

Day—1 Day6 Day13 Day20 Day27 Day34 Day4i Day48 Day55 Day62 Day69 Day76 Day83 Day90 Day97 Day104 Dayi11 Day118 Day125 Day132

<
/A
140
120
100
80

60

mg/Day

40

20

0
Day—1 Day6 Day13 Day20 Day27 Day34 Day41 Day48 Day55 Day62 Day69 Day76 Day83 Day90 Day97 Day104 Day111 Day118 Day125 Day132

mPSL: XFIL TRV UDCA : T HFa—ILER
PSL:JLh=vno> GLA: JUFIVIF B
MMF : 3371/—UBSETTFIL BF : XY T4 T5—h

4 -
2
=
&
#
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4.7 TOPAZ-1:E%

4.71 T75ER+TLIRE+IRTFFBELBLT. 137100+
TLOBEV+IATFFVHTRARDRD P ZEFTEERER
(24%KH)

TOPAZARBROEHERICHEWVT TR+ TLIREV I AT SFUVEHENBR LT AI T D+ TLIRE +

SATSF VR TRREDZ%BULED OLBEERIT. UTORICRTERYTLE,

> (2{%H)CTCAE GradeRlDBFEER : REMBIHNRER

AITAVIHFLREVHYRTFFUR | TTRRATLYREV+SAT STV E
(N=338) (N=342)

EEE% Ll £Grade Grade3M E £Grade Grade3LlE
MBS LV >/ FRE

A | 163(482) | 80(23.7) 153(447) | 77(225)
R R

PRSI T . 2368 0 1132 | 0
BB IORRRE

DU AME . 2883 | 10(3.0) 176.0 | 4(1.2)
BREE

B0 | 138(40.8) | 5(1.5) 122(35.7) | 6(1.8)
PRI

RS . 29868 | 22(65) 1859 | 1132
RS SOR TS

TR 38(11.2) 0 28(8.2) 0

o 38(11.2) 0 28(8.2) 0

BERE 28(8.9) 1(0.3) 15(4.4) 0

R BRI S 19(5.6) 3(0.9) 8(2.3) 0
—f8 - 2HBWES SVBRSHLORE

53 70(20.7) 5(1.5) 57(16.7) 2(0.6)

TS 28(8.3) 0 17(5.0) 0

%8 (%)
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> 4. 2ZEH

47243712+ 5L REV+IRTIFUBETLAEREHLR
LTEBAXAAEBRTEREHNSS%WLUEEL. BXALHICHITS
RGBS 2HILI LOBTEER
TOPAZARBDA 74> I+ 5LV AL S +SATSF U BIC BT, S HEFL LB L TEAAEE CREES5%
BUEE< . BAAERIC B BHBGIRHF 2B FOBEERE, LIFORICRT EHYTLUE,
» (X740 0+5LFEV+HIRTFIF ) REUBITHRER

ok s N33

BRESSUFERE

PR | 4(10.8) | 14.(4.1)
BB

EH 14.(37.8) 109(32.2)
FrABE RS

R Y 8(21.6) 29(8.6)

RILBEL 3(8.1) 4(1.2)
RS LUK FRsRE

%5 7(18.9) 38(11.2)

MR EBRES 4(10.8) 19(5.6)
—fg - SHRESSVRSIULORE

R 10(27.0) 70(20.7)

R 7(18.9) 10(3.0)
BRI E

SFREREAYD 26(70.3) 91(26.9)

/RS 15(40.5) 70(20.7)

FU R 7(18.9) 37(10.9)

Bk (%)
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| 4.7.3 TOPAZ-18tBRIcBIIBRERS Y2 —

>» 1374271500mg%3:BBHRASHERE. ZNE4BMERE

ek
e T BT
REIRHE 19 2)L= 3380 19150
— 43R
' S
WeekBE) 2% 0 1 3 4 6 7 9 10 12 13 15 16 18 19 21 22 24
(2T TE o o o o o o o o o
SR o o oloololooloololooloololo] o
SAENA A
R FEE.ME. | O O O|0|l0|0 0lolololololololololol ©
)
12 HELER" o R EUBRIES
nREEmEE=>| O |O|0|]Oo | 0|lo]olololololololo o o
mESHEE=*? | O |0 0|0 0/0|0/ 00, 0l0|l0|0|0 o o
MR RERE? o |0 B EAEREA
CA19-9RV
Cen i o o o o o o o o o
TSH. 83,
e o |0 o o o o o o o o
Fiaz o o o o o o o o
HIV O
BEFFA M5 | O | O o o o o o o o o
BRUFTA i
e o o] |o|] |o|l Jo] Jo] |Jo|l Jo] Jo] | o
- mERLFIFEERSAE LT, BYO24EMIE68: 185, Z0OREBL1BEC.
o 4y | O | RECIST 1 1MRICES MAMERIREIC £5PD LHESN2E T, RO ELEORE
: DI DEPEEEEE CERT 5.
Lorformance oo ololololololololololololo olol ©
PROZF(T® o o o o o o o o o

1 DI O—1REE. FASD DR (DHR XS OHBEEDRBENEEREERE) 2R LBA. A
HTIC K BEORRBICIECTEET 5. EMMEOERBXISTBIROBEREEZE §58E . ITBRABRICHAZRELLEE L. KE5D

e DEXRRFICHEVDERELRET B,
X2 RSFMETICRS: - BRE . 2 MBRENOFHERERRDEONTNDIE,
X3 BRREBETHONIE IV SHETERLTHLRL,

¥4 EIRATRE R KD A FRIEIRIRE IS MBEIRIR B 2 KT 2. REBREOYERSH 7 BLRICIEIR®REZEREL . £ DRIFEY 7L DDay1ic

ES)iERAN

D MBRENFIRE  FILT IV FIVAVKRAT 7E8—E ALT. 7I5—E AST.ERBEIB. WL IL JOTA N ILTFZU AVTIILE
SINSYATIS—E IR ABRBKEFESR . UNA—E XTI TLAUTL FRUTABEVILEY BER . REXIGMFARFER

2) MRFIIRE | 3FPERIEST . AT/ O > BB, >/ SERHE 2L /) REL
3) MR FEERE SEER MOV R T SAF VR (APTT) . BBIEECL (INR)

BRETEMEXISIELSNEZEFIRD

4)HBsAg (Et) . HBeAg (EM) . FiHBcHF . FiHBsHUA . fiHBeHfA . HBV DNA (B8) . THCVHE . HCV RNA HTHDV A

5)HHCV A HCV RNA. HBsAg (E1) . HBV DNA (E8) . fiHBcHitA . FiHBsHUk

6) EORTC QLQC30/BIL21. PGIS.EQ-5D-5L. PRO-CTCAE (PRO-CTCAEF. EX L ERR D & 5 E TDHENE)
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> 4. 2Z8H

| 4.7.4 TOPAZ1RBRICHIFBELBRIR - Brot 2 |
® BIRE%E

>

S S A C T i —

fEERE (FFRBEEEX SN BEER) ANOBEEZ2 0. AREMICTIBRTELETIE
EREORBERE CHDEE

VERZ T TR RER TR M R O/c B/  RARDERH T 28E
RABMDOFiT 21T 0/c56  6h BBERBL/IRICEBRLICESE
MRBEEE (CERERD/ RISMEHREER) 21T o7/cip B AR TROH BB ZES

2 LEBaTER LR

£ N—AS1 VBB A DR RHIE D=8 DF A+ K54 > RECIST B1.1RICED<
é EHRED 1 DL ERO BNz B

E 184ELL L

e 30kgiB

@ OX1

& 1258RILI £

RERTERDVFUERICADHICTLA-4 HPD-1. H1PD-L1 ROHPD-L2 514 %%
(272U ZNBISRESNEL) DRBFOEEDEVNEE

SFFRERIE E=1.5X10°%/L
M/iRE=100x10%/L
ANE/OE>Z9g/dL
IL7FZ2oUT7Z2A>50mL/

MmEEVUILE>Y =2 0OXEAEE LR (ULN) (DIAN—JVERBEOBREICISBERINL ERR
WICHEE 2 EEMEDPROSNDHAITEERAEINFFTIICHEZSNTND L)

e h a6 ASTROALT=2.5XULN
ez 2358  ASTRUALT=5XULN

3-
T
B
%
=
7
%
]
1E
A
£
z
()]
st
=

* :WHO/ECOG Performance Status
%% . Cockcroft-Gaultz, [Cockcroft and Gault 197681 X7 L7 F >0 U7 SV AREB24BMERY > 7ILICLD

#E (kg) X (140 —iH)
72 x mETLT7FZ> (mg/dL)

B oLT7FZOUTIVA(ML/D) =

_ AHE (kg) X (140 — i)
zZW LT FZoUFIYA ML/ = - x0.85
72 x mEILFF=> (mg/dL)

ot RS
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T 7 —R—REICRELIZES

MEnE X (S E B BEREROBYRRREZ RSS20 26 58%

METHREIRFEF ORMBEEREEZ I L&D HHEE

g A E R < BIMOEHRE A% & SRR E

DFLPD-1514E  FLPD-L1HuA  RIFFCTLA-4H5UAZE (F2/z2L . ShBICRESNALY IS
KBRBFEREDD B EE

ERBRDIZDICASD DR E . ABRERS | EYZNBENII R TVREDHBZ
RIF T 2EBE

TREREDOYEIRS DRI28 BLIRIC . KFM CRREEEMZDOERICHED) ZHfTShcBE

EEMRBIEE DD EE

REXISBBEOYRIES O 14 BLURICREHHR S 52 - 8E
(BFER - A HNBAT0O4 R BRI AT 04 REET. prednisone*10mg/BXILE%E
EOEHGHAT O NS BBERIGICH T DA 04 N5z <)

BEREOYEIRSOFIS0BLRICHH LT/ F o OEREEZ T/ BE

B30 BLARICDRRERERICEMUBBREDRES 22 e BE

TREREE X FZDORMENK LT OT LILF—XITBHEEE J 5E8E

BEDOFEREICER T 2AKEELDSAMER (NCH) BEEERILBMFERZE (CTCAE)
Grade2l L&Y (BREE. SEHAM. BREETRE LLBRREE R HEERL
TUORWEE

RIEMIBER (B KX, 70— %]

BEXIFBEIC. B sam o [FaE -
Eﬁﬁﬁ%z‘i%ﬁ MER [/u\§ﬁ§%<]

MEBSERSN | 2FMTUTY T A IO N EGERREX ST 17 T —fEER
BE [ZREMEREHEONTEAE. 7L —7 AF . BE T~ F FEAK.
T NURKE]

TR XILEB D RRIME

MO REA FEEMEDD > DAL ST NREFOE . NER
:I \/ - N d: N FA zf
BEEEREE T JRENEDEE MR R

BE TREHOERREEEHRER

BREADETEN TS AERFROERI AV &E L HERSED.
U EICLDRABENZFIRT 2 LORIEHEER/ IV

B REEE DD H B EE

EHEOREERENSEDREDHDHEE

fE. CERFX. AR TAILA HIV) EOFHEOBRREEICRRL TV DEE

RDRFEMEBERBE ORIV HEHE

EIRPXIGIRI P ORI RISAETEREZE T 2B R/EERUBE T AVU—Z2T /K
DETLIREY /AT SF U OEKEZS%ZI180AM. H2WNET 2N T/ T5ER
BRREORMBIRSGROOBMICEMLBIDEEEAT 2ERDRVEE

* | ARFIRAR

T P
HEl ZVdOJ_-\I

HENYOHYILLIVI §

4.10
=
>
[
>
sl
>
b3

—_

®EOVINOLOd D
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> 4. 2ZEH

4.8 MATTERHORN k&
| 4.8.1 e toBE

MATTERHORNEE D 2FERICE T2 LR2MOBEIE. LTFTOXRICRTEHYUTL .

o i ERHAR

BBREQYEEZRSEDSKEKEZSREL JIFFHEOVTHAENS DOORRXIIRYDERARRMB DTN
BUAETICEBR LICAEERDEFSNE LT

> (2#%EH) REMBRITREH

13742 +FLOTE 7o R+FLOTE
(N=475) (N=469)
2HEEER 471(99.2) 463(98.7)
Grade3Ll EDEEER 364(76.6) 354(75.5)
FRCICESZBEER 23(4.8) 20(4.3)
EELAEER 229(48.2) 207(44.1)
BERIEICES>BEERY 142(29.9) 107(22.8)
AIT40IRIET TR 48(10.1) 30(6.4)
FLOTOWE D DEH| 121(25.5) 95(20.3)
KREICE S 1=BEERY 321(67.6) 289(61.6)
AITAVIRET TR 268(56.4) 241(51.4)
FLOTOWE A DEH 272(57.3) 250(53.3)
BEICESEBZEER™ 199(41.9) 185(39.4)
B (%)

1 WIThDDORBREDRESFIEXIIHREICESTLREER
X2 FLOTOWIT D DERDBEICES/EAERR (M I 7« VY DHBIEFI EENT)

4 -
2
Z
&
#
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REEEP1DULDORCICE LB EER.2NULDEELRAEER. KEHEICESLBEER . KREICEO L
BEERLAVURBEICESILBERFRIE.UTORICRT EEYTL,

> (2#%KEH) R&MBRITREH

137142 +FLOTE 7R +FLOTE
(N=475) (N=469)

FREICESEBEER 23(4.8) 20(4.3)

WnESES 3 v o 5(1.1) 2(0.4)
EERBEER 229(48.2) 207(44.1)

IS 14(2.9) 16(3.4) 48

FEENMERT R BRI A E 10(2.1) 15(3.2) =

SRR A E 10(2.1) 4(0.9) =l

Mg 10(2.1) 10(2.1) B

T 9(1.9) 12(2.6) 5
AT 4 VIRETZRDBZERIEICESTZHEEER 48(10.1) 30(6.4) !f.r

ZEAL e
FLOTOWThDOEHIDESHIEICESEBEERR 121(25.5) 95(20.3)

SFAREREAME 14(2.9) 5(1.1)

SEACHES RIS 13(2.7) 5(1.1)

AEMREE = 1 —0/8F— 11(2.3) 16(3.4)

M1 —0/8F— 10(2.1) 8(1.7)
AT 4 IR ET T ROREICES-HEER 268(56.4) 241(51.4)

BFRIRRAME 73(15.4) 73(15.6)

SFAERECR D 51(10.7) 68(14.5)

COVID-19 29(6.1) 28(6.0)

T 21(4.4) 18(3.8)

FSZVFI)NSVAT T 5—EHE 11(2.3) 9(1.9)

EIAE 10(2.1) 5(1.1)

H M EREH S 3(0.6) 12(2.6)
FLOTOWT MDA DERIDAKREICE S EBEER 272(57.3) 250(53.3)

SFRERRAME 81(17.1) 84(17.9)

SFAREREUR D 61(12.8) 77(16.4)

T 26(5.5) 14(3.0)

SEATEED RIS 15(3.2) 8(1.7)

COVID-19 14(2.9) 17(3.6)

ToUFTI) NIV AT oM 11(2.3) 2(0.4)

BO 11(2.3) 3(0.6)

FEER 10(2.1) 7(1.5)

&t 10(2.1) 6(1.3)

HImEREUH D 6(1.3) 13(2.8)
FLOTOWT D DEFDBEICESEBEER 199(41.9) 185(39.4)

SFRER AME 47(9.9) 39(8.3)

T 37(7.8) 28(6.0)

SFEREREUR 28(5.9) 40(8.5)

BD 25(5.3) 13(2.8)

i) 21(4.4) 15(3.2)

RRMHRE = 1 —0O/3F— 14(2.9) 18(3.8)

BAURIR 12(2.5) 10(2.1)

FEMEZ1—0/8F— 10(2.1) 12(2.6)

N 10(2.1) 7(1.5)

Bl (%)
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> 4. 2ZE8#H
o A NERHEAR]
> (2HEE) ZReERITHRER
{374 U+FLOTH
T RTREN LA iR il it

NRE 475 432 354 345
2HEEER 458(96.4) 282(65.3) 326(92.1) 274(79.4)
Grade3Ll EDBEEEZSR 240(50.5) 103(23.8) 164(46.3) 78(22.6)
T RS 9(1.9) 7(16) 2(06) 5(1.4)
EELRBEER 99(20.8) 77(17.8) 64(18.1) 50(14.5)
WmERIEICE S BEESR 36(7.6) 26(6.0) 79(22.3) 20(5.8)

AIT4IRIET TR 12(2.5) 11(2.5) 6(1.7) 20(5.8)

FLOTOWI D DEH) 31(6.5) 24(5.6) 78(22.0) 0
KRECE>BEEZRY 206(43.4) 23(5.3) 181(51.1) 75(21.7)

AIT4IRIET TR 137(28.8) 20(4.6) 140(39.5) 75(21.7)

FLOTOWE D DEH) 189(39.8) 16(3.7) 148(41.8) 0
HEICES/EBEERBR™ 123(25.9) 20(4.6) 97(27.4) 0

7ZtAR+FLOTEE
A RTRER T AR e frhpeindis b

NREL 469 427 345 331
2HEEER 447(95.3) 265(62.1) 316(91.6) 260(78.5)
Grade3Ll EOEEESR 239(51.0) 84(19.7) 169(49.0) 75(22.7)
HEICESIEEEER 8(1.7) 4(0.9) 1(0.3) 7@2.1)
FELRBEER 86(18.3) 69(16.2) 51(14.8) 48(14.5)
BERIFICES/BEESBR 38(8.1) 11(2.6) 55(15.9) 10(3.0)

AIT 4 IRET 1R 10(2.1) 4(0.9) 7(2.0) 9(2.7)

FLOTDWI D DEH) 36(7.7) 11(2.6) 52(15.1) 1(0.3)
RKE|[CEST-FEEZY 175(37.3) 22(5.2) 154(44.6) 64(19.3)

AIT4IRIET TR 126(26.9) 21(4.9) 126(36.5) 64(19.3)

FLOTOWI D DEH) 167(35.6) 14(3.3) 134(38.8) 0
HEICES/EBEER™ 118(25.2) 16(3.7) 91(26.4) 0

B (%)

¥ OWITDORBEDORSHIERGREICESHEER

M2 FLOTOWITNDDEFDREICE S EBERZR(A I T« VD OHEBRIAFI EENT)




4.8.2 77tR+FLOTHERBLT. 12712 +FLOTH#T

RRBOBHIPOLEFERR (2FKH)

MATTERHORNSHERD2AERICEWNT. T T EAR+FLOTEEHE L TA X 7 ¢ > I +FLOTE THRIREHNE% L E

B OIEBEEZERIT.LUTORICRT EHUT L,

>» (24%H. 25BRE)CTCAE GradeBlDFEER : R HRBITHRER

4374 >+FLOTE 7S5t R+FLOTE
(N=475) (N=469)

EEE% Grade £Grade Grade3Ll E £Grade Grade3 E
AR REE

FRIRRBRIEREE T 37(7.8) 1(0.2) 8(1.7) 0
REH XOETHERES

H 65(13.7) 3(0.6) 34(7.2) 0

FOEEE 51(10.7) 0 25(5.3) 0

B (%)

| 4.8.3 B ABE/NEABEORLHOPE

MATTERHORNGER DA X7« > T +FLOTEICE T2 BAABEXIINEABED L2 M OMEIT. LITDORIC

RTEBYTLE,

>» (127142 2+FLOTE. 25 BRI RN RER

AAABE HEABE
(N=40) (N=435)
2HEEER 40(100.0) 431(99.1)
Grade3U LOEEER 34(85.0) 330(75.9)
REICESIBAEER 0 23(5.3)
ERELREEER 20(50.0) 209(48.0)
BEAILICE S B EER" 9(22.5) 133(30.6)
AT 2(5.0) 46(10.6)
FLOTOWT M DHH) 8(20.0) 113(26.0)
HECESLAEER” 29(72.5) 292(67.1)
AT 25(62.5) 243(55.9)
FLOTOWE M DEE] 21(62.5) 251(57.7)
HBICE S BEFR 28(70.0) 171(39.3)

B (%)
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484 13I714V+FLOTHTHEASBELBRLT. BRAAZET
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>» (13714 +FLOTE. 2 BRI R HRIFHSRER

BAEAEE HEANEE BHAEAZE HEARE
(N=40)  (N=435) (N=40)  (N=435)
LEEER REICE>-AEER
T 30(75.0) | 266(61.1) ZUK L
SPRIRELH O 27(675) | 92(21.1) EELREEESR
FEMBE-1-0/NF— | 24(60.0) | 72(16.6) FEMEAT IR AME 3(7.5) 7(1.6)
BiEAE 23(57.5) | 122(28.0) 1374 DBRERIEICESAESR
BAHER 22(55.0) | 123(28.3) 2B L
F M B A 20(50.0) 26(6.0) FLOTOWFNADEFDRSHIEICE > -AEES
HRERS 19(47.5) = 59(13.6) 2B L
FH 16(40.0) = 79(18.2) 1374 VS ORRICE-BESR
BRR 14(35.0) 10(2.3) £ 3(7.5) 1(0.2)
Op% 13(82.5) = 47(10.8) CEC 2(5.0) 0
32 12(30.0) = 53(12.2) FLOTOWFhADERH DKEICE > - EES
/MRS S 9(22.5) 25(5.7) 57 s IR 9(22.5) 52(12.0)
BIAHHE 7(17.5) 1(0.2) H/NREH D 4(10.0) 5(1.1)
A se R 5(12.5) 2(0.5) mE% 2(5.0) 0
U/ S—EHm 5(12.5) 11(2.5) REHD 2(5.0) 0
mE% 4(10.0) 0 FLOTOWFhADEROHEICE> - HEER
Grade3Ll L DBEESS 57 R BB 11(27.5) 17(3.9)
SFRIREH 27(675) | 66(15.2) BAHR 9(22.5) 3(0.7)
B i BREH D 17(42.5) 8(1.8) T 6(15.0) 31(7.1)
T 6(15.0) 24(5.5) BRI 5(12.5) 1(0.2)
ST B 5(12.5) 12(2.8) B 5(12.5) 20(4.6)
BAHIR 4(10.0) 11(2.5) B8 (%)
B 4(10.0) 8(1.8)
B 3(7.5) 1(0.2)
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THERBIRED N — 251 >
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1 ERARMICERROEREEDPRO SNIFRIE. 51 EHE . ERER (6] 305 H) IC1 2858 0 BRIAIE 21BN TC2REH L UEFTRZHRT 5.

K2 AT U =22 T OO MAENCFIRER U MAZIIRES . Day 1 #IEHESH) HISHLUAICEKE SN TONIL, Day 1 ICBIRET 2 RE I
B\ FHEEEIRE . BRE . 2MRBR VY L7 F 22 OREFERIIZRS AT (SELIA) ICAF L BLEMXIGAREE (D18 EMsES
BIICHERR LR ISR S0\ BRIRIICKE RIS . MEX ISR MARELHRE FREREICK D T4 > J250) RUIIRZIIREZE
KUBBRETEELTHR,

%3 TSHIE. Day 1 (MEEZRSH) #I14BLARICAES A TUONIE. Day 1HICBERET 2 B&IEH0.

KA ERPIRER R DA DR FR SN B RERIEFRIFIRIGE XS MBEFRIREE T2 EIRAI R XSS L TORBREREDOYRIZ S 7H
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CTirE (#8) XEMRIBRE (MIRBE L HFHIETH 2 EA T 2DHEE L V) DEEICK Y EET S,

X6 FMETOBEEREE. MHTHILERAEL L TOFLOTLRFRADRKIZR S D S4BRLUNICKET 2 MRIHMREROFMaOBE G Z .
AT —ZV JBEON=A 51 VEBRELRT 5.

KT AR EDN—AZ A VEG (TENISATEMBEIREDRIRRTI28 B LIA)
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NTGYATIZ5—E JNA—A ABBEKRESR. VNN X TR T LAV T L F NI TLABMEVILEY R8T TSH. BERET 3. 85t
T4, [REXFMARFER
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24BRE L E
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T B 1.5 % 10°/L

H/ME#= 100X 109/L

MEE UILE > <15 x BEE FR(ULN) (VLA IUEREOEERHH DI DERRE
RO L TBNERDS)

ALTRUAST=25%xULN
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*:WHO/ECOG Performance Status
% % . Siewert 938
Siewert Typel  BEOFROHEESEEIBO _E1 ~5cmMUAICH B T EBRIERRE.
Siewert Type2 : EQEFE. BEOROHPREEEAIBO L1cmlUR. F2emlRICH D,
Siewert Type3: EBEOH OIS REBEZEALBDOT2~5cmURICHBBEFITHROBTH Y . REBEZEABE THEREISREL TS,

AHE (kg) X (140 —% 1)
72 x mEIL7FZ> (mg/dL)

*dck I BU LT FUIUTFTIUA (ML) =

_ 1AE (kg) X (140 —45H5)
*xk W ILTFIUIUTIVA(ML/S) = - x0.85
72 X B/ L7F=> (mg/dL)
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> 4. 2ZEH

4.8.7 MATTERHORNGERICH (T H A N MEFHR (EFS)
RULZEFHE (OS) DFER

> EFSOPEEZRER (RABIANREEH. 2024F12A2087 4D b4 7)

4374 +FLOTEE 75tR+FLOTEE
s 474 474
£ R N R (%) 167(35.2) 218(46.0)

FRoRfE[95%CI] (1 B)

FRE[40.74, KiE]

32.82[27.86, KiE]

2FEFSZ[95%CI] (%)

67.44[62.90, 71.57]

58.54[53.82, 62.96]

NY— NEE[95%CIT*!

0.71[0.58, 0.86]**

pfE () < <0.001

* 1 (FUT T ITIN) . U BEEOEE (B Y. & L) RUPD-L1IRIRR(TAPZ 1%, TAP<1%) &ZBIETF & L2E3ICoxtHl
NF— REFIL

* 2 HEKEICHS L7297 61%CIiE[0.56, 0.89]

%3 E3llog-rankifE (ERICoXtAIN Y — NEFIL L A—DOERIET) . BEKE (FH)0.0239

> OSOHREETFER (RABAMREE. 2024F12A2087—4H Y bF7)

1374 S+FLOTHE 75t AR +FLOTE
%5 474 474
£~ R (%) 145(30.6) 176(37.1)
chRf@[95%CI] (1 B) RiE[RiE FE] 47.21[45.08, k]
DE0SH[95%CI] (%) 75.70[71.56. 79.33] 70.36165.97, 74.30]

I\ — KEL[95%CI]* 0.78[0.62. 0.97]

* WU FITRN) U NBEBOBE(H Y. B L) ROPD-LIERRR(TAPZ 1%, TAP<1%) %#BBIETF & L 7= BRICox A
N —REFIL
TAP RRERICE B RIEH RO SN D EEMIENOMAERE X SHREICRBRIGPBOOSNZEBEEEREMEIFET SREOEEZ. BRI
2HROEETBRLTIO0ZFEL/ZE
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4.8.8 MATTERHORNEERICH T B EBREKBEAMDEFS KT
OS DR IR FAIBEH] -

MATTERHORNERER IC & UL\ T FRERFBHRRI D ER D S MR & B AV IC SN LU o #ER  RECIST v ICED SR
FRI7 A REHE (BICR) R U/ XS E R DR IE A (C K HEFSKRUOSIELLT D@ T L 72 (2024% 124
2087 —&HY A7),

BEOMAT - MEMENEEE L TAFEFLOTZHARESNDRICIE. UTORRE+DICER L LT K5

TR EE N,
> [BEROEIR]RKFANOEFSOREFZITER 4;
(RABITHREH. 2024FE12A208F7—4%hy b7+ 7) >
=
BRRASA {374V U+FLOTEE 75 A+FLOTH D
%5 37 25 S
A @ [95%C1] (# A) F2(07 20, FiF] 32.00[28.79. %] &
N — KH[95%CI]* 0.75[0.32, 1.81] ®
k= 109 108
184 e E[95%C1] (5 B) 39.98[39.98, Fi] FEGRE, FE]
NY— KH[95%CI]* 0.97[0.61. 1.56]
k=S 287 298
m# s E[95%C1] (5 B) R RO, 33.22[26.38, #%]
NS — K [95%CI]* 0.74[0.57, 0.95]
IR 41 42
VAR FRE[95%CIT(H B) 40.74[21.88, FKiE] 11.99[9.26, 15.08]
NP — K [95%CI]* 0.30[0.16, 0.56]

* JEERICOXHAINY — KEFIL

> [BRFHIEZR] EREKAEARI O OS DRI AR

(RABITMRER. 2024F12A208F7—4H v b*7)
ERER#HA 1374 J+FLOTH 7S5tR+FLOTE
2k 37 25
TAHA FPfE[95%CI] (1 B) RERE, RE] RiE[32.20. KiE]
NY— REE[95%CI]*
G 109 108
1B chRE[95%CI] (» B) KiZ[39.69. FKiE] FzRiE Rig)
NG — REE[95%CI]* 1.08[0.66, 1.77]
Gk 287 298
IES chRE[95%CI] (3 B) FiERiE iz 47.21[45.08, i)
NY— REE[95%CI]* 0.76[0.57, 1.00]
e 41 42
VAHA HPRE[95%CI (1 B) RERE, KE] 33.97[12.58, Fi%]
NY— REE[95%CI]* 0.53[0.26, 1.04]

* 1 JEERICoxtAINT — NET L
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® SERERFRIKM D E (FN) DX4LE

MATTERHORNEEDARAERICHE N T A I 71 > I +FLOTE TOFNDRIRRF12.6% T L7,
FNEBRAA RSV TEATOTO—F v— FD&LSICG-CSFO—RFBHRS PRI TLET,
BEOMH - AREBRIELE L 65U LR EDFNSEY A AT % H Y 2 BHICAACFLOT A AR ESNn3
BRICIE T OBREBEICL T REEL,

>» G-CSF—XFRirE5 70—Fr—b"

HEL TV A EYRE COFNRIEREERET
I
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| | :
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NG T4 WG ZAF LODACEFEIC KB REMF R D EORENFICH T DREER ISHRICEIET H3ER (th#h) (2026F8 AR )
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® THRIDITLE

BREOMET - MERMENEAE U TAFIEFLOTZHABIRE T 2RICIE. AFICERT 2 RBRNERBEERELTO
TAEFTHRLFLOTULERERR) ICER T 2 NRDFEIRT HrIsedH ) &9,

FLOTICE B TRIDHZE . FLOTZMRE L\ Bk &R <TehKD e PR, BT I R EDIDREIC KD XEREE
TR FEE N,

AHNCKBRBNEMBEERO THPRHONDHE. (3 IREZET HEERETOMNRIDIKEL - EEDOTH -
BILEZFALOMAE](0.32) Z2IR L. BIBRERILEVAIDHRSG & JiRa < 72X,
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A AT VIHBICEWTRERMICKT L THEREEDN S <&V 4~6REIC
KOS BDIEPMENTND

FHEHUTSF> BERBBRT~14BBICERT I EPEZL
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4.9 DUO-E 5%

4.9.1 HERFAHRACEFEHEILBLT. 1I71 2 +EERFAIGA
LEFEHIAIT O+ ) LN—F+EERAGRALE

REHTRARORPOEREER (245KH)

DUO-EERBO2AEFICEVT. BERAIFAEARAB LB LTI IV D +ASRAI R RERFX L
AT+ LN +ESEFHACEREF CRREDPSWUALEDP OB EETRIE . UTORICRTES

IRV
>» (2H%£H. £561R) CTCAE GradeflNFEESR R U RBITHRER
= S, = S o410 \—
CESMARERE | AN Shid e st
(N=235) (N=238)
ETES Grade sGrade Grade3Ll: #£Grade Grade3llt £Grade Grade3LlE
BRESEOTERE
COVID-19 36(15.3) 1(0.4) 48(20.2) 4(1.7) 32(13.6) 3(1.3)
MAB LY > \REE
& 111(472) | 37(157)  147(618) = 56(235) | 128(54.2) & 34(14.4)
47 B 36(163) = 20(85) 49(206) | 27(11.3) | 31(13.1) | 14(59)
M/NRRAE 30(12.8) 7(3.0) 35(14.7) 8(3.4) 18(7.6) 3(1.3)
5 RS
PR BRI BEIE T 3757 | 0 | 333139 | o0 | 8B4 | 0
BipmE
B 96 (40.9) 1(0.4) | 130(54.6) 7(29) | 105(44.5) 3(1.3)
It 49(20.9) 4(1.7) 61(25.6) 1(0.4) 43(18.2) 3(1.3)
RES LUK THMEE
%% 41(17.4) 1(0.4) 28(11.8) 1(0.4) 27(11.4) 1(0.4)
HERRBLORAERES
RAEN 71(30.2) 1(0.4) 58(24.4) 2(0.8) 58(24.6) 1(0.4)
e 19(8.1) 1(0.4) 35(14.7) 0 22(9.3) 0
—ff - R BREES S URESIOKE
BN | 23(98) | 3(1.3) | 46(193) | 729 | 240102 4017
BRRIRE
;z;zg;5;7>1 30(128) | 4(1.7) | 30(126) | 4(17) | 18(76) 2(0.8)
B (%)
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4.9.2 1374V S+ESHAHBALEBTERRVIAIITIVO+UL
N—YP+ESRAHASREETRAERELBLTEEA
ERMTRABHFE%LUES< . BAAERICH T RBHHH
26l EFNEEESR

DUO-ERBOA IV P+AERAIFBEABEFROA IV D+ U LN +ES A HRCERERIC
BFOTC 2AEREEBRUTABRAAERTRERREDS%WU LS BAAERICEFLERIMD 261U EOBEERIL.
PIFOFRICSRTESYTLT,

> (3710 +aeRAGRALEEERH. 25URTRE) Rt REH

S N30 (Ne235)
BRES S OFERE
R 4(13.3) 8(3.4)
REBLORRBE
BAHIR | 7(23.3) | 42(17.9)
HEREE
REMESH —1—0O/F— 2(6.7) 4(1.7)
AR 2(6.7) 3(1.3)
WEIRES | MISEE KOS
AR 2(6.7) 3(1.3)
EIES
T REERE 5(16.7) 16(6.8)
V3 13(43.3) 64(27.2)
BlBREE 2(6.7) 2(0.9)
RESSLOR THMES
BiEsE 17(56.7) 118(50.2)
R S 2(6.7) 4(1.7)
BB 4(13.3) 6(26)
o 10(33.3) 41(17.4)
BRI BB RE S 4(13.3) 15(6.4)
e 3(10.0) 5(2.1)
4, BEERDEORAEMEE
= RO 14(46.7) 71(30.2)
= RAES 3(10.0) 5(2.1)
s 4(13.3) 6(2.6)
D 2(6.7) 2(0.9)
— - £ HBED LOBSHORKE
SEAEBAL 3(10.0) 4(1.7)
BRR 12(40.0) 14(6.0)
S 9(30.0) 21(8.9)
BRERIRZE
FIZUFI ) NTYAT TS 8(26.7) 30(12.8)
FANGE BT NTVAT TS EH 5(16.7) 22(9.4)
SFERERAGR 9(30.0) 44(18.7)
EI M EREGHD 9(30.0) 29(12.3)
B (%)
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> (37140 +)LN—Y+aRAGRALERER . 2RI R R REKH

lahin =26 N=258)

BRESSOFERE

BN 2(7.7) 3(1.3)

BRES 2(7.7) 2(08)

ORED> SSE 2(7.7) 401.7)
WARB LV >/ FRE

FHEF R | 2(7.7) | 3(1.3)
R

FRIRBR Y | 3(11.5) | 6(2.5)
RBBLOFRBE

BAHE | 8(30.8) | 55(23.1)
WEREE

SRASMERSE = 1 — 0/ SF — | 11(42.3) | 60(25.2)
BERE

LRRERR 5(19.2) 14(5.9)

& 11(42.3) 78(32.8)

HR% 5(19.2) 25(10.5)
RS S UK FHEMEE

FREAE 18(69.2) 121(50.8)

R g% 2(7.7) 4(1.7)

Ei2 5(19.2) 28(11.8)

R 2(7.7) 5(2.1)
BERRDLURAEMEE

L | 8(30.8) | 58(24.4)
BH L URBRE

BismE | 3(11.5) | 5(2.1)
—f8 - 2HWES LVRSHLORE

SEABBAL 2 2(7.7) 2(08)

SESIEBALR S 3(11.5) 401.7)

RS 6(23.1) 12(5.0)

FEER 6(23.1) 24(10.1)
ERPRIREE

FSZUTFRI) NIV AT TS — BN 7(26.9) 30(12.6)

FANGF VBT NIV ATTo—EHEM 5(19.2) 20(8.4)

BILTFY  JUTTVREY 2(7.7) 6(2.5)

Y=L AN NTYRAT TS — L 4(15.4) 15(6.3)

S PIRAR D 10(38.5) 50(21.0)

i/ NRED 6(23.1) 40(16.8)

ZNES 2 8(30.8) 38(16.0)

B%2 (%)
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| 4.9.3 DUO-EsBRICHIIBIRERY D1

>» 137421120mg %3 BEBRAGEIKRE . D%, 1500mgz 4 BHBRE

A 3
BRFAR w{»}rzsz :;mﬁl’éi 1#??)?5%!’5
Week GER) AR 5 3 6 9 12 15 18 22 26 30~
BIRART
(3T TRE ololololololololo| o
JyNy — O E2m)
SRR o |ololololololololo] o
(B T . 55 AR © 101010010 C|ojo ©
12FELER o B L RERSA
ECOG performance status (0~1) OO NONNONNORNORNORNORNORNG) O
MR AR o |ololololololololo] o
MR iE 2 2 o |ololololololololo] o
A RERE? o B LB
CA125 o o o ololo] o
TSH. B T3 . B T4+ o |0 o o olo|o| o
HBV. HCV. XO'HIVi&E O
RIREY o B LA BRI
FEREIHFEERAL LT, 840 18B/IZ9BE
BEBERA (CTUEMRI) (RECISTE 1.140) O | (£18M). ZORERECISTE 11 fic E5< Efgi
& FOPDARDONDECI28E (+138/)
YIRS T (RARE X4 M58 2) o |lololoolololololo| o
PROZH/E® olo|lololololo|olo]l ©

X1 BRISAEMBITOXATE T 5. ABITAEBIIOED,. ZOMOES CEHREKNICHKBRIZEICHET .
2 BE5RABAISAMURICKREPRESINHEE. Dayl (WRESH) ICMEZBERETDILREEFRV., BREVETHNIEIEBETE
BLTHLRO,

%3 EBETIXITHEEE T4 DRAE L. TSHPEE ThHh o256 XITRDBREEOEEREEERPBRANICERDONDHEICERO>TIT D,

1) MBRENFERE IV T I FIAUKRAT72—CE ALT. 7o —E.  AST.EREIE. DL TL 20— ILTF2/OUF T VALY
TJINBINNTVATIT—E. JI A=A HEBERKRER. UL XITRITLAVTL FRNITAFEVUILE > #2280 [REX M
FREER

2) MRZMIBE HEXHFPERE . ANTEJOE > ME MRS Mxt D >/ SBRER. M/ RS IR 7= Bk SR

3) MRHEEBRE SEECED MOV R T SAF B RO ERIEEL

D RIEE  EUILEYEBL. BRONER. JILD—A TR AR pH. &2/ tLE

5)EORTC QLQ-C30/EN24.EQ-5D-5L. PGIS. PGIC. PGI-TT. PRO-CTCAE. PGI-BR (Week 12, 15X 118, ZD#%(d8BE)

4 -
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Z
&
#
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| 4.9.4 DUC-ERtBRIc BB LRI ResimEe |
o EBIRE
>

DUO-ERBRICH TR ELBIRESE
M2 ICKY EREFERNRBCHEZ SN/ BE (EREZ ST TN TOMEKI DS HEANR])
rcicBi SN e XISV FERRRE

SR FMBEBIHAREICKIIRATZREEOEVBR FENER
BRXIIEERENSFFPEEBRHIBONTE Y. ZOREDPREEBIZHMMRIGE/ N XL %
FAUWEMMRAT — R ADFHEICE L TS EE

MR 7

i 18/ E

HE 30kgi8

pS*! OXI1

HEE R 168 £

LHTURREIC LD RBREDR VN EE
BEDREE BRFENRBIEEICEVTOA 2F5HFUBREREIL. 72 1/\Y MEEELTRESh. PDOEETE
FORDRICBRGADSTDEROBHEETOBEN 120 LU LEDHZEICRY ]

ANE/OE>=10.0g/dL
M AT RERER=1.5 X 10%/L
1Mm/N\irEr=100x10°/L
RER MBEEVUILE > =1 5 XEHEE EIR (ULN) (PILR—JUERBEOZHHPEEL TS EICIHERLAR.,)

DR 0GE T ASTRUALT=2.5XULN
e hd 254  ASTROALT=5.0XULN

L7 FZ2oUTZUASEImL/
EIRIGE RO . XITFRBIOLEDSE . RSB TORFREDEETH2EE

*1:ECOG Performance Status
* 2 24 BB RIERE X IECockeroft-GaultRiIZ &2

A& (kg) X (140—%#5) X0.85
72 x BT LF7F=> (meg/dL)

OLTFFZOITFTSVAML/D) =
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® BROVEZE

DUO-EHRBRICH T DRI EE
2] WIS c s

TRBREYRIRSHTABBLIRICEBED 30 % & B A 2 SRR AR Z 2 e B USLBERSIC LD
BEHRaEREZ I cBE

PARPREEZEZRICEDEEREDD 5EE

S YT F %R FOMDIICTLA-4% HPD-12  HPD-L1 E X FHPD-L 2HiAE A E (1720
ZNBICREINAL) DRIFREDREATRED S 58

FERREENET2HOOHFERE. BRE . EMFNRE. IRV EVREDHBZZITI TS

BE
TRRBRER S RNET 2 BB LNICKFN CRBREEERMOERICE D) 22 LBERVUAFMOLE
PHEELTORNES

EEEZRSIEED b 5 HE
FEEHBEX ERETNSELZ T/ 8E

EAHifE - aEE | RIFFIORSERER T CVDBREXIET I/ NI THERSRT14BLRNICZ T 72 8E
(B8R TA-SBATOA N BEAAT O NES . prednisone* & T10mg/BEBAR\E2H
ILFARATOA ROGBBUERICH T 2R ELTOATOA R&RL)

RBREOYERSA S0FLIRNICHBET I/ F > DEEEZZ T BE

tDERRABRICHEAAN SN BEI12 H ABISRBRED RGN BE . XISE R ORRREERIC
HAAMNMONTNBEE

BEDTEARICESFEUDPNCIOEEERHBABRESES ORGrade LITICAELTHAN
FE (BEE. SR1UAM. ROEBREETHRE SNBRZEBERKR
WITNDDOBBREXIEREICEETND2VWT D ORMBANTH L TEMOT LILF — XILBHEZ
BI55%E

BIfFRE

REMBES (F): KBA. 7O0—9%)
R R A | CEA (BEEZR)
BOMERINEE 2HUTUFYN—FT A P OAA NI AXIET 17 F—EFEE (2 MEm
BREHOAFEE. VL —T AR BEHUTYF. TEAK. REDREXE)
B USTEEN M DRI E

TEEEOS > OTL . I NO—IILABOSMF . AR E RO TEEAR
O rO—A R | PEEHRS

RERZHIHEBE THREHEDOEERRIEEBRER

BREHORTHHBEIND ARERERHOEEERRI XY HAMEC
ERTD. RSB LBRBHENDE TS DB TNDH BIEMEE/ {2
BERLE - S PUES kRS

ORI B ESOREEN 6 5HE

R OB EN 5 58E

MInEX (S ERTBP RO ONDEE

LR OBRICEDE OV MA—ILAR. BEOIIFTHEDDRIERD H 5 T Lc BEX KR M
QTERERFDOBE

EBEOREEREASIEDREENHDE
#E#% BELFFRTAILA, CRFRTAILA XIFE MNRBERL TN AEDFEEEREE 285

SRV AERE (MDS) /2EE 8B MRE (AML) DEXIEMDS/AMLEZRE T 2R HABDHOND
BE

EEX SEAL
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| 4.9.5 DUO-EsBRIZ 3511 BHBRIBYLREFHIEIC S B PFS RUOS DFEE

> WEELHFHE (PFS) : 24£H (X EMEEE)
PFS (GABxBLERMYIE . RECIST ver1.1. RADEEMRER [FAS]. 2023F4A12B7—2hv b1 7)

= ST H1 = = S35
RErAtsan iy et B WAL AR
Bl 239 238 o1
AN (%) 126(52.7) 139(58.4) 173(71.8)
g fE [95%CI1 (#B) 15.1[12.6,20.7] 10.2[9.7, 14.7] 9.6[9.0, 9.9]

INY—REH [95%CI]*!

vs BERAIGRERERT

INY— R [95%CIT*!

vs A T4 I+ ARG RER

0.55[0.43, 0.69] 0.71[0.57,0.89] -

0.78[0.61,0.99] - -

—EERL. %1 MMROIRE (AMMR. pMMR) R OVEBIREE (113 . BF) 2ERIEF £ LzERI Cox N\ —REF L

PFS®MOKaplan-Meierghi#} (74518 1 ERF¥IE. RECIST ver1.1.FAS. 2023%4A12B7—4Hh v+ 7)

1.0

0.9 ST YUHU L~ BRI
R PN s
0.8 — BRI REAR

0.7

0.6

0.5+

0.4

DD RERFHF el zE

0.3

0.2

0.1

0

T T T
15 18 21

0 3 6 9 24 27 30 33
At riskt RAEBEIIT 5 S DR
A= T4VIHULN—T+EESREIHBCREOAR 239 214 198 169 139 95 5l 30 16 7 3 0 0
A2 T4 VIV+ERMFIHBEREARE 238 21 188 138 105 69 45 26 13 5} 0 0 0
BEREIHBCEEEAR 241 213 184 125 86 45 26 10 3 1 1 0 0
> 4R (0S) : £4hEH (BIRMEEER)
OS (FAS.2023%F4AR1287—4hvb;17)
A3IT74 0+ ) LN—H+ AIT7400+ g
PPy e B WA LR RS BAHRILEREN
Lk 239 238 241
AN N (%) 52(21.8) 65(27.3) 82(34.0)
skl [95%C1] (5 A) o [RiE, oE] i RiE, HoE] 259(23.9, ]
INH— KL [95%CI]*2 _
Vs B4 s B S 0.59[0.42, 0.83] 0.77[0.56, 1.07]
INF— KE [95%C11* _ _
VS A 37> -+ BB R B 0.77[0.63.110]
— &L, %2 IEERICox HHINT—NEFIL
OS?MKaplan-Meiergh#f (FAS. 2023F4A 12BF—42hv b+ 7)
1.0
0.94
0.8
0.74
£ 06
E
7 054
H
& 04
0.34
021 S TAYYRU LY ORI R
— AZ T4 VI +EARREIHA L EEAR
0.14 — BSNEIHREREAER
0 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(8)
At skt TAEBEIHIT 5 S DR
AZT4VI+HULN—S+EESREIHBCEEER 239 233 227 208 202 152 109 77 38 18 8 2 0
AT VI+EARMFIHRAEREAR 238 227 221 205 192 147 105 64 34 17 6 0 0
BEREIHBEEEAR 241 229 215 201 185 136 104 69 35 15 4 0 0
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> 4. 2ZEH

4.9.6 DUO-EERICH TBPD-L1 BRI RA M DR IE L EMFIEICES
PFSKU OSDfER

DUO-EEBRICEWT. PD-L1 EIRIKR (PD-L1BZHE [TAPZ1%] ROPD-L1E% [TAP<1%]) IO A EH
fRiTeERIICRB LR RECIST ver 1 1HCED CAREAEMHEICISPFSRUOSIFLITOBYTLE
(2023F4R12B7—&Hhv hF7).
FEARBICBEOVTERIIXEARFE LNV EHBBRENDRICIE LUTOBRE +HICEBEL/IL LT RE5%

THIE < FEEUN,
) PD-L1#IBIKRBDPFS GRERELEEYIE . RECIST ver1.1. FAS. 2023%4A8128BF—48Avb%+7)
AIT74 O+ LN—H+ AIT7140o+ g
BERANBLEREE | CceNmpAessn | DOSIBRRLeRER A
ke 150 170 163
AN N (%) 68(45.3) 97(57.1) 114(69.9)
TAP thefE [95%CI] (1 8) 20.8[15.1, &iE] 11.3[9.7, 15.4] 9.5[7.9,9.9]
=1 | N\Y—RLE[95%CI]*! _ <AZITA T+ LIS+
S 2 B SRR B B 0.42[0.31,0.57] 0.63[0.48,0.83] E$§;U%%1ﬁ%ﬂ¥t
N E 95901 - - E% AR LS AT >
vs (3TroEssmpRlcemsn | 0671048091 0.005
LiilEag 82 61 75 <AITA4T+
AN (% 55(67.1 38(62.3 57(76.0 BRRANBILERERC
>~ M%) 670 ©2.9 (76.0) B BAI LS AR
Tap | PR [95%CH (1) 10.19.5, 15.0] 9.7[7.0,14.7] 9.9(756. 12.5] 0147
<1 [ \Y—FH[95%C0"

0.80[0.55, 1.16] 0.89[0.59. 1.34] -

vs AR RHI HBILFRER

NP =R [95%CI*
vs 1 IT4 > I +ASHANBIERER

0.93[0.61, 1.41] - -

— Rl x 1 IEERICox LAY —RETIL. %2 OG5 . OPD-L1 ORBIRARVOORSHEPD-L1ORRKREOREEAZHEE L L Cox NP —NEFIL
TAP  fRRIC R ERICH R SN2 EH M X OMREX SHREICRERICH RO SNBESBHEEREMENSFET 2REOEEE . BERASAOEBE THRLT100ZF LB

PD-L1#BiKRR DPFSHKaplan-Meier iR (5B L ELMHIE. RECIST ver1.1.FAS. 2023%F4A 1287 —4hv b4 7)

TAPZ1  10]
0.9+ — AZ T4V I+U LN+ OSBRI LR RAR
— AZT4 VIV +OEREIHBIC P RAR
0.8+ — BERAGRCPEAR
0.7+
i3
{8 0.6
E
& 054
=
2 04
=
=]
0.34
0.24
0.1
4. 0 — T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T
% 01 2 3 4 5 6 7 8 9 10 1112 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32(B)
g At skt FAEBEILT 1S5 ORI
*’4 A T4V I+HULN—T+ESREIHBEREEEE 150 147 144 136 135127 126 118 116 114 101 97 95 68 66 65 45 45 40 38 37 24 23 22 13 11 10 5 5 3 3 3 0
A= T74VI+EEREIHAEFEEEEE 170 162 158 153 152 145 142122109103 80 77 75 53 53 53 43 43 38 33 33 22 21 20 12 11 11 4 3 2 0 0 O
BERAIHALEECASE 163 155149 141139125122 92 85 80 58 57 53 35 33 29 22 22 17 13 13 8 7 7 3 3 3 1 1 1 1 1 0

TAP<1 1.0
0.94 — A= T4V I+ LN+ S REIHA LR AR
— AST4 YT+ ORI LR AR
0.8 — R MEI R AR
0.7
18 06+
§
0.5
5
gl 04
[=]
0.3 i T
0.2
0.1
o ———
001 2 3 4 5 6 7 8 910 111213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32(8)
At sk BIERBII D S ORI
ASTAVIHULN—T+ESBAHRILSREAR 82 78 78 72 69 67 66 57 51 50 40 39 39 29 28 26 18 18 10 9 9 6 6 6 3 3 3 2 2 2 0 0 O
AST4VIESMAIGRLERAR 61 59 57 51 48 45 41 35 31 30 25 25 25 16 16 13 9 9 6 4 4 3 3 2 1 1 1 1 1 1 0 0 0
BSBAIGRILERER 75 71 69 69 68 65 60 52 44 44 34 34 33 19 16 16 1010 9 4 4 2 2 1 0 0 0 0 0O 0 0 O O

178




> PD-L1REBKRHNOS (FAS. 2023F4A12BF—4H v b217)

% 150 170 163
AN N(%) 25(16.7) 43(25.3) 56(34.4)
kB [95%CI] (HB) FRiE [RiE, RiE] FiE [RE, RiE] 25.8[23.7, KiE]

TAP
=1 | =R [96%CI]*
vs AR RHIHAIARER

INY— KL [95%CI]*! — -
Vs 13T T B s B e sesae | 0-04[0.89.1.05]

kS 82 61 75
AN (%) 25(30.5) 20(32.8) 24(32.0)
Tap | FRIE[95%CH (£8) RiE Rz, RiE] RE RE, RiE] RiE [RiE, RiE]

<1 | N\YP—RE[95%CI]*! _
VS e SR B EM L S B 0.99[0.56, 1.74] 1.19[0.65, 2.16]

NY—REE [95%C1]*!
Vs A XTI+ B MAIHAERUERE

<AITA2 T+ LIS+
BEEARBIERERE
BERAGRARER >
0.025

0.42[0.26, 0.67] 0.65[0.44, 0.97] -

<AIT4> I+
BEEFIHFBIERERE
BEHAIGRCERER >
0.085

0.83[0.46, 1.51] - -

— R, %1 3EERI Cox BN —RETIL, %2 D%5R . OPD-L1ORRIKRROORESH EPD-L1 ORBKREORELFAZHEEE L/ Cox N\ —NEFIL
TAP #ifRfRICRBRISH RO SNBEBMEROMREX SHMREICRBRISPRD SN EBEEREMENSFE S 2REOEEL . BEENSAOmE CBRLT100%%&CE

PD-L1ERIKRHDOSHKaplan-Meierdhifi (FAS. 2023%F4 R 1287 —4Hvb47)

TAP=1 1.0
0.9

0.8

0.7 4

0.6

0.51

ObR R HEHD

0.4+

0.37

0.24 — AZT 4 YT+ U LN—F+ O REIG R LR ROAE
— AZT VY +BERRN AR REAR
0.1+ — BRRAFRLPRAR

o+ T T T T T T T T T T T T T
01 23 456 7 8 91011121314 151617 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34(F)
EERSIMTH S DHIM

At risk#g
AZ T4V THU LN~ HEISRFIGRL2ROAR 150 150 149148 148145145 141140133133 131129128110 96 91 87 71 67 57 54 48 39 28623 18 14 9 6 6 3 1 1 0
A= T4V I+ESWAIGRILEETAR 170166 165163162162 161157 157154150 146143134 124107101 93 81 71 63 53 48 40 31 26 22 1510 6 5 4 2 0 O
BSMEIHRILERTAR 163 161159154 151 150142140136 132127 124123114100 85 78 74 69 60 56 49 46 33 2523 11 8 5 3 2 2 2 0 0
TAP<1 1.0
0.9
0.8
0.7
2 06 |}
:
? -
5
<
[=] 04,
0.3
0.24 — AT VI LN—Y + S WEG R LR RAR
— AS T+ ER WA AR
0.1 — ESRAIR AR
0-+— ‘ —

— T — T T T T T T T ——
0 123 45 6 7 8 91011121314 1516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34(F)
RERSIT T H S ORI

At risk#g
AST4VIHULN—+ESREIHALPREAS 82 80 78 78 77 75 75 73 73 69 68 67 67 62 59 51 46 42 3529 26 2118 1410 10 7 4 2 2 2 1 1 1 O
AST4VI+ERRRIHREEEAS 61 60 59 57 55 54 53 51 49 46 46 45 44 44 39 36 31 26 221513 10 7 5 3 3 3 2 2 2 1 0 0 0 O
BERRIHAILERES 75 73 72 72 72 72 70 67 67 67 64 63 61 59 53 51 44 41 3528 26 2016 1310 8 8 7 6 4 2 2 0 0 O
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4.9.7 DUO-ERERICH1TE MMRDIRERI DA E L ERFIEICL D
PFSKU OS5k

DUO-EERBRICEWVT. TV X LLHNIISAIE SN TEMMRDIRRE (AN Y FIEEMEAERIE [AMMRI XU I AN Y F
1EEHEEES [OMMRD) IO MO EM Z/IE & ICHEM LAHER. RECIST ver 1 1IcED AR HERHIE
ICEBPFSRUOSIEUTDRYTLE (20283F 481287 —& DY hF 7).,
FEAERBICEWTAFIEARFE) ANV ZHARGSNDRICIE BVEE A TOBREE D ICIEBELL LT,
BE5EHIRIZEN,

> MMROIREERIDPFS (AERIELELTHIE . RECIST ver1.1. FAS. 202354A128F—4hv h4+7)

AT+ LN—H+ AIT71402+ q
EeNASREEAR | SeRmpEL s | DoRAHRemRN ZEFHODIAE
B 48 46 49
AN N (%) 18(37.5) 15(32.6) 25(51.0)
s [95%CI] (1 A) 31.8[12.4, %3] o Rt FoE] 7.0[6.7. 14.8]
dMMR S
NP — KL [95%CI]*! _ <AZIT4> T+ LIS+
vs BB R AR 041[0.21.0.75) 0.42[0.22.0.80] SRR R
N 195901 - - BB S AR >
VS A 374U+ BRI R R 0.97[0.49.1.98] 0.137
Lk 191 192 192 <AZIT4T+
A N (%) 108(56.5) 124 (64.6) 148(77.1) B2 WAL RRR
EEESR RN
s B [95%CI] (#8) 15.0[12.4, 18.0] 9.9[9.4, 12.5] 9.709.2, 10.1] 0.031
PMMR )\ ek [95%C 11!
VS EI B B S 0.57[0.44,0.73] 0.77[0.60, 0.97] -
NY— Kt [95%C11" _ _
VS A S 74T U+ AR kR 0.76[0.89.0.89]

— R k13RI Cox AN —RETIL, %2 ORE5E . OMMROKBRUOIRSEH EMMROREENREFAEHZEEE L/Cox LI —NETIL

MMROIKERIDPFS O Kaplan-Meier #i#R (B84 ER#IE . RECIST ver1.1. FAS. 2023%4A12B7—4Av 4 7)

dMMR 1.0
0.9 ST YT LI~ R BRI
— (ST BRI AR
0.8 — BRREIR AR
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