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SR, FTe2 O NRE o F =T KRR THH ) T+ v 78 30 mg B
ABENTEZ L 2BEL YSBEFELIBOLBYVKEWVWZLELEZD
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D LT DB (VIGA-AD (0, )ERER) . RUERADER - BIERE4® X 271k L BASI X
7 W 75%LL ek E L RE OEIS (BASI-75 3ERE) 23 co-primary endpoint & X7z,
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T WTNOFHEEBIZ OV TOREIFRICEERENRO biv, 77 ERBCHT 2 15Smg R

V30 mg BRI REE S LTz,
K1 HE 16 BRI 5 VIGA-AD (0, ERRBR N EASLTS #AR (ITT MR, NRICY)
FHEEE 15mg B 30 mg B TR
vIGA-AD (0, 1)EERR R 39,6 (119/300) 58.6 (174/297) 109 (33/304)
7T REEEOZE [95%CI] ® 285([22.1,349] 476[41.1,540]
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A 11(37) 12 (40) 7023) | ReEE 5(17) 1137 6(20)
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BHYERE OB S 52 B E TOFESESRIL, 15 mg 5619804% (356/443 ) . 30 mg 54519
86.0% (375/436 f) \ZFRDHIL, FRFRIIRIDLBY ThHhoTz,
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BREG, REBEERRES. NBRGL, iRk, BREE. BKE 160, 30mg #5457 Bk
Yz 2 B, FHURMEIRRSE, BYUMERS, iR BREERIRES. ~ES L BdE
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D OARFIEIMER SN2V AD B (BB 810 B (BR£270 ) Zxigic, 7 T7ERITk
DAFNDOEEHER R RET 5720, 7T BRI REEA L BRI TR HESASR B
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AEMED co-primary endpoint T 5 5- 16 BHERZISI1T 5 VIGA-AD (0, 1)K (R EASI-75 35X,
FIR 4 OBV THY, FTEREEL 15 mg BRI T EREEL 30 mg BEL ORRTHERITB W
T, WTNOFHIEB IZ oW T HREHEEIICE B RENRD b, 7T ERBATHT 5 15mg Bk
VY30 mg BEOBEIMESREE S L7z,

R4 #E 16 BRITEB T 3 vIGA-AD (0, | ERRERUNEASE7S R (ITT M 4ER], NRICY)

FHIER 15 mg B 30 mg B IS5 REE
vIGA-AD (0, )EERER 48.1(135/281) 62.0 (177/285) 8.4 (24/281)
T eRBL DE [95%CH P 39.8[33.2,464] 53.6 [472,60.0]
PR p fiE B9 <0001 <0.001
EASI-75 3R 69.6(196/281) 79.7(227/285) 16.3 (46/281)
T RBELDE [95%CH Y 53.3[464,602] 634[57.1,69.8]
iRl p 99 <0001 <0001

% G0
a) UTFOFEIRE LT ) VAR S —liseik, 7ad, SCRTARIIALIEL VAR F—L e,
« HE UTodse A OB b L AR F— LHE STV RBE, !ﬁ’%ﬁ&: BTIIVAR F— o 2T,
+ COVID-19 (2B L7- R EHEIX, SEMEELAV-CiEiRT 3.
b) =R T A UEED VIGA-AD 227 (3 Xid 4) RUER (18 meoRifi3 18501 E) 2/ERIET & Liz Cochran-Mantel-Haenszel

B, ,
o) HEKHEFR 5%, REREDZEMOTEESEL LT, 7723 BEE 30mg BEOMRHEE B 12351 3 HBIZ 3B\ THEHAIZ -
BRBENRD GNBRIT, 77 EREEL 15 mg BOFRHFRB 21T 2B Thh A3l L S,

(&) : :

BE5 16 B TORESESIIL, 15 mg#E62.6% (176/281 1), 30 mg & 73.3% (209285 4l), 7=
EARRE59.1% (166281 f) ITRD BN, ERFRIIRS DBV ThoTz

FELI3ERD o Tz, ,

BEELAEFRIL, 15mg #2.1% (6281 ). 30mg #¥2.8% (8285 B) . "7 = REE2.8% (8/281
Bl iIFBOBI, ZDOB 15 mg B2 F BE. IRIESE 160D, 30 mg B 141 (EEEEE) .
EARE2H (TLAFMRE, SFMERBERERES 1) 1IC oW TR @lﬁ%ﬁé{?ﬁ %
EBINzhoTe, :

12 FRELE/NR AD BEITH T 2 AFIOREEMBE - FfiL, AE0kg L EOBEIC 1Smg% | B 1 EREOBETHS (N 1T
iZ) 15, 5tk L2 BE B,






FILTESTAEESRIL, 15mg B 1.4% (4281 61) . 30mg #3.9% (11285 B) . 772K E43%
(12281 ) \ZRRD BT,
TBIWERNIL. 15mg #£30.6% (86/281 1), 30mg A 43.2% (1231285 ), 7" 7RE¥ 19.6% (55/281
fF) TR b,

RS _VTUOORET 30N SEDOONIAEER (5 16 BE T, REMITIRES)

15mg## IomgH | TIEFRE 15mg B omgH | TR

it caLm) | ossw) | Gsia) it osig) | osse) | osim
EERE 25(89) 38(133) 2007.) | 7 pe—ihEEs 9(32) 4(14) 26(9.3)
R 22(78) 33 (11.6) 1657 | T 8(28) 10 (3.5) 7(25)
E 19(6.8) 49(172) 6(2.1) AR~ AR 5(18) 14 (4.9) 3(1.1)
M7 VT FUaARET—EHm|  16(57) 16 (5.6) 7(25) fEENE 5(18) 9(32) 0
2] 14(5.0) 19(6.7) 12(43) | FFHERBIE 3(LD) 13 (46) 104
Bl - 10(3.6) 10(3.5) 2(0.7) L 2(0.7) 702.5) 9(32)
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BRE DR G 52 R E CORFFRIL. 15 mg RE5HP758% (304/401 #), 30 mg #5419
84.3% (344/408 f5l)) 1T LI, FRFHIIR6 DEBY Thotz,

FELT1E 30 mg BEH102% (1/408 B, [LAHEZE) TR zsb BT, TRBREE L DREERITEE S
hiz,

EELRFEESII. 15mg B5416.5% (26/401 $1)) , 30 mg 541 8.3% (34/408 f51l) (258D S,
ZO5H 15mg BE5H 12 4] Bei, RI|R oo vA VB BIS, HERRE, Bk, i
B M7 VT FURRRF BRI, U, R, BREUE. HEERmeS
FEAS 1 ) . 30mg B 5451 11 1) (Fitigk, BERBRE 26 a2t U A VARG, ~_RRERES,
AR ZMERIBS BV R REEEIERIRES, EEERE. N UEREMRUE,. R
F1H) IOV TIHEREE DREBRIIBE S o7,

HILCES7-BEFRIL, 15mg 4&-&%45% (18/401 f) , 30 mg BEEA71% (29/408 B) 1C5R
Hohiz,

BIWERIL, 15 mg ¥5451392% (157/401 ). 30 mg 5451 55.6% (227/408 f5]) 12588 b,

9 FZERHPLOTHRZ FlEET0,







F6_ VTHAIDHARTCIULRBO b AEER (185 52 B T, ReMARYrigER)

15mgBE5H] | 30 mg BeE4 15mgBEH | 30 mg Beb41
R (o1 4 (408 1) e @01 ) (408 D)
&R 53(132) 55(13.5) Bl» 13(32) 14(34)
RS 50(12.5) 49(12.0) ez 13(32) 7(1.7)
S 41(102) 99 (24.3) Bifi~ L~z 12(3.0) 20 (4.9)
7 ek 41(102) 25(6.1) i 12(3.0) 9(2.2)
E 23(57) 24(5.9) Fhak 127 19 (4.7)
MEBZ VP F R AR —EHh 22(55) 44 (10.8) UA VAN E GBS 10(2.5) 15(3.7)
WK 20(5.0) 127 fRERm 9(22) 16(3.9)
Fea, 17(42) 8(2.0) TI=YTR) RTUAT = TP 9(22) 13(32)
wBHES 16 (4.0) 24(5.9) EEE 8(2.0) 16 (3.9)
| Resm 1537 21(5.1) SFPERBNE 8(2.0) 14 (34)
IaF A VRS 14(35) 13(32) BBk 5012 14(34)
AfR~AR 13(32) 25(6.1) SRR 3(0.7) 15(3.7)
TR 13(32) 15(3.7) bEid] g 3007 13(32)
P %)

M16-047 ?ﬁﬂﬁﬁ&t} M16-045 aﬁﬁ ;:;owz)y;ﬁ*m HiliE B OBGEOHRBIZR T DL Y T

277,







R7_EREPMTHEER OpGE (ITT MR, NRECY)

£

Mi16-045 38 (BMmis)

M16-047 338k (TCS )

= TR | IR TR | TR
FHEER . # 15mg# | 30mgH S 15mg B |30 me B 15mg# | 30mgHE S 15mgRt| 30 mg Bt
\ 64 711 107 219
28 | uensyy | oonss) L1(3281) @2300) | (65197) 43 (13504)
N B3 474 300 465
AB | oumsny | (3spss) 32(/281) ©0300) | (138297) 72(225304)
- 473 561 360 549
VI%Ai‘;D 8B | (133081 | (160085 78 (22281) 108300) | (163297) 9.2(28304)
whE (168 ool 81 620 8.4(24281) 396 586 109 (33/304)
| sspsny | aminss) : 195300) | (174n97) :
oy 463 567 €30 %4 360 7y 564 73
@wons) | aenssy | @uesy | ssien | aossooy | aensn | esnis) | @)
o 297 534 675 804 35 452 569 655
aq0n8D) | as2n8s) | awes) | swen | cowsony | asaneny | esnis) | om
N ®1 474 310 1
28 | qomnsny | (3snss) 36(10281) ©3300) | (131297) 69 21304)
N 23 71 587 74
Y8 | agspsn | ianss) 8925281) a765300) | (15297 148 (455304)
N 698 800 63 795
East’s | BB | qoenst) | (snss) 132(37281) 1965300) | (236297 194(595304)
R o | 696 797 646 71
1638 (%) 196781) | (2277285) 16.3 (46/281) 94300) | (229097) 26.4(80/304)
- 680 719 T 540 572 75 700 541
ao1n8n) | osnss) | @siesy | even | amnon | @isaen | ovis) | @
oE 1 710 811 889 508 690 7.1 847
assns)) | oumnss) | sy | @wen | asson) | @osnon | euiis) | s
- 178 207 57 189
28 | sonsy | (s9m8s) 04 (11281) Q6300) | (56297) 26(85304)
N 356 474 283 58
4B | oonsny | asess) 28(8281) @5300) | (130297) 49 (15304)
N 502 596 357 613
Eastoo | 3B | qainsn | azonss) 53 (150281) ao7300) | (182097 66(20304)
ERER \ 53.1 658 238 63.1
168 | uons1) | (187085) 8.1(23281) (128500) | (187097) 132 (40/304)
- 555 598 &9 81 414 604 w4 |, P2
asensyy | qronss) | @es) | oen | azno) | asonon | @onis) |7 e
oy 514 598 670 318 774 539 611 724
aaansl) | aronss) | @aesy | eseny | asoy | aenen | qomisy | erm)
: 04 21 07 44
238 1781y (6285) 0(0281) @ro0) | a3n97) 0(0304)
N 43 95 57 125
4B | sy | enss) 07 (2281) a0 | @797 10G5304)
: 103 242 107 172
Eastioo | 3B | oomsny | (eonss) 1.8 (5/281) @300 | (51297) 07(2304)
R - 167 270 120 76
68 | sy | crnss) 1.8(3281) @65300) | (67297) 13(4304)
- 232 28 308 523 147 %6 %2 92
@nsn) | @nss) | eoes) | @sen | @y | amnen | eoms | gew
o 78 292 308 509 133 26 270 262
@8l | @35 | eoes) | awen | woson) | gonen | euis) | e
- 5 482 316 250
28 | gonmy | 35n80) 22(6272) ©1288) | (13191) 95(281294)
— 515 668 524 656
eom 4B s | asinso) 44(12272) asiese) | (191291 150 (441254)
5 N 606 718 28 718
nesze | 8B | e | coinso) 99 271272) a520288) | (209091) 156 (46294)
B - 522 600 517 €39
s | S8 | agnm) | assnso) 118(32272) (490288) | (186291) 150 (#4/254)
o 565 67 73 758 458 651 &3 769
asshm) | areso) | @ven | wossy | azmnss) | asoneny | iy | eomo)
- 542 | 568 617 659 453 575 613 707
aaonmy | asonso) | sy | wuesy | asonss) | aemmon | esiin | aon)

% B0, x : TEFEE
a) UTORBVEREB LI, VAR F—Hiseik, 728, SEBERALIE T COREcBW T/ Y VAR F—L LT
DD Z L L Eh, TTERHETRE 16 B TICHHERATIT - HEREIL. RS 16 BUBROBINIIswRno L Eh

—o

R LISk B ORI T b L AR F— LHE SR TS, YE0RA TRV AR F—L Lt
+ COVID-19 I[ZBhE U7 REIEI, SEMEEEAWTHTET .

10







4, FERRIZOVWT

AR & 725 BEDRRE R SMGEOHIIL, BINATONS = LARD NS,

k7o, ARIOBREIC LY BRAZBWERZ R LIBT3 2 L ABERTD, UTOO~@n
TRTEB TR TR O 5 _& Th B,

@ mERRIZoVT

® FHIDEERBITIIGA R 2 7CEASI A a7 EDEHET—FEL LOEBEIMEETA7 M
MR ERBEL 2D EDD, T NE—ERERICEET AEER HER, MR
RTEBZEREBETHY, 7 FE—MREAORE. HRETE. DI B8 GZ: 7
CALRERBIRN A RS A 2) ZREL. FENC T OS5 amhe s L. 7 hE—R
JEROBWRNERIEET SEM CUTO<EMEMR>SR) SUZEROARICETS
BROBEEL LTRBSh TSI L,

- <[EATEfE>
TR tEZ -+ &,
(BT R EREE IR ST 5EE]
(7) EENGERFEUEHE 2 SFOVHIWHERET L7i8iz, 5 FELL EOKER: %@%%ﬁ%%ﬁofw
Bk,
(1) EEMSERTEUSE 2 FOVEIHEZE T Li=t4IZ, 6 UL EOBHRRBREZA L, 205 L 34N
FiI7 N EREA ST T LALX—ROBRIHEZ T QB 2 L,

UNRT bR B o s T 5354
(7) ERRGRFERER 2 FOYHIHELET LI, 5 U LD ERIROBHRIHE 21T > T\
52k,
(1) ERTSRFIEH 2 SEOUEIHERIE T LI2%ic, UITFORHEL &1 6 4ELL_ EDRREREH L
TWAHZ &,
o 34ELLO/INRRRIROBRIHE
D

o 34ELEDT FE—EEBAEEIT LIS —BROBERIHE

l

® AFHIDOBLERFER DR EM L AL THET 5 D OEEEIR SR RESSRE LN TS T
LD, HERELHEYNCEM T MR ThHDH L,

[ ] EEﬁmﬁ4F%%%K\E%%K%&RQB@ﬁ%?%WZ@%Kﬁéﬁﬁhﬁ@Kﬂ¢ﬁ

B Vo ~ET R EUE, TEREIREE, BN, [RERTESORIEI TR
R THDH I L,

11






@ BENDERMEFHEHEDOEHNCOVNT
BEEREDN L ORIME « BEMZORAFROTEL, AEFRNRE LIBAISE 2%t
JiE & MEEBBF L EONNAT S Z L FOERMEREE, BROBHIBE-TDZ L,

® BWER~DORIIZONT
< HaRE B B > | ;

BRSO BB RWERNRAE UBNc, S U BE MR\ T, RE LBIE
IS U OB B R UCTE DR ER ORI SR DR BB BB b, HOBRERHT
FERTRE R DI > T B - 2, |

<[ERMZ & BHEESNC B 2 2> :
SRR B 5 FPRY AR URER 2B T D EMIBIERE=F Y 72175 2 &,

<BWER ORISR LT >
B ) 22 SEREBICER SN U TORSMRHINE (EEREESh) 227, BER
WIERY 2 2) ICRUT, SRR B E R0 B 2 A HERT L L. AR
HEEOBEINCE L TIRER USRS 2, EbIOEE AN TE BEAHE->T\E
&,

> EHEREBEINZIRS
EELBYYE (kL MRk, ==—FvRAF Rk, BUE, AfRBSHESR ST . #E
%, FHRMASIEARIE, LB RTL. AFHReEs. MM, ek, U o Bl
~EJ v EUfERD, BEFFA Y A NVAOEIEEL,

> BEEREENY R
EMEE, DMERER, BERMRE, 43— BigeEE

12






5. BEXBLRDLBE
[BE@RIzoVWT] ,
BEQEGOYMNCHTz>Tid, UTICRY T2 RRULEDOBETHDZ L 2WRT5, £z,
INROBEIE, RE30kg LLETH B Z L 2HbE THERT 5, ‘
O 7 reAMEEABETA RTA U 2BEIC, 7 REROEESHNREN TS,
@ YRS L BIBR ITIIHRRME LT, —E EORBESNE 92835, X
AT aA MR V= 2— Y UREES RS A IREUE. BRE 72 R R
L iIZ2SHBWERIC L Y. Zh b ORIEANHZEDIMNT L B IRROMKGSEEET, —EE
DFEBIEBINED 25957 M —MEEREE TH S,
a) 7 MEMERERBENA T AT, BEEIIN U RSN AT a4 FAHEK (R
fa 7y T RUL) RAN Y= a—1) VIABINHEREIC L AEEIEREELLIO 6 71 B
PUHT-TNS,
b) HTFOWFHIC bR T 5IREE
« IGAR=aT7 3L
EASI 227 16 YL L, XIIBEEDOLEFRICIA RIES£L S BT 5
(A& & L CHESRRRM EAST 22 73 24 Bl E)
FREEEDDT b E—MRERFEDEIEH 10%LL =

[E ORIz 37> T)
BEREIENS 12 BEE TS IE LR BRI, ARIOREShIET2m b, $7. 5

EiIERIC SR EREE L. 5Nk, AEFRSROPILERET 228,

BT, AT A FIARRIN V=2 — ) VHENVARRS L OBRIC L Y HABEOCHRE 6 7
BEHERLETD) BEMOHERPESNIIESITE, T OIRESRERC/VRRE IR SETN =R
SNTNWDZLEMER LI BT, AFURED—RFPIEEERFIT2 2 &,

238, ERPEM LAKNR G2 —RPIE LIz BEDT b —ERBAOBERICEEL, BEORE
ERERNTEIR L TARR S 2 BT 2561, [BEBRIRICOWT] 0@ 0BT,

13






6. REITRLTHERETNEFH

1)

2)

3)

4)
5)

6)

8)

TN T BB OV TEIAFIORENER L SNTWEZ L2, BEEITHRNIE,
o FRIDRGNIKE BB RO H 5 BE
o EELRYYE (ULES OBE
o TEEMERIOBE
o EBEEOITSREEELRETIBE
o FFARERECS 1000/mmd REOBRE
o U2 ERERDS S00/mmd RIS B
o NET R EUVED 8g/dL RTOEE
o IHEIIHEL TV A RREMD H B &k
B LRI ERREE RIS LM SN DGR DIRRETH L, Ee, BELZBIAT
BECIE. BEICUTORZ ST, BENER LI L2MERT52 8, . 4%

BERICEEFFROHEILIBAITL, HERICERT 2 L0 BEICERR 5152 L,

o AFHREIZLY., fEE B, BUIEE, ©A VAR X 2 B RE DF - 2SR,
XIEE SN RS ST TNEZ E

o KL ORFEMITEA STV, BHEEORENHE SN TS L

o AFINT PE—MRERAEEIESEAEFITIRN &
58\ CYP3A4 PRSIt 5P OBEIZIL, A% 15mg % 1 B 1 ERET3C L,
BEOBHEREEREICL. A5 5mg %1 B1ERETRZ L,
27 a4 FARERECNMEDOBEZIRE | IRRBRIARRCIIRA T v RAHZREOHIIENH
RSB EGFRALTRWA Z L, _
SRR ERASEIR S B LRRYMED U A2 2MEINT 5 Z L SRS B DT, 4K L BitR
BOAEE, oD JAK FREA], 227 u AR L EOREIERE (SRR Lot
FIE LN &, 251 E 26 OZH L OFFHRBIT,
AHE, RIS 5 JAK 7 7 X V) —%FHET 2 O T, BRYSEIT 378 EREae o
%fz& E3 Al r&mm ZIK%M)J&L-} IZBRLTH i—l— V@%ﬂ?éﬁb\ Ji‘%ﬁ’%}“ @%ﬁ*@ﬂéﬁ THE

w’é*rza £3 %@Eﬂ“é z 2:0 , :
stz (BERASERR, U 2 8% 2 BTRHE Sh 5, FOBERSE CITER
DEE LR B LDORENR B D7D, ARIOBREITIET - TR BT 3+ k0
B X BRIz, 4’ vE—7 xa sy EERRULY -~V ) VRIS BT, RS
CT WEFZITO ZLICLY, BB ORELHEST 22, MROMER AT 285k
U\ﬁ&@mm&bné%%‘ i3, AR ORBYYEIC OV TR A 5 R0 & BT,
JFRIE U TAFRIR ERNTEEI 2R e R E T2 2 &, YLy ) URISHRES DRI R
HDOBEFITINT, REEHBEMESZITI0 DN HE STV 5, AFIRE 3L X
R OB 2RE 2 EHIRNAT 5 R URBORBEBIIHHICERTH 2 L, BHICHL,
R B DIERDPFHR LTSRS (Fifed 2%, HEE) IUBECHICEREIGER T3 X o/
A5z L,

14






9)

10)

11)

12)

13)

14)

15)

16)

17)

18)

19)

20)

BB, U L SBRBO R ONE e BB RS bbb Z R 5D T, BERIOKRE
TEERET S L & bR GBI BRI, Vo SRR ONES B R
HRTAZ L.

BREEL SUREZED U A NV AOEREH LIS RE STy VBT LMD, NN ATA VA
LOETEMHLOBBESIEROFBEBUER T 5 Z &, MEEROFEIIFTRD SR,
BETZRT D X O5BHIL. AHNOB G Pl LIEMEE B ERITH 2k, E, L
RRTA JVALISD T A NADEE NI L ESTE L,

AANISEIRWERE T T2 Z &b, BENY THEERME T LTWAT e EREE
~OREIZERU T8 2AT . BERREORIUTERT 5 L, 7 e —HEEEK
BELRERL LRI W TEEZRERMESRE ST 5, BE5HIC B ERYLLE
DA T AT CEE 23l BT 5 2 L,

AN LB B BUFLE A VR OEERLAERE STV 30T, BT -T B ALY
ANABIDHIELHERT D 2 L BDOSHER S NI5AITE, BET 25 A KT A1 L ERB
F 2 CEEICRHLT 3 Z &,

TRYEFEBD Y 27 ZBTETE RO T, AABAERTR ORGP DL 7 T BRI T
w2k,

B LNl BRSO BMIEEORESHE SN TD, A L ORREMHRIIA S HTIER
WS, EBMIEEORBILINER TSI L,

¥l AFw—b, LDL 2 VAT a1, HDL 2LV AT a— VRN Y )& Fo LR
DIEREBRE DS D OND T LWH 5, AARGBESITERIERREE LR T

T &, BR EUE LR bR EITE, IFEREERRROBREEOE B EET 5
z&,

NFZURT ITFT—BEDERRHLONDZERHBDT, =27 U ERETD L EBIT,
AEUREPIREL+DUTI 2 L. TV ART I Pl EUEE LR 3 Ll Fic FRL
TIEBI LS STV B,

RPN I, AR E PR UAFHR EAE TR 72 < & b— B ORI )88 21T

5 EOIRETBI L, |
12 REA b2 >DfARHE 30 kg PAE 40 kg SRFHO/NRICE G T A HA10IE, B2 +oI1XITV. EE
ICRETHZ L, 12BRM. XIIKE 40kg REO/NREExE L U RABRIIER ST
VLY,

ST Z., BOEIRTEEE DML BRI B S & AR DRHER OSEEER D72 dIih

ERIERE L CALERTAZ L, -

ARIOERRY 27 EEEE R L, ZEMERIERZELT5 2L,

15






