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PI-885 Wb Z7bAbell wish zhzb 1270 2 1871€Q Ao = 7IAEN. 7EA AR v &L ZEAE 2 PI-
88 W2 IRl tial Zbzk 0.693 2 0.4620] k. Ao f1EHlE= 0.667°1R3, TEEAEELS 609 o, 9]

o) A= (power ) 85%U 3, A1ZE F (type I error)E 0.050]At}.

13189 A7 FF ALS DYARAY d99 Yo =R Y AP §, FF E4(interim analysis) & F
geloirt. -tu= Ga-2u] &<=(Lan-DeMets alpha-spending function)E ©]€3 I =2 A A (group
sequential design)E T3 Ao o]&3ltt. 12} F-ol| W X= PI-882] &S Hrlsr] &, S5 <=
S (two-sided alpha level)& F%F #4413 0.01806 2 HF EAolA & 0.04148

fu
(A
o
[«0
ol
8
v}

;O

E A o] Aol Frkske W gs) Auel, Aol sew, dAt e R 4a4E el
stedth, @7h Z1ge] A3 Aol A48 R A A, AT ZREE 9 BANS s, A
sh7loh 2tk (1) #2954 WA 65 Aol FE ARA A A 2AgAoE 93 12
A A AR F2F 24 AnA AT FF AA(20.1 el #F, S (negative) FH B 2 F
B ooz-27 34 JAA A4E BERYED A0, 9 84 %Y AEuE-34 A7 39 )

o
=] o o [¢]
ofa Aold; Fo] "z Holo] S5 e EAe TFHA &%s): (2) HBV E= HOV &l 5715 (8)
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[0055]

[0056]

[0057]

[0058]

[0059]

SE506 10-2265159

o\

A= = 1845 (4) W= B FUFE ¥¥ 15 (Eastern Cooperative Oncology Group) 43 % (performance
status) = 0 WA 1; (5) AA=-F &7/ A5 < 8 % (6) A4 = 4 1 75, WA 7|&S ap7le 2%
o (D) 7HE 29 1 AR REH 58 9 HC A < 2 em; (2) WI-wi/] x4, 8 4
i o] A (other platelet abnormality), ¥ U2 4% £x THZ SuHFo old;

7, e e dAe s Fdem AEd

AW (4) Ao {3 vetd d®; (5) Q
A A e 7vA AAlL B e AdeE; A

MA% AR RAAE: 7 ol EE b Ao 1 AAE
Aol 54 AAS Tgstel BA HC 2WS W ol L (6) B F AW TE Yoo BE oY 3
(abnormal bleeding) Z%e] ol i Y 4A T AR 542 A% 28 Gl U9

24913}

FoAel MHE e &, A7) 3o AALE A o V|E H AAe AW AHE AIaAToEN 5
7ol we iset T A71(<5 em A =5 cm) B FFE AAGBIES O Sl 3 AFst
stal, 1 Fo FAstE As 9 Wk A ~El(centralized interactive web response system)(Cenduit
Interactive Response Technology; Cenduit, H|= =A7jEdoluba & AA)S AT O AZ oA
PI-88(160 mg/¥) Ei= ZTAIRE WX 1:1 H|&2 F29]gs83it).

| gueA RSt Fepine) FHRe UF sddzE U
1]
=

e A% PAL B A 9] S,

Ee}
oA Felsrh, FAYEL BE Fol Folx
Shelth. A7bAE 527 olst

Bapo] P2y S7F 50 X 10 /2E H]EH(<50,000/m ) 0.2 sHEHetALE, HHE 16]4 7]3A gte] 50% vk
oA ARl T MAWEZA & AStE AT, Foks A Fustal, w2 71 HTo dd A8E g d
A A EAE AP A8 S AFAR SA] By, FE IR FA AlPo] ol AE AR
s 9 FTEE Ae a3t eIy A AlF Aot dEE-fe daRdASHIDY B2 v

s dFHeR ;

TAE HAFYUE W, A rtolAl F7F TR, A AFAA, WE 12 A5 AFS on|dt}, X
g Az FA E 1A SR dolEE 74 dolHE YERL

A3 37}

olz]3 RCTY 12+ &% A2 DFS 7|7roll e, o]g|dk DFS 77k A ZRE ¢ojo Yoz <3k Fok
A e AMgER| o] AZto 2 AHoEQtl. 23 BF FHL T AW, FF ALS L AA HES0S)7
xo] Azroldt. FU AES wid dAHE A T 27 332 7|22 MAPAS dag]F(radiological
algorithm)o] wa} Asladct. #ALASH dag]Ze (T == MRI AolA "Ha <l I3 gel"s Zx3c}. o
23 e T ydAA (arterial hypervascularity) % %7] T 7] Ea/xw "7 "(portal/venous

"washout") 2.2 FAHET}. o] el 34 A (T 270 £ 7158 5-27 MRI 270 AoA Azd 4 9
o}, A EE darE]Eo| whiel 4 A4 (centralized facility)ell ¢l&l CT/MRI = oF A kS =
Aoz HuMsIu. 3 AHS a5, e daulE T doo AlRtlA BRI e A9 & A
< FAFI .

FTA 4 T4 95 ovA HJ}

A A5 (central

=il
i =
reviewE 913 SHA SASE (T @5 Mujzd] Dk, DFS 7|3k T4 B =4 o|njA] w5 dloly
° =

4
5 BTRE V2R ANSGon, o FA-BE Av: 14 HRlewA 4UL dn, FL-wE Ak 958
A% Aol gtk

_10_



[0060]

[0061]

[0062]

[0063]

[0064]

[0065]

[0066]

[0067]

[0068]

SAGE 24

HolHE R 3.3.2 2ZEH (R Foundation for Statistical Computing, 22=EZo} vy 2x])E A&
AT, A5Y Wy £xd BEAS WA as AXAEA xdsta, HFE HEE dE 9 HHEME
AAIBFAL, DFS 7|3k BE FAE FhE-mlolo] WS AR&3te] FA3IGT. VS AFEE 9 A3 5
& PI-883 ZEHAEL < Abolell A HlmslGitt. PI-88 R ZEhA R b T2atds, &30 AAE FE
= Aoz g W e mE TSk Aol A ARtk & A 1A TR DFS 717 B 23 FH(F
& AL L oSTAY Alzbe giE FaEtt. AE-E(ITT) #4374 Z2EZ £57(PP) #4 & BEFE F
RS

A. ITT &4

T 271(<5 em O 25 em) 2 F# AERE U A2l o8 AFsE 2-A1F5 2-¢9 #HA(log-rank
test)S FaAste], PI-883} ZEhAlR o+ Alolol A DRS 7)zke] AE A& waslgivh, PI-883) ZEhA]E. Alo]
A 7%= vE 98 7} (proportional hazard assumption)S ¢1Z38}Sth.

B. Z2EZ £&T(PP) ¥4

ZREZ mel Q7EHE FoF A Aok 80%E Ao, Az F 125 o|ld ALE HolAY AR
%) (entry) A4 71ES HdelA] &gkorm, 9leojo] wiAl® FRE(concomitant) X
17t Sot WAl F29stE $xE PP B0 TEAAC. @Al F-HBV FE, &
-HCV oFE 9l PI-889] Apgo] A 7|7k Fot Algke] Aol whel 2k zlo)r] wiEel, 2 vl 9 2dl

F('as mdvy AYE)ow A onA 34 BAS Fdste], PI-88, F-HBV o=, FF-HC

=

[o

>

q E

ofl
rE oy

FAY AEEDFS) O F2 BES HEFA7]7] f8 7] 27 o] a7k Al FWEs Aok (1) "#
5 71z e "dauo]ld g 02 A DRSO Zh7he] aifro] ARzl Al7k(event time) F 289U 7Fe] ARHTEAIR
AIZE A A (prespecified time lag) olulolx el & &WHE eslA] FowA, 7938 & FE5& A A<
BE DFSE Zzbe] mfe A AR 9] 74 & A (Accumulative drug day). ©]2 3k 39 ) =
(a) oo 709 3-BE 7+ wpol¥ 2~ (HBV) oFE (obu| M 2 (adefovir), ofd|ZH]|2 T3] 52
dipivoxil), <lElZ}H]Z(entecavir), =FHd(lamivudine), =H]FEH(telbivudine), H =¥ H]Z(tenofovir)
9 g FH)E AT E22 Fntg ol E(tenofovir disoproxil fumarate); (b) ¢ 570¢] 3-C8 3+
2(HCV) &= (v (ribavirin), 2B H =2 (peginterferon), HAZLAEHAEZ U240 FHIEHAE &
2B 9 #1735t (pegylated) AEIFE &ob-24); 2 (c) PI-88¢]Utt. (2) PI-88¢] "#& &9 E= "Xd &
s AR 8, PI-88<9] wixut JdE2YEE DFSe] Zzte] EEIE AR AR FH A3
(Accumulative elapsed day). 7|&doz2 B whgdxt=< DRSo| st Ao ¢Fol=-Z(wide-form) PP Ho]E]
2 Z-E(long-form) PP HolHZ AFAs7] Y3 "71e8 Z2ZAA 299 F9(counting process style
of input)"S AFRSFATE. DFSe Zzte] e =(ordered) AFA AJ7tollA], HE Wwx}Eo ZE-Z Pp uo]Elo) A
T A gE A7) AdFE ) A FHEY] ghs Ategith. 2 o, B aHAEs BE
H o2 DFSe| F22 RES vAE F-F PP dolHE HFAIFT.

o

ol
E >
ol ¢

M
1%
M)
K
lo,
r\:[
Ih
e
o
o,
o
o]
i

)

B &, (1) ¥4 A9, (2) 3T =(G0F; goodness—of-fit) H7},
G- 7S B DS 3] EAd ARgs . dAF Rl B A
(backward) Al Afolo] wkEo] 9l&)E A&ato], HF S Bdld g F

(univariate) +o%k 3 Fol8hA] & THE (R 2) H o5 43zt
I~

td
~

N
oo L J@ Y

A2k (forward) ©A <
FRE FESGIT. B

8}(interaction term) =

(e}
=

&
™ o

R =
i o 1o rob o

o
)

&
o o=
T T

1w 1l

AEE = A\ B2 H71so). 9] (SLE; significance levels
(SLS; significance levels for stay)S HFAHo=Z 0.1562 AAsY. o
Al wrol W& 39 A7 022 5EH fFo3tA AdolsiAl @ wW7kA 0.056 23 p
RS SRl by FEA RN AN TR HF T~ HUS FHoE A, d¥E

= = duzg BAdA 2dHx X Fume wg g7

e ohHE BAox =7 W4 713 & (masking effect)® 213 AY 7ls5Ao

i
=
-
o

)
@D
=t
)
e}
L
u
o o i
Lo
to v 4
AN
o

X
— Lo
i3
K%
>,
[e]
1o
juies
o
o
e
e

l

- - - . . 2 - - -
GOF =74, %3/ (concordance), ® ZA¥ AUWsl¥ (adjusted generalized) RS FAMSte], Agste S w

gul =
Wo GOFE Wrhsksith. 0 WA 19 @el o mue] wgge mAxe 57 Ed(logistic regression

d
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[0069]

[0070]

[0071]

[0072]

[0073]

[0074]
[0075]

[0076]

=50dl 102265159

oin

model)®] ¢ EA4(c statistic)9} E531; webA, 0.7 o9 o]9 & 38 7153 A= (discriminative
pover)& AQHETH. Z#, Nagelkerke(1991)o] o]3] Alokel 4w Auwksld Re @0 < R < )& HE

=2 mdo] die] vtown; I yAEe] FelA, 0.15 ol £A4E dwstd R & Rl tid &

=3k Azl JbH Rl (GAMs;  generalized additive model) 2 B3 dwzl b 2l (GAMs)S
AFsA|A, AL TWFe] vAE aRE HESa, 2 Fo dasitt wAAS e A" dxp Sk A5
FHFS o]4slA 7] 7] (discretizing) 913 A A4 (cutoffpoint)(E)S AHs7] f138] GAM E2& EA4]
stitt. AtH oz VGAM F7]1A19] vgam < (H & w7/l (smoothing parameter)®] TEE k& 7F)E Al
&3le], RollA <% (continuous), ©]&H(binary) 2 FF+E(count) ¥H&-2] GAMS A 3A3AI AT, GAMso] ) o
Hksl A3 =9 (GLMs; generalized linear model)oﬂ A A FuFge gus JEIA7]7] 8 AMEEA7]
Lo, B 9ty x5S DRSo| tidtk o]dk uhe (=, 1 = A E== Al o TEAWE) ] GAMsS F-3F PP dl9]
H a a < H ans

HAstAZla, &5 T4 (plot functlon)w Abgste] A|ZHA HALS flal AL FRiEre] st
O ;g— p=d

=
ZZ3BIATH(GAN 2R "2 XHH) . go], B IEAEL W 2 53 F4 2o DFS A &5 W
ZFo] 5 377 f8l AEE 97149 coxph &5 WellA HE3} 4 pspline("p-spline 71Z2E A}
&ate= W&} spline"& As)S HASAL, RAA ANZAA HALE A8 A% TZe] ddstd a94& &%
3}3t7] 98l "EF <(termplot function)E AF&3tAtH("p-spline ZF"0 2 X3 %) (Moore, 2016, pp.
84-85). 53], & WHAELS A9 ) ST, S (1) udE IS Ze 31, (2) MAEHR AHS e
22k, 2 (3) 3 AWHE A gE B elA GAM B p-spline H&3t #A4& HER F35t, o5 a9l
A A FRF(AE B A F4 AV EwEd uHy axs #EIAU. vxgog, oo md
e deoly A4S ZAsky] fal, A A4S A I g, FEF A AE, 2 usTAdA
(multicollinearity) 37te] A && A&3t3th. A& FTHEAA 10 o] 4k B3 AXH(VIF; variance
inflating factor) & WF TwWaFolA 2.5 o] 4¢] VIFE g3ty I Bdoly AR gz TolN v

A=A e S TR

GoHBV OFEE ofdlmulE, ofdlEr|E OB, AdzbiE, delRY, @uPd, HweEeE 9 Hegee
Ax2 FuigolEn AR Tomty Adwc,

F-HCV oFE-2 ubrld, # 2 HE, a1y HE ¢u-24, #0108 E <928 2 #Adstd JAgHE &
924, I El=ZYH]ZE (Paritaprevir), AIWXZ&H]Z(Simepravir), L2 H]Z(Grazoprevir), =zF2=3bH]
Z(Ladispavir), wHEF~B]Z(Ombitasvir), WA= (Elbasavir), AEAFH|E(Sofosbuvir), oltjstsn|=
(Edipasvir), H"]ell7]8} Z(Viekira Pak), Z]/EUH]Z(Ritonavir) % thEtEl=H| 2 (Daclatasvir)® F+AAE o
SRRy degrt.

=

F& A 5 79 wlelgl -y HCE zbe 7274 ~addd A FolA, 5208 —‘.’—&Hﬁ}o}"ﬂﬂk o]
23k th A T114 RCTOllA] A ZAMAES AlES Fadlshy] 93 Z3EdA

2 T HC A7kl o 1389 9] oAl B o] E Esigltt. 54 T 75 ](negatlve stop boundary)
7F 2014 7€ 270l oAAFE F3 FAlo =SR] wlZel, o]# s RCTE 20151 1€ &7] F&31%lth. 1
Y, BE AT #xk= 1 dlo] o]u] PI-88 & FEAIEE Hu 127199 Y et AEE B 9. o
2ATL )b s7F RONIT & 24 s 919 fbAke] s o] 77t 5187 B 5197 e] el Himel =EEkal
= 1).

g
s &4

v

A ITT 24

Z 159719 54l oA A5 ITT &% B7Fe & + e AHESE IAAA FAT. olFdAl, 857 H 7470
7V Zh7F PI-88 i E EFAIR ol JTh. ® (& 6a WA 6c)ell EAR wie} o], VA A7 E <
B EAL BT ITT Aeh(n = 519)0A4 A7 o3 EeRAE o Apololl A 73 E& o] F3th. PI-88 w3 EehA|
H o Afolell A DRSO AE S4E FAA o4 gl vtk (p = 0.12). ITT AR 7bel] thgh S vl
%?‘é BA49] A=, DFS 7|Zko] PI-88 w3 ZHEAIE. o AlololA] f-2shAl dolshA] &S HAFATH(F
A e [HR] : 1.26, 95% A1 #7F [CI] : 0.92 WA 1.72, p = 0.15, &= 2a). AT FoA A& oln|A

i
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[0077]
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[0079]

[0080]

[0081]

[0082]

[0083]

[0084]

[0085]

SE506 10-2265159

PHE NEE & FARE AAEU-vhelo] DFS FHE = 2bel dlAHo] ek,

o] AlgellA, Alw7tAe] A7k DFS 713+ Fdstoi=l, divetd ojw e @2 A (preceding) F AL
glol= AbdshAl eFgk7] wiitoltt. 0Sel 4"6}04, PI-88 ollA 371 2 Zex B FollA 4712 F3Hsle] 7719
AR AbEZE BaE . S 0SE olw e A mwel A maabA] ehokrh. 0Sel WA= PI-889] oluwl g o gt
A5 AYE PEEA g

B. PP ¥4

AAoIATt. 3 2(% 7a WA 7o)ell E7H Amde] dWF F49 A= PP o
o1E1(n 426)01]/\1 an Z Wk 33 (n = 229, 53.76%)$F PI-88S W= #x}(n = 197, 46.24%) AlolelA
A AEA A A B9 vlal Tbeds ERIAIA Frh. 2] el gk AE A9 FhEd-mlolo]
A& = 320 EXRsIet. @ AW Sh9vte] W B4 Ay PP do)El(n = 426)dlA dEH AWS
Zk= 824 (n = 26, 6.10%), MAEH AWS 2= AH(n = 175, 41.08%) 2 I3 JAWS z2kx &= A (n =
225, 52.82%) FolA W 7] A8 2 QA EAolA vl &5 (incomparability) S =elWiAt).
e, (D) gd@d #J9, (2) mAgH A Nes 7H 27 o, EEpAlE 9 PI-88] o
gk AE FH FhET-mlelo] A A EXxshetrh. 6079 A5 7IF ¥ PI-88S wE
S BAe] AR oR ARG A= 4 g "4
5 a34"E 7HlSE AsHl.

3c)2, PI-88¢] wAd# HAHE zk= 29| DFSe

rN
I
o

X 3(& )l AAIE wpel Zo], DRSS F2 HdE A3tsigto =y tug B4S Fastgien, o7]4, DFS
o W= <l :116”4 54, 944 HC 54, A7 A (time-varying) @-HBV 9F& &%=, AJZF-71dA] d-HCV
s &5, A ZE-7Fd P1-889] 7‘?451 a3s Fo g 74/\}0}“[?}. DFSe] AHgtslel F2 mddAM g2
TR E?LJ/M] sl 24k 5, PI-88& Wil PI-88¢] miA|" Alo]&e] FEZFEH +4 Al7to] 165 =3}
Bt A e AP fFo] wAEd AW shlaelA EEAEE B SxtETE 87.22% ] TR
= (0.1278, 95% CI: 0.0168 W=A] 0.9727, p = 0.0470).

o3k A}%W}X]?J %(week)i xu; ;
dho] el folst B3 ZdaE 2yl
Z4; of izl frAkgk 7H&gk-rlo]
T X 2 Y sFdA FAHAG.

oM FuEFAEE(PI-

X F e A, "mAER

Aol Fe] FREFE A AMEF)"S YERIT. Y Fol o
3, P % A e APEe gEola, (Loglt)(P) = log [P/(1 - P)]oltt. & <= 16536°130&
*® ZRAS 2 §9s APJ‘lo}@ del PP E"O]HETH A AT, Add RS 2
el o, FuEEAELE X 85o] vpAH Alo]F o] TR - 16,4615 A0, TF AT = AMGe] HES F
i gl SHERY Skt v e, $F AT s Aol %it SEol g FF A =
T AZHFAREEABES] At Alo]Fe] FRENE ] 74 F(week))ol whEl gt}

=
TH(HR = 0.2068, p = 0.04 04) = 4bx= PI- 88% HEPS, Ry
o] IME AZdr), & 4cdA, & 4a L 4bE

OPO
J
=
=
Ll
Ho
:cg‘

%= 51899 37} Aol te] feke] PI-88(n = 258) WX ZElA|H (n = 260)E Wt A@Y E® A,
3467 9] FAtE WA ALl E(F, AtelF 13)eA AmE fmsilth. FEAR TdAe o @2 3

(187/260, 71.9%)7} PI-88 w+(159/258, 61.6%)¢] FAET} Ato]F 1304 AT X85S A8, AR
T A Hit X85 717H42.165)2 PI-88 (38.57F, p = 0.0210) BT} Fo3tA o U, AR FSE(=

80%) = ZAH. ol A 96.2%(250/260) 01131, PI-88 ol A 88.8%(229/258) ] AT},

I 4(% 9a A 9b)el dAHE upe} o], PI-88 oA 1527 (58.9%)9] 3kx} @ Zapalr oA 519 (19.6
%o FA7F Hojx sl FAHE(AE)S Raskgion, olds Fa8-e A X mef #Ho| Q= FoRE oA
Aok, AlA 719E B 2w, Ha TAE(incidence) S ZtE X E5-7H ARE A E gutbF ol Fof 2 HF
o F9 213 #AYJa(PI- 88 31.4%, ZYAIH: 4.6%), 5 AE= TS5 E(severity) SWHoA AFE T
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AR DAES 2= X8-78E ARE gRg o o]gd 8XrE PI-88 oA 58 (22.5%) 2

Szl 2 ZEA|
2% 5 PI-88 ol A 369 (14.0%) 2] sk} 2 ZEA|H ftollA 109 (3.8%) 2] FAlolA BHuFEHUa, tSor
FAE H9 gFo 2 PI-88 wollA 339 (12.8%)2] A 2 ZEAIH oA 7

AT 2olA W FAE AF e V17 Bt AP AR AP wavh e, F4 24 PR E
790 SA7} ApRedd. o5 FoM, 39l AL Plss AR ol YNew, 4we] BAL ZepAn o
Asith. el 4 mEe] Al gele B A welel ot AY e¥ike #le] gl Ao sl

At

308 (11.6%) ] A7k 34 Atele] A8 &5 T35 T2 (SAE)E Wastglov, 2 AR 7kl =3 o

AT, o5 TolA, 15 At A8 SF dg 1579 (5.8%0) ] FAk= FeA B ool glflen, o

of At wlarste] Aol ojw ek e wEE A Az e @kt PI-88 A maolA 27e] 2

A7F A m-dd SAES Adsklth. 1] S o 3 34 A A 1 AEE JHR AL, E uE ke
ol&

toofn e

At

EUA -8 FA(7/260, 2.7%)9F wlalste] v 2 H]E] PI-88-A% #AF(13/258, 5.00)7F S 3 E= 4
o] AE, ojddl i o] Asts: APt HIT oz s oz oilss Azt 57 Aoy, o=
A1 ARERE HITSF AR Aoz oAAR o HF S71 /IS

o

12 HCCY 2|72 ZHA & BZAZA PI-882] I &%
7 4 EeA Frlekh. ITT-#4 J1E S-vlo]o] £
Zholl A EepAlE 3 PI-88 o Alololl Al st Al AelatA] des
Ao AFE &) olfeol 1A Aotk A, B dHAEL, A2 AR VR
g g A gl @A A dAE ATe olHde 114 HIC Ade=Ry 2 %
AW, d (large) £ FH (tumor burden)(dlE Eo] U9 £
AH 2 R A AAAR 54 1A Al A wAEAY FA
gAte] TUL A7 FHded WA= PI-889] AAARL o5 &
w5k, Aozt AW dA 9 uYgd B 7 I
S é =

FF VARG BRge A7 Aaols
o

4oz, dAe] A
&5 TYE AT
)

=2

ol b~
>

H
s
o
i
)

:OI&
,
X
S

2L ol o O off mx ) My
T BN
e o
o g
2
Al
TES
o o
© N
2o 12 o
0>, T
SR
o
=2
2
ek
d

o0
0
N
Vv
—
o
(@]
B
SE,
o\
09, of
Sh
Lot
1o
22
> A

&2
30
®
=)
i)
>
>
e
=2
2
I
Jm
o,

1o og
o
il
S~

~

ZystA SAAFH T, EAE,
(hepatocarcinogenesis)< X3$}s}
o ARR, Fgufold 2 FEH AL

o

(o
£
H

I
e}
3
S

¥0 o o

Iy
o
>
2
o
-
&
oo
ki
ls
~
T
o
o

=
PI-8sel %% W3 mIbs, AT FES 5279 /% B FelFS W vAHY AWE 2
1

e Bl 9T
oA SHIHUTHE 5). oleld Fele, PI-sse] T MABAS AT YUz 2AFoRH AYH o5
Ageha, okEe] F/I3 Bk TRt T B Aol AAHow Py & ded AT,

Fed AA T HCY X XF=2A], -1V 2o 5= B miyxlEo] Ao A
ot(viral load) & 2t kel dis] AgHUT. = 102, F=&
o

e ARG, ¥ Fo
2Z31(P) = log [P/ (1 - P)leld. ##F 4= 1653501021, o]
shel Qefe] PP dlolE = el AT Ak,
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29 (6.8%)

0.0115
206 (48.4%)
220 (51.6%)

0.2880
270 (63.4%)
124 (29.1%)
24 (5.6%)
5(1.2%)
3(0.7%)

>0.9999
423 (99.3%)
3(0.7%)

0.4230
326 (76.5%)
100 (23.5%)

0.2051
328 (77.0%)
98(23.0%)

0.4519
396 (93.0%)
30 (7.0%)

0.8037
398 (93.4%)
25 (5.9%)
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EH7c
223
7 1 (50.0%)
8 1(100%)

5 180 (52.8%)

3 43 (55.8%)

7 5 (100%)

8 1(33.3%)
ECOG +#&

0 218 (53.8%)

1 11 (52.4%)
BCLC #7|

20| A-XJ| (A1) 135 (53.6%)

=0 AXD| (A2) 5 (62.5%)

2| A-XJ| (A3) 2 (100%)

0| A-XJ((Ad) 4(36.4%)

gI| B-E2 67(54.0%)

J| c-AAHE 16 (55.2%)
TNM 3|

g1 113(56.2%)

EPIN| 74(50.7%)

=] A 42 (53.2%)
HCC ZEII2 (F) 253205
NEEENZLEMA IEDX (F) 5.310.62
SASFYYTAA

els 156 (68.1%)

US 73 (31.9%)
SHPREMEAD (MARH0IUS)

el 168 (73.4%)

AS 61 (26.6%)

1 (50.0%)
0(0%)

161 (47.2%)
34(44.2%)
0 (0%)

2 (66.7%)

187 (46.2%)
10 (47.6%)

117(46.4%)
3(37.5%)
0 (0%)

7 (83.6%)
57 (46.0%)
13 (44.8%)

88 (43.8%)
72 (49.3%)
37 (46.8%)
284 +427
537 £0.57

130 (66.0%)
67 (34.0%)

137 (69.5%)
60 (30.5%)

2 (0.5%)
1(0.2%)

0.1524
341 (80.0%)
77 (18.1%)
5(1.2%)
3(0.7%)

>0.9999
405 (95.1%)
21 (4.9%)

0.7407
252 (59.2%)
8(1.9%)
2(0.5%)
11(2.6%)
124(29.1%)
29 (6.8%)

05849
201 (47.2%)
146 (34.3%)
79 (18.5%)
267327 06646
5341060 04161

0.6795
286 (67.1%)
140 (32.9%)

0.3909
305 (71.6%)
121 (28.4%)

0l HUM ANESHE @48 B30 ot 82 + BEE HAZA
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H40l thol BIS(HAE)EM HMAEC SA 2Fe IHE p g2 A48 40 ol
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—
R=2u K
=3’
g =3 EFE2X 223 pt Fedl 95% MIER2H
00139 0.0091 21968 0.0280 1.0201 1.0022-1.0384
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09179 02913 31512 00016 25039 14148-4 4315
EeEunEns
HESSN 10737 03204 33511 0.0008 29262 1.5616-5.4831
g 1.0342 02050 5.0441 <0.0001 28128 1.8820-4 2039
37|>3.978
OHEBRHS VAN HHRHEZAE 20578 1.0358 -1.9867 0.0470 01278 0.0168-0.9727
ESNXAA0ELSS0R2REHY
SN2 16461 F2
WRUHSVN U= ANRIZE B 20880 05216 4.0031 <0.0001 8.0687 2.9029-22 4277
371> 11.043cm
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EH9a
" ] SHEEAGE
EaME (P1-88)
MedDRA SOC ZL2AE0 (n=260) {n=258)

Hol ol E-HHR S8 a1 (19.6%) 152 (58.9%)

LUTHUSEA TS 12 (46%) 81 (31.4%)
FATHYE T (2.7%) 33 (12.8%)
e 0 (0.0%) 17 (6.6%)
TATHES 1 (0.4%) 12 (4.7%)
TARHENS 3 {1.2%) 12 (4.7%)
= 2 (0.8%) 10 (3.9%)
2Ii= 0 (0.0%) 3 (1.2%)
EASHIAES ] (0.0%) 2 (0.8%)
== 0 (0.0%) f (0.4%)
FhTRER 0 (0.0%) 1 (0.4%)
FAEFHE K2l (mass) [t} (0.0%) 1 (0.4%)
FARHT LA 1 (0.4%) 1 (0.4%)
£3 0 (0.0%) 1 (0.4%)
2= & £ (pitting oedema) 0 (0.0%) 1 (0.4%)
BS 1 (0.4%) 0 (0.0%)

E LT 9 (35%) 9 (26.7%)
E 4 (1.5%) 58 (22.5%)
B 2 (0.8%) 8 (3.1%)
I8 2 (0.8%) 7 (2.7%)
saEy 4 (0.0%) 5 (1.9%)
AES 0 (0.0%) 4 (1.6%)
Z 28 A 0| 2(hair texture abnormal) 0 (0.0%) 2 (0.8%)
s3] 0 (0.0%) 1 (0.4%)
tics 1 (0.4%) 0 (0.0%)

EIT] 19 (7.3%) 62 (24.0%)
2AESILHOHE 10 (3.8%) 36 (14.0%)
SET4HGE i (D.4%) 17 (6.6%)
LR OH| = ER A HRIRIDIE I 6 (2.3%) 10 (3.9%)
OLATHHIO| EOHDI = EB A HELRIZI S JHE 5 (1.9%) 7 (2.7%)
LRSIt 3 (1.2%) 7 (2.7%)
SR LOLED S 0 (0.0%) 3 (1.2%)
S OISIE 0 (0.0%) 2 (0.8%)
BEOED A0 HoHE 2 (0.8%) 2 (0.8%)
20 1 Botsea oS E 0 (0.0%) 1 (0.4%)
HEAR0I0|HE 0 (0.0%) 1 (0.4%)
BSLLUCIZAMERAIESE 1 (0.4%) 1 (0.4%)
2ESSHOI EGSIIE2AILLRI2SIHE 1 (0.4%) . (0.4%)
2 0-SREIEESAHS RIS IE 1 (0.4%) 1 (0.4%)
ZHEESH B0ISHE 2 (0.8%) 1 (0.4%)
mea DooRNIEANE 1 (0.4%) ] (0.0%)
B &2 DNA ISt 1 (0.4%) 0 (0.0%)
DZEZHAZHIAEE 1 (0.4%) 0 (0.0%)

BB [ (2:3%) 16 (6.2%)
HANS 2 (0.8%) 6 (2.3%)
Tz 1 (0.4%) 4 (1.6%)
Mmpe= 1 (0.4%) 2 (0.8%)
A 2 (0.8%) 2 (0.8%)
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=H9b
42
=sERY 0 (0.0%) 1 (0.4%)
= 4+(ascites) 0 (0.0%) 1 (0.4%)
= Z(dry mouth) 0 (0.0%) 1 (0.4%)
AFEE 0 (0.0%) 1 (0.4%)
i) - | 0 (0.0%) 1 (0.4%)
THHL 0 (0.0%) 1 (0.4%)
== 1 (0.4%) 0 (0.0%)
TE (0.4%) o (0.0%)
o, UEITHZ 2 (08%) 14 (5.4%)
BomZAS 1 (0.4%) 8 (3.1%)
2EFTLLES 0 (0.0%) 5 (1.9%)
HYRLAS 0 (0.0%) 2 (0.8%)
GnR-gEEARLAS 0 (0.0%) 1 (0.4%)
sy 1 (0.4%) 0 (0.0%)
SIFHNEH 1 (0.4%) 6 (2.3%)
215 1 (0.4%) 2 (0.8%)
AT G 0 (0.0%) 2 (0.8%)
TEZTH 0 (0.0%) 1 (0.4%)
e 0 (0.0%) 1 (0.4%)
10
o
\
\\
R
=l
X=15.765 X=61.22
1T I Il NI TINNATE (N - . !
0 20 40 60 80 100 120 140
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