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25  ERERICBEY & BEHEETHE

[ 2 FEED R

AA alopecia areata : [/ ENE

AA-IGA Alopecia Areata Investigator Global Assessment : JE5% =T [& Al X IXIR5R7
FHERNZ X 2 EIERE O A 7H

AD atopic dermatitis : 77 b B —PERFER

ALT alanine aminotransferase : 7 7 =73 /) N7V A7 =7 —8

ANCOVA analysis of covariance : 3553 B HT

AST aspartate aminotransferase : 7 AT X UET X ) N TV AT 27—

AT alopecia areata totalis : 2FE [ ESE

AU alopecia areata universalis : L8 P EIE

ATE arterial thromboembolic event : B fife F& 2 B 5

AUCq g area under the plasma concentration versus time curve during one dosing
interval at steady state : & 7 IKHEIZ 31T 5 B 5-[IBR O M AE Fh R B - e i
#R T

BMI body mass index

Cavss average plasma drug concentration under steady state conditions during
multiple dosing

CI confidence interval : 15 %8 X [#]

CL/F apparent total body clearance : R.2NFT D7 U7 Z A

ClinRO clinician-reported outcome : EFEE LT 7 k77 A

Cinax.ss maximum plasma drug concentration during a dosing interval at steady state :
ERIRRBIZ 61T 2 Fem A PR EE

COVID-19 coronavirus disease 2019 : FH = 7 F 7 A )L R JRYLE

CPK creatine phosphokinase : 7 L' 7 F R AR FF—+E

C-SSRS Columbia-Suicide Severity Rating Scale : = 7 > ©'7 HZ&7Hil A 77— /v

CTCAE Common Terminology Criteria for Adverse Events : £ & 54 Jif HRE R

Ccv coefficient of variation : ZE BRI

eGFR estimated glomerular filtration rate : % % ER (A8 &

EMA European Medicines Agency : FRM [= 3 4L T

FAS full analysis set : iz KO fEHT R S4E [

FDA Food and Drug Administration : K [E £ 5t = 38 5 f5

GBD Global Burden of Diseases, Injuries, and Risk Factors Study : {5t D&
FHAFZE

HADS Hospital Anxiety Depression Scale

HADS-A Hospital Anxiety Depression Scale - Anxiety

HADS-D Hospital Anxiety Depression Scale - Depression

HDL high-density lipoprotein : kL U AREH

IFN vy Interferon-gamma : f > F —7 =1 vy

IL interleukin : 1 > #—w A %

JAK Janus kinase : ¥ X A ¥ J—+F

LC-MS/MS liquid chromatography with tandem mass spectrometry : &2 o~ k277
T4 = H T D RO

LDL low-density lipoprotein : KL Y AREH

LSM least squares mean value : i/ 3 FXI(E

MACE major adverse cardiovascular event : EELLMAE A X2k

mFAS modified full analysis set : 1€ 1F X U7 fie K O FRAT xF RAEH

MHC major histocompatibility complex : == Z ALk A B n - E AR
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mLOCF modified last observation carried forward : FAEBUANE O (EIERM)

NCEP National Cholesterol Education Program : 22Kk L A7 0 — /L E v/
7 I

NMSC non-melanoma skin cancer : 35 (Al £ [ ¥

NRI nonresponder imputation

PK pharmacokinetics : 3£ )%

PMDA Pharmaceuticals and Medical Devices Agency : M7 TEGE N & 38 5 %
N it

PopPK population pharmacokinetics : RF4E YRR

PPS per protocol set : {HER E fi s 1 I E S L 7o R 4EH

PRO Patient-reported outcome : FBHEWET 7 NI A

PT preferred term : JEASGE

QD once daily : 1 H 1[H]

QoL quality oflife : 7 A VT ¢ « A7 - T4 7

RA rheumatoid arthritis : &V 7~

RR relative risk : FHXIHY Y 2 7

SARS-CoV-2 severe acute respiratory syndrome coronavirus 2 : EJE U R 2RAEERE =
oAV AD

SALT Severity of Alopecia Tool

SALT;, SALT 237 DX—ZF A 2 inb D 50%LL LD

SALTy, SALT A a7 D=2 T A L inh D 0% EOSE

Skindex-16 AA M ESE Rl 0> 72 @ Skindex-16 SLZ i

SOoC system organ class : #n B Bl K575

STAT signal transducers and activators of transcription

TEAE treatment-emergent adverse event : IRBRIE D G-BAMHEIZA L6 L <X
LTz, HDOPDIHELLRVWER EOTEZE, LT LHIRRIEL
DERBERDBH LR DDHETRT H D TIHZRL,

tmax time of maximum plasma drug concentration : #x i IfLHE H i 21 2 FRE ]

TSLP Thymic stromal lymphopoietin

t12 elimination half-life : ¥i5 2% )

ULN upper limit of normal : EEVEGHIPH F[]R

V/F apparent volume of distribution : W77 D A1 25 F8

VTE venous thromboembolic event : /IR MILFE ZE 42 B S5 52

HERe—E

AETHEAT 23 B4 ERZRRERA

JAHO (BARVE AA-1) 14V-MC-JAHO

JAIR (BRAVE AA-2) 14V-MC-JAIR

JAGA 14V-MC-JAGA
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251 HERAFEOIRR

NY T F=T1E, ¥XAXF—F (Janus kinase : JAK) 1 KT JAK2 ([ZE#IRMEEZ AT D00
JAK [HEAITH D, BARTIE, 2017 4 7 A 3 HIZ, BEFRECHREAT+L2BEEH Y v~F
(rtheumatoid arthritis : RA) (2% 3 21RHEEE, 2020 4= 12 A 25 HICTEEAFIBRE CRHHERA+0727
v —VER RS2 (atopic dermatitis : AD) (Zxf9" HIAHIE, 2021 4 4 A 23 HIZ SARS-CoV-2 12k %
fitige (72720, MeRWAZEST HBFITRD) [T T 1K E L TRKRI TS BERIH
R [RA] | BERHHFEER [AD] | BESRHAEEEE [COVID-19] ) .

Alal, PLFICRTANY o F =7 OMEMEIE (alopecia areata : AA) xR & LI HAEETe
EW%W%%%%%L NYTF =T O AA KT 2HDER OREERHER SN2 &b,

RFH AR FEELITO L & L,

ﬁﬂmnm77t$ﬂ%ﬁ%:mwMomm)Omm)ﬁﬁ(ﬂﬁ%ﬂ)

B IFET 7 AR5 RS : 4V-MC-JAIR (JAIR) B GHEEE

2511 HEBKEEE
AA TFEE L THMNEOMNERZA U 5% RKEMEETH Y | REFEL K- BUZIER &
L7c B O SOSIZ X 2B Ol R 2 B Ok & & 2 57T\ %  (Christoph et al. 2000;
Gilhar et al. 2012; Hordinsky 2013; MacLean and Tidman 2013) . I X AMEOREITEEIC
S THERZRY | BHEZO—HUIREL, Bl L OH RO E ’&,3‘;&5/—\@ Ehkx Th 5 (Islam et
al.2015) . AA X, /MR, FHOEK RN TRIEN RO 54115 (Hordinsky and Donati 2014)
CEDBEIT, BE OO BENFET 2 H LW LEIC LS, BHESAREDOIFE)
W2 MNHZZB b ZH D 2 E0H 0 . AA FBIERFCERIRFHIC —E LT, TN/ S 722 m0R R M 23
o (UDAGLD . ZOX I, BUKROINFIZE(LEZ R L, BRI BRI O
MZFRD D0, TOMODIEEGIIR ST BEORRII EDRN T & 255 L 9% (Olsen 2011)
IZ R DMELNHFOBEMOIERIZ, EFH THAB TR, —EIZTATHETL LD
RS2V, BEERICHLE L, IS DT - TH/e 2 RpllCERER 0O 572 2 3L D8 b7
0. BRI 48R (alopecia totalis : AT) <PiLIEA (alopema universalis : AU) (2 F CTHEIE(LT 5
ZE&bHD (Olsen 2004) . ZHHDFIR, AA IE, BHEHITH 2 HIICER D B 2 MM O il BHE
ﬁ%%xmg%ﬁém%ﬁ\éﬁ%ﬁ%%#ézw\ﬁﬁ_MZT£T®W%ﬁM%¢éAU%
ETLHZ LR D, TNUHOEMABOBEIE. AT ° AU OWFib, [ UREOHKE TH D
EEZ HILTW5 (Hordinsky and Junqueira 2015)
ENTH., FRERERRE SN B AR ERF2MEREIESRETA 74 (2017 ) |
i@m‘éﬂTkU(MMGu) M EBEOR, FPHORE/A LIC L0 . @A (R 3%
FA) AT, AU ROMETTRIC SN TG (R251-1)
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£251-1 AADEERMNE (BEARERZFSAMKEEZENTM F34 2 2017 FiR)

BT & LB DI AE
iRt A | BLBBEAHERE DL D
SR | HHOMEREZRD D HO
AFAA (AT) B R R L2t D
WA (AU) ENEH IR T HHD
1177 (Ophiasis) SHEZ DA 2 BN HHRICE T 2
Ho

25111 HAEBREEOCERIE

AA IZENA DK 2% EET—EL ERE L, BERITIEAAD 0.1%~02%TH D . MR
FEZOAIZ L AHEITR VW ERE Z LTV A  (Villasante Fricke and Miteva 2015) , —J5. JbKkFE
W2 (The North American Hair Research Society) 1%, >K[E (AOFI33MEAN) TO AA FEESE
1% 460 TN (K 14%) EHELTWD, ZOXIIC, FREFROFEIZHWVEEN A 55 R
& LT, PIRBRIGRIENFIE L R2W2d, IRFIEEAROD L 2 IEDTLE D AA BENRE
<L FEBREEV S AABEEDND R BED DTS ATREMEN RB STV D
AARTOFEIZFEL VR, BEFRTE Am@omhnmk%z%hfmé(%m1
1992) . Thbb, HATHK 12 T~24 TAD AA BEBMFETH L EZTEBY, ZhbDHEE
D5 B, 14%~25% (K 17,000~60,000 N) 23 AT X° AU £ TIZHETT 2 EHEHIL T D (Pratt
2017) .

AA VT 3 EARTRO/NENRET D Z LIHIEEA LRV, BEOR YT E-E TH Y |
40% DB D 20 K E TIZ, 83%~88% DMEFE N 40 WE TIIRIIET HEWHEINLTWVD
(Villasante Fricke and Miteva 2015) . F7-. B OFFEICB T, AADORH (T724bb, /NE
) OFIEIX, JAFEME CEEERICEN D Z ENHE I TS (Goh et al. 2006) , 736 fild
AA BEZ G L L KRB L B2 — Tk, AT AU & &I S 5 RsidE © B 2 e R 338
HHNT AA BT 54% ThH o728, AD AA BE TIE 24% DA THY . AT & AU OEIA X
10 &N B D Z L2 LTz (Muller and Winkelmann 1963)

25112 HEREEDNE
Z
AA OZWNIE, —IICEBERICE > TiThhv s, ¥ —EXa—7%HVTEZRECHE
2Bl T 5, £o. BEOEREITOLGAELH LN, —KIICITER SRV, o Bk
ERBAUER Y HE, VEICL U CERENEE SN D ([AAD]) .
ARDHTA RTA L TH, F—FAXAa—T2HOTEZREBORETN ABIET 5 L0 AA
ﬂ%@kﬁﬁbfwéﬁA I EBEN R WENE TR BB 21T 5 Z RSN TS, &6
. MEREIEDZEN o7 > Tk, BEEROREOIRRIE, FIRE, BEERE, A0HER &%
&aﬁ<%@¢5_k_%a&éhfwé(mMGu)o
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HIEREE

KED AA G AT A R4 T, BEHESEROmEMEICHO 2N ERmEOEIE (S) &, B
UANAOREORE (B) XV, HEEZFEL TS (F 25.1-2) , £z, BEIEEOERITHME
ESNTOROA, BBR 25%Ki (S1) ZRFEME, 50%L0 1 (S3, S4 KO S5) % ik &R
EN T2 (Olsen 1999; Olsen 2011) . %< OERRHERIL, KED AA FHEH A 7 A > D)L
PEZEAE & EF% L THEM L TW5 (Alabdulkareem et al. 1998; Ferrando and Grimalt 1999; Kim et al.
2008; Strober et al. 2009) , EBENHARICHAET A AREtEIL, EEEIKFLTRBY, X—2X T4
Y COBEHENAF THDIELE, ZOAFMIFK< 725 (Olsen et al. 2004)

F251-2 ADEEEZRTIEER (1999 FhKE AABRKEHES 1 K514 2 R)

I B i
FEOEIA it 26 DR JE
(S)
SO BN I B L2
S1 i B B N BEER 2R D 25% AT
S2 B LAY 25~49%
S3 BB 50~74%
S4 BB DN 75~99%
S5 100% (425H) Wi
B0 S LIS DEZR L
Bl SHARLASIMZER S I 72 B 3 2 H AL 5
B2 2HETOME
VE BB OFRE D EFEIT Olsen A 1999 Z 3| L 7=,

AA OFEJEEIZOWNWTH, BRDOHA RT74 0, KEDOH A K74 (Olsen 1999) % 5
LTWo, —J., BEEESFIIZRR L8N HY  KEDOHTA KT A o TIXTEL O E R fE O
HIE 50%LL EA IR L LTWD O H D (Olsen 2011) 23, HARDH A KT A Tl
HEE L RAOTEEIMIC S X B ICBRZR RO EREMOBIEG 25%LL E (2 BLE) 25
JEE LTS,

2022 A, KED AA OFEEKOHFEMFEMIZ L > T, AA OFEIEFEDO A — L BRARINT-

(King et al. 2022) , ZD AT —/WEIHEOFPH TXF S, EBRKT AA OFMFIZL - T
— BRI SN D T AA DIER K OMREERZEE S LTV 5,

® TEMBHROEIL  20%LL T (BYE) | 21%-49% (FFEEE) . 50% - 100% (FEE)

® UITOWTNODEKRITANZYT 2561, EEEL 177 5T 5,

> AAICERT 5 0B SHOSRE~ OB ERRD b b,

> JEEXIEEOFHZERMENED D,

> Attt 63 HD AABETHEATSTH D,

> ST AAIC—B U COAEM: (ZEM) ICEZOELIRBRBGIEE R,

25113 HARKREEOCEE
BLEJE X E RREERN., DS EREMH Y Z ENEM LTS (Hunt and McHale
2005) ., AA HBE TORMEBOLEERFRRIL 66%~T74%TH V. 2o (15 2) OAERWF
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T 39% ., BMMERLREEOEIERHFIL 39%~62% & OWENH D (Colon et al. 1991;
Villasante Fricke and Miteva 2015) , AA BE DOAEIEDOE (QoL) 4 —BH LTI TFLTWD
(Jankovi¢ et al. 2016; Liu et al.2016; Rencz et al.2016) . MR OEH AW (GBD) TiL. bk
D AA DFIFAFIT L0 fREREZRATE DS R DIV HFIL 18.6 £ L ST % (Karimkhani et al.
2015) , 723, GBD OHIFEIX, 1AM REHL ) Z LI X2 BRBERIRHICEESh T
D0, REAERE RSB IR R EOMOBTEN R EIZ OV TEZBE SN TV 2R, ARIZE
WTHRIERT, BRDOTA R7 A4 2 Tlix, AA IR EOHIREZRELSELATLHOTRERATD
WaAITELS, QoL IZH KX EET L LW TS (IDAGL] .

25114 MRZRRERE DA E

WA DIRBL

BUE, KET AA OIFERER L U TEGR SN TV D EELIIFE L, FERDERE DS E0M
RV GENH DO, TXTD AA BENBREZET H TR S 720y (Tan et al. 2002;
Wasserman et al. 2007) . Z/VE TH, BISIOFEA O[NNI IT R EIEELIC K > TITHIL TV D,
[RFMETEHMNEORERZ AT 2 BT, SAHAT A B, S F 2 D IR BB DI
BificavFazxsaf FEN (M) T LAY/ my) ZRFTHEANT 2 51ER EOIRRENR I I
T& 7 (Hordinsky and Donati 2014) . L2>L., VAREDZSL 1, BRKHERIZ L 22068 - SR D e
I TVR,

ERDRBL

AARDHA KT A 12 AA OIRRIEDNRENTEY | KEEFRRICAT v A REFER L,
AT, AT aA ROAVEREDHER SN TWDE R, W GHEEE B 1175 L5810 5 |
7o TS (UDAGL) . F£7z, EKRSNTIGEIED S B, HROTA K74 CEEHOE
FED AA ITK L THERSN TN D DT, ZDI1E0, HERDTA R7 A Tl InEHfEEL
SUVITRETREEFRIEIC RS D03, it A I VIROWNIRIEE, B 7 7 7 0 FUNIRIEE, 7Y
FALVFr, 7Y vr, AFA=UREEONIREE, 7 v =0 MEWOSNREE, 2/
X ¥ VAN IFREE D R R O R OIEGFNCOFEIED 1 D& LTHEEZIToTh Lk &
nNTwb (IDAGL]) ., £72. BOAT A FONARITEBICIZAED TH L0, FHRANZEL L,
FEHIH 22 T O ESLHEF~OFIEO T ©F o 2372 JRAIEEHIIHEH L Sh
Tn5,

25115 HMEAEBRBEDTUAYEAT4HIL=—X

85 2.5.1.1.3 TR~ 7o X 912, BBEIXERAEER, DESFR AL D 2 EnEfi s
T# Y (Huntand McHale 2005) . AAIZ X 2B BHOMAITIRS . QoLIZH REEHES L Z
EDRARDTA RTA bR TS (IDAGL)) .

Fo. B 25114 HTRRZL S, BROTA RTA 1T AA DIREEDN/RINLTND H D
D, LLTOEN S, +aRInERINERN & 5 L IEE 2RV TH D,

® HELEIFEEA 179 X oM< BN D OIREIEILR .,
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® IR B 79 X OEID D) WWRIED S L, EWIRIEIZAT v A RRFHENEIEK VAT v
A RAHRIEOHRTH S,

® MR B (75 Ko@IwD ) IWRIED S b, RFTRERIEZL, BHIE (S2LE) OZFA AA,
AT KOV AU ~DIRFEDOFH—BIRL & L THR I TV D2, AR I N EERDIC K DIRE
TR,

® HIEHELE L LT RPTREIRIEICHARE DA, BRI OB R OSEFNOERRED 1 ok
LTHOWTENWE END HDITIE, AA ~ORBREIS D 72\, VR 2 (b i R 23 e S 4L
TRV, BHIED AA IZBWTERNICHE CE 2BREICEEZNRIE T 2 RITR M I T
WD, EWVSERARH D, BAZAT oA FONRIZEHICIZTED TH D08, FAIEE
IR L2 E ST
HARDHTA K71 2Tl %ﬁ%ﬂ GRHEI O RUTIN 2T, ERAE R & OB S0

T 572012, AA B (B3 AA, AT KOV AU) [Z0 o6 OHABHERI LTS, 7

DB, BRARMEHEN L LSS R A D AA BT L o T, IREP UIIBFEDI RN AT

DIRERZ, HEERERKRE 250 Lty (Alkhalifah et al. 2010) | AA DOIRIE L1372V 15

720N, Lk, HRE CREGIZIEIR 295 AA BFEICK LT, BRARRER CHMME R OV a0 i

BEINTIRBEEPMELEEZZ HND,

2512 NYIF-IJTE#ABKREEICH L TCHART SRZENES
251.2.1 MR 8% B D FEAEHE T

AA T TRERHER R T B AR & U2 B CAE RO X 2 1B DOIRERF R B DR E
EFEZ B TWD (Christoph et al. 2000; Gilhar et al. 2012; Hordinsky 2013; MacLean and Tidman
2013) . BRI R Z O AP PAE T IO W TTRE D 5 b 0D FERIITEM I
TWRY, —@ie LT, BORELDOFERZFFOEE TIL, BEZOMREE TAEL HRIzm
R Z S LT VW ERHE STV D (Christoph et al. 2000; Gilhar et al. 2012; Hordinsky
2013; MacLean and Tidman 2013) .

BOUTIRCRE R & FRR ISR Rt 2 A 2/l CH 5 (Paus et al. 2005) . B RIERHEL
KoL, BORIGME CD8 Bt T Mifas B el EMHIcZME L, FEMEME S EIR FEA (Major
histocompatibility complex : MHC) 7 7 A I X ONUFURDEEIN L, RIEZFHEHRTHZ &LV EA
PEE IS (Islam 2015; Strazzulla et al. 2018)

A CRUGHE THIBROTEME T A v 7 —T =ay (FNy) PEAZERET S, IFNy X MHC 7
FZA 1T RO7 Z2 DR, WA »Z—nA % (IL) -15 OEAZTTEST 57210 TR\
KA 72 A N4 2 (IL-2, IL-13, IL-23, Thymic stromal lymphopoietin [TSLP] %) DPEAL G
S5 (Sudrez-Farifias et al. 2015) . ZALDHDRIEBEY A b A L OB TNT b JAK-
STAT (signal transducers and activators of transcription) #RFIZHKF L CTE Y . FFIZ IFNy (%, JAKI
EIJAK2 B LTe v VT MEEEAT O,

B CBUGHE T MIlE (NKG2D ) 13, IFNy S0 Lk O RIEBIEEAR 7 O R Bl {2+ 5 2 &
CXVBEEZFET DL L, ZORBIZIAK OFICXVEET S Z L5 AA OEW)ET L TR
SNTW5 (Xingetal. 2014)
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2.5.1 B BAF DR

25122 NYSFIDERKF

Th2 BEEH A M A KON IFN y ZFHi TE 2{LEMIE AA DIBFROBIRKICR D B2 B
Do TNHDYA MAA L, ENENKIST DKM JAKL LY JAK2 Z4T LCRIIE I
IREZATO 2D, NI TF=TEGICIVHEIND EHIffF S5 (Xing et al. 2014, Harel
etal. 2015) .

AA DEMET MZBNT, VXY U F=T7EILD JAKL KOV JAK2 <° IFN vy % HKE 220 2B
EHITDHZ LT, AADRIENIHI SNz L OWENRH D (Xing et al. 2014) , [FERIZ, ~ T RAET
JNZBWT, N F =T K 5327 JAKL KO JAK2 OFEEICE Y . BORER 71
{edt X317~ (Jabbari et al. 2015)

72, R TIE, JAK JHERK (WX VUV F=Td KON 77 v F=7) OBEEIZED ., SALT A
AT PR=AT A U6 50%LL FGE LT BB OEISTT 58%~T5%ICE Lz &L ftd ST g

(Mackay-Wiggan et al. 2016; Liu et al. 2017) . F£72, [RONTHEHRTITH L8, NV F=7D
LA B —7 = m B A CRIEMR BT DL KT8 - NEREH 7' 2 27 F & (JAGA iR
BR) 2BV T, NUTF=T Tmg~1lmg% 1 H 1[G LzE &, 1HlO AA BFICEEZRE
D T2 (Jabbari 2015)

2513 ERIKEEROERE
2.5.1.3.1 MR BAE R & U F=ERRERBRETE
NYTF=T 0O AA BT DR 7 7 7 Z ATIE, B (SALT A2 7 50~94) XI3fRo
THEIE (SALT 227 95~100) O AA BETO, N UF =7 OFRMER O 4 %2 5 L7
(#£25.1-3) ,
NYTF =70 AA T HERBR 7 1 25 A Tid, JAHO RERD S 1L FHESSY T JAHO Bk
%5 I FER Sy KON JAIR BB CRATT 2 Y v F =7 ofAE2RE L (8 2.73.1.1.12 H) ,
JAHO FBRES MLAHER 2y e OV JAIR SRBR TR Y o F =7 2mg KON 4 mg OAME (55 2.7.3.21H) K&
OW&etE (5 2742 1) #iHliL7-, FEFHIFFARE Week 36 & L7z, KHFEICHZY . Week
36 74 H v bA TR TR LAV Week 36 BABE DA 0 DR o ORI 022 2 4 37 L 72,
fEBIERER COREROFAMIIN 2, PFERENT 2 WA I R OV k2 30 L7z, SBA IR I
JAHO RBRES I AHE 5 e OV JAIR SBR O B GO 7T — 2 3G o, ZOT7—F ZBIL T
B R O A 2 5Tl L7,
® HIFEREA CORMMEDFHIL, JAHO SRR 1 AHE 53 L OF JAIR 3R 0O 1 EFEAMRE A T
% Week 36 X T) Week 36 DF— & 71 A 7 E TIZ Week 52 D& 58T LT #BRE .
SAIHEIOIRBRIES 5226 52 BEFRE L TR Y . 23D Week 52 DKL E TITallrg
b LB o7 — 2 & O fT 21T -7 (85273310, %2.7355H) .

® HFEH N TOEMOLAMIX, JAHO B 11 FE . & I FMES KO JAIR RBR D
Week 36 DT —4 71w A TR TR ONTZT — % E O COFEITZ21T->7- (5 2.7.4.2
H, 2743, §27443H) .

F 72, JAHO B CIXE W ENRE (pharmacokinetics : PK) | M OV FE &- 505 BIFR 2 5EAm L 72

(#2722 ,



LY3009104 (FAFEAEE) 2.5 ERIRIZBE9 D AEFEREAT
2.5.1 B BAF DR

HBRTFA
JAHO #BREE I AHE Sy KO JAIR sBRIX, FEAE (SALT 2 =27 50~94) X |dAe CHIE
(SALT A7 95~100) ® AA BETONY v F =7 2mg KN 4 mg ODANER O Z2ME T

TR LIRS 5 L5 ICERE S, SRk IR, MEA(L, “EER, 7 AR, IR
MR CTH 5,

® JAHO BN O JAIR #RBRIT, LLF O 5 SOHIFI TSN D,
Period1 : A7 J—=" 7 HiM (3 HE~35 HH)
Period 2 : —H Hiic G- WIRH (36 [H)
Period 3 : R G581 (68 #HH)
Period4 : 7'V w2 75 HM (96 )

> Period 5 : \BERAARIMN (4 80)

WEREE T T EREDL DL VNIANY U F =7 2mgBEIT 4 mg BEIZ 2 : 2 1 3 D CEE/ES (CE
7z, #ERFIL. Week 36 £ CTO _HEMRKEGHIM D%, Week 104 £ TORMIBGHIRIEAT
L7ze ATD X 912 Week 52 & ClpBRIE A #E A& 5 LT,

® N—XT A UIHIT T RARBEHCELEA I ST 1L, Week 36 OAMMEICHEEDS X

Week 52 £ CIRERIEZH A5 L7z,
»  Week 36 1Z SALT 2 =17 20 LA N &k L 7o #kBRE 13, 77 B R oG- 2kt LT,
>  Week36 |2 SALT A7 20 L F AR TE R T2 BRE 1L, NU v F =7 2 mgBf
XX 4mgBEIZ 10 1 OHTRIESIZHEIA L,
® N—XTAUEHIANY IF =T RUTEAELEIN ST HERE 1T, W CHET Week 52 £T
TRBRIEZ I H £ LT,
Week 52 AR OIRBRFE G013, 55 2.7.6 IR,

>
>
>
>

FAERE

JAHO #RER DO I 55 Clk, —EHEEMm&EGHE Q6 EME) HIC M 2170, JAHO 35k
55 I AHER 70 M OV JAIR uih%ﬁfﬁﬁwé/\ Vo TF=T7okb5EZRE LT,

%Fx’%ﬁ% AU YF =T Img, 2mg. 4mg, XUET T HRITEITEE 1 1:1 CHE/ELICE

VAT BTz, TRTOWERE DS Week 12 258 795 7 kB 2 B4 o 1k Lf:H#,mT“EF’F‘aﬁﬁﬁ:’Tﬁ%%
ML, NUTF=T7 D3 HEND JAHO REROE AR/ & O JAIR 38 CH 2 s 72 i & %
RE LTz, FRFEATORER, N F =7 2mg kW4 mg D2 HENBRIRI N,

NR=2F A4 VKRHZANY UF =7 1 mg BECHI D AT DR X, HEZRE LR BARE,
WY UF =T 4mg BHITEE L TRk LT,

251.3.2 EEMOBRABROERDEEDEST
AA $%%XT% N F= 7®ﬁfj] éE&U% iffnq:ﬁﬁ Lf"@—’\—(@uiﬁ%ﬁi EXEDODEW
R O =i D FEE  (Good Clinical Practice) & OVE i Hitsk ¢ o B4~ 2 Hlif 2 857 U T L7~



LY3009104 (FFEMLESE)

2.5 BRRIZPEE9 2 BHGREA

2.5.1 B BAFRE OMRHL
# 2.51-3 HHEREEMEEEMBFEIZRLIEBERT—2/\vr—
BARVE AA-1 BRAVE AA-2
HBES 14V-MC-JAHO 14V-MC-JAIR
WAHEREE %535 11T (55 MAEESy) ROV 53.5.1.2TH (55 AR SY) % 53.5.1.31H
BRI FEAMG & B FEAMG & B
HREROREEH [ e [R5 T/IILFH AR FE R A [R 28 T AHABR
HRBTIA v sk ILE, MEA, ZEER, 77 AR WATEEHEER sk ILE, MEAk, ZEER., 77 EARR I
1TREM R
#5H1M R 200 R (CEERBEGHIRE 368N, RPSHIM 68 #M. 7V v FEEHIM : 96 HEH)
14V-MC-JAHO D3 11 1HER 45 14V-MC-JAHO D 111 AHE8 45 14V-MC-JAIR
FEHW ® HIMISDNY > F =T DA Week 12 T | ® Week 36 T SALT A =17 20 LI F &AL L 7RG OFISICE LT, NU T F =7 4mg i
ORI L DV IRET D Z & 2mg N7 TERLD BENTND &EDRHBERIET 5 Z &
® JE LT8Gy DAY o F =7 D RO
Pt % Week 36 TOMMTIC LV BT 52 &
FHGEHE Ao, Zeatk, ipaEhne AE, Zaetk
E|IEBIL SN HRBRE B 11061, 5B HAAN 12 4] 654 f5il, HARANEEGE W 54641, 5 HHAN 41 4
58 ® 7Tk AR (2841, 9 HLHARAIH) ® IR (189 f) ® 7I&AR (156 Bl. 5 HHAAN 10 F)
® RNUTF=7 Imga 28, 5bHHAANSIMH) ® RYTF=72mg (184 1) ® NUTF=72mg (156 %, 5> HLHARAN 11 #)
® NUvF=72mg 7%, 5>HHAKA3IHI) ® NYvF=74mg (281 Hi) ® NUTF=T4mg (2346, 5 HHAA 20 H)
® N F=T4mg 7%, 2HHAKA3H)
Bt b TR N T =T Imglt 2mgE dmg| TTBEREE NYUF =T 2mghE cdmgRE=2:2:3
H=1:1:1:1
S it Bk KEKROEAR KE, HEENAF T2 KE, BA, HE, B, @E, A—X 7V 7 7
FIN, TAVEBUF U RO, AT )L
TF—2Hy v A7 B 0B (Week36) . 20l E R 20 AME (Week 36, fFAfEsT) | 20l M EH (Week 36, PFAFRNT) |
(BFE1RHT) 20MFIA B (Week 52, OF5#0T) | 20l M E (Week 52, DFEF#HT)

a O ARy OREBRE & PRI AR Ciat T 2N O F =7 O BEZRET 720 DT 2 FZM L, NU v F=7 2mg RO 4 mg NBR STz, Ui, AU

SF =7 1 mg BECE D AT DA R I,
b _HEERKRGHMOBMEEEOEIN AR, Week 36 LAEDEIIZOWTILES 2.7.6.2.1 TH (JAHO

Ny F =T O GEE 4mg IZEE LT,

10

R KO 2.7.63.11H (JAIRRER) 25H,
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25133 HATOAAZXWRE LEEBKRRAROERE

AA BE ARG L U5 IHHARRBR TH 5 JAHO sBR O AEER Sy, & HIARREBR TH 5 JAIR
RENCAAD LB L. BAA AA BETONY L F =7 O OV % 3148 L=,

HAD DBIMOBFHIHT=> T, AA BE TONY T F =7 OIRME K ORI D B RS
K OFHFE RITLL T DO L0 ThoTz,

AR RRHEER

® HALZOMODEIZIEWNT, AA OZW K OV HEIEKE O EFRICKE RFHE TRV (GF

2.5.1.1.2 1H)

® CKEL HADEIED AA BH OIRFREREICRE 7@ idevyy (55 2.5.1.1.4 1H)

MR R ER

® fEEERA. RA BH ZxtRICE L BERRBROF R, BARNESNEAOR T PK 1IBE

R TH o7z (BERHPGEEE [RA] 2 2.53.1.2 )

DLEED, BARN AA BE ESNEN AA BHEZ[F— 0 BEEM L U CEBEIL AR Z Ehid 5
ZlEREEEBERI, Eo. AABRSINT 5 EERFEREBROBEN S, AAN AA BETOHL)
PEROREME M T 5 2 LIxZY e B 2T, 2B, 2D OFMAME R OW IR MO BRI ZER
R IR TEE L 72 > 72 AD B x5 & U BRIRARBR O R b IR ME REAY B O 74 2 32
FFTobDTho7c WHRHHFEEE [AD] 552532 H) |

2514 BHEBIZKIHA TV ARUBE

NYTF=TOREN AA BE LR E UTCBRBEF O FERMIZEA L T, MAZATEE N EFK M ER
Haia 5 F%ME  (Pharmaceuticals and Medical Devices Agency : PMDA) & DL OAHRE & 506 L 7=,

EX 5 I 5 (PHE. 20 ElH)

Zof@ i, F I O - L I
O 5B E T

2515 KBEOBRKT—42/1\vir—o
ARIKFBHGE CTlE, & 2513 IO TERRRBRZFHE R & TR T — 2 /Ny F— V2L,
HIED AA BEZXSRE Ui, BARZETEFRILFE S WL AHER 1 508 & OV AR 1 38R
DRFEE R LTz,
IO ORERIL, RERGHMZMET THY ., Week 52 OF —# I v MA TR A TH O
BIE R OV 2T — & R A IR g Lz,
AHFETIE, JAHO 3B & OV JAIR BEROPERE DL T OT — 2 25T,
o Ak
> Week36 £ COHIET —#
> Week36 DT —X 71 v b A T7HEEE TIZ Week 52 DKtz 52 T LizgiBrE, SUIwlal
DRI E D 52 EMABGE L TR Y, D Week 52 OBt TIZiBrEZ Ik L
TR E DA EDFET — 2 (JAHO #RBRES T AHER 45 M OF JAIR 545%)

11
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2.5.1 B BAF DR

> Week 52 OF —4 5 hA T7RERT Week 52 ORPEa 58 T LI #EBRHE . X Week 52
DK E TICRBR A BT L RE O INET — ¥ ROHE IS T — ¥
(JAHO GRERS ARy &% Y JAIR GA6R)
o itk
> Week36 £ CORENT—2, REMEIGT —~
> Week36 DT —H v M TR R TR LN R MG T —F
> Week52 DF—X T v b A THEETELNT- 2T — % | ReMeT —4
BEIRT — /X o r— VI & N5 AR RERER X720 2%, JAHO RBERCliX PK Z3Hli L T\ 5
D, RRBROT — & & AW RAEMFEYENRE (population pharmacokinetics : PopPK) fi##T
DRz RN 5,

BRIRT —Z Ny r—V DY

ARHFECHIRET S 23 B TI%, BAE (SALT A2 7 50~94) X |HHsd CHEIE (SALT A=2217 95
~100) O AABEEZXNRE LT, ZNOOBELZXG LT 5 JAHO B I AEE . 55 101 FH
JAIR BRERTIE, NU T F =7 2mg KO 4dmg OFIMENRENT (5 25422 TH) , 2B,
JAHO RBRES 11 ABEL ) KON JAIR iRBRClE, 13 & A EOFIMFNER T, HARANEMOREFR &
EREM ORI BN BN (5 254232 3H) , £72. QoL OB TIX, JAHO RERE
I AR K OV TAIR 3888 & B 1IN O F =7 4 mg & 5 TUWENRBO bz (55 2.542221H)

REMEOBETIE, ARG CRHT2 23 R THLNT AABETONY O F =T OREN,ET
077 AT, RA BEKLD AD BEEZXG L LKA CHsL SN v F =7 DM
TaTrANEREETHY, BEMOBAIIH-ICHESNLT, N TF=7 2mg KD 4mg D
RENT 0T 7 A VTR ARR O Th T2, o7 —sny rr7is e
THRY UF =T H2ERE LT AA BE T, Fii-h @ eI e shgehol-, 2. &
RER & AARNERT, BT 17 7 A VICHRINIZERO 6 2 21380 b, AARNICEE
B 22O &IT o7 (B 255.1131H)

PLEED | KRFETRET S 2HBROBREL L LI, N TF=TDHERTOHEIMR L L
PEAFIT 5 2 LR FREE & 2 T,

2516 HETHIVEXEHR () . AVITRERVAE
AEFFET 2R FTR () | HEAUCHREIZLUTOLEY THhL (FHREREM) .

PREIIBE (D)
BEAFIR IR COORA 078 TRl A
B Y v~ (BAfioEMBREON L4 5Tr)
7 b e —ER g2
SARS-CoV-2 (Z L DMk (7272 L, BEEWAE TS 5 HBEICRD)
MBI (7272 L. BB EAL AN R e SIS D AR D)

12
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2.5.1 B BAF DR

RERVCHE
(B Y w~F, 7 be—MRER, IR ELE)
WH, AN v F =7 L LCamg % 1 H 1 ERO#FET D, 728, BEOIRREITIE U T
2mg ITET HZ &,
(SARS-CoV-2 IT & A i)
W, AL ATV EALEDOPFRICBWNWTAY U F=7L LC4mg % 1 B 1 EREAOFKST
b, B, MEREHMIXZI4HMETET D,

13
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2.52  AEMEREHISEIC B A HEE A

252 HEWEFNZPICET HHRETME
WY F =7 OEMFERIFICET 55 HMIE. RA 265 & LB HRREER (RA) 5 252
HN DAL,

2521 HHFEE

R PR RRBR TR L7 iR EEA] (1 mg §8) 12, BEFRRHWEEER (AD) #2771 HP AR
[EXAAAR

ARSI HTNEER] (2 mg BEX TN 4 mg §8) 1. BERHHFEEER (RA) 5 252 HABAER
[ERAAAR

2522 AEYREIFHAR
AHGED T2 OF T 70 AW A FBRIT FE /M L Ty,

2523 PTE

MAFFANY F=TREIT, NV T —varyENLRkEKIa~ N7 7 0 =507 WAVE RS
#r (liquid chromatography with tandem mass spectrometry : LC-MS/MS) JECHIE L7z (552.7.1.1.3
H) o AA BEORBHIE W= otriEiE, BHREHEEEE (RA) ROBHEHEFEE LR (AD)
271 HICHE SN FELFR L TH D,

14
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2.5.3  FEPREEFIC RS A S

253 ERIRERICET HHEFHE
2531 #®E

ARHFECIE, AARZEEBRELFELS W MHRBRTH D JAHO R TR LN v F =T
JE 7 — & % T PopPK fENT 21T o 7=, F7=. JAHO RO EHEFAMEHE Th 5 36 HEEIC
SALT A =17 20 LA T A 3R L 72 46BRE OFIG 2 VT, MR & — RO BISR 2 54 L 72,

B, N UF =T OEKEHICET ML, RA Zx%RE LBERHBFEEE (RA) F
253 EMBAETL/2L . REFED =D O 7= 72 B AR FEEREBRIL I/ L Tuien,

2532 EYEE
FERIEEL 7' 777 N TR LT AA FB3E O PRACEE T 2 R LA LU R ISR,
o AABFIIRAOEELIZEZONRY F =T O PKiX, RA KON AD B#H THEE L 7= PopPK
TNV ER—O ORI LD 1 IRTERZRE LT 2-2 23— h Ay MET L THEICR S

7,
* PKETVUFICESWTER L PKAXT A—=H &L FITRT,
o W

AABEIC L H L ERRAFKE Lz & & DR 2 F =7 O kg M b R 2 R
(tmax) PFRAEITHY 0.5 BRI TH D . RA KLY AD B & FRISESHICRIN S iz,

o A
AA BEICRARG LI L 2O RNTOSMETE (VIF) OVEE (Z8EgE [CV] )
I$127L (19%) T, ADBH (126 L) EL[FREETHY . RAEFH (108L) &IhEkL T
bPmcEmmroz (18%)

o HXK
NYvF=TFFRICBL VRSN D, AA BH O CLF OFE¥fEIX 11.0 Lh (36%)
T, AD & CTOHEEM (11.2L0Mh) EFBETHY . RAEE TOHEEM (9.42Lh) X
Db 17%m o To, HENEREHE () OFEIE 158 KFH (35%) T. RA XU AD
B (K 13EEH]) LBk CTH -7,

*  RA KON AD BF LRIBEIC, BHREIE AA BB U F =T 2 BE L- & EoE ke
BT DI EMBEFIRE (Chaxss) (CHEZ RIS R, EFIREICE T 5 #5-H
B oD M S R i - T AR T A (AUC ) ICHEREEL KT LIz, BHENIER 72
AA BETRT 2P EE R OEEOBREREZ AT 5 AA BHED AUC, i DHEEFL)E
DI, ZNEI 152 L 1.22 Tholz, TORER, BEOBKERELA TS AA R
HTEANY F =T OMBFEILBERN & HOTEEOBEEREL G TS AA B
FTIE2mg QD EENHEIREEIND Z LAVRENTZ, 26X, RAKDNAD BETRD S
N-BHEEEORE L —H L T,

o R (AARANSMNEADH]) 1T F =7 D PK ICHE R ELE MFTHEETIEAR)
o7, AA BEOKRE, Ml A, RKOREIEIANY U F=70 PK IZEK EfEE 725
WELZRIEIS W EZZ L, TUHDOERKIZE DAY UF =7 O EREITLE R\ &
EZ b,

*  PK/NT A—HOREMEIL., BARN AABH EHEN AA BE CRBRE CTh -T2,

15



LY3009104 (FAFEAEE) 2.5 FEERICBE9 D ARFERTLAM
2.5.3  FEPREEFIC RS A S

2533 BRBEE—-REBERK

RHER PK E7 A0 bHEE ST EFIRIBICI T 2 EHMBEFIRE (Chyse) ZMBEETAEL LT
PUASNEFRNTIZ L » T, NY T F =7 2 mg KN 4 mg ?&5?&@ FERANEORIETH D 36 1
R H1T D SALT A =7 20 LAF Z R L 72 #RE OFIE ITITI & 7R 0R 3 BRSO b
Too REATORESR, (KIEZEM D 2 o@ﬂl/\uﬁi@kﬂéﬁv\) VF=T 2mg WEROWRE TH -
7ozt Ly @REMO 2 SOWNGAREDO KRNI NY v F =7 4mg ?ﬁﬁﬁi@%&’%ﬁ%fﬁmt

(4 2.53-1) o AEIEOFEIE L L7z 36 BIFIC SALT A 217 20 LA F &Rk L7 giBg o EI A
KBRFED 2 SOWUSNIEE (Week 36 (2 SALT A= 7 20 LA T & 2R l,f:%ﬂx’%ﬁ%@%ﬂé\@%’a :
0.24) L L <, mEEEM O 2 >OMUSNIEE (Week 36 12 SALT A =27 20 BA T & A% L 72 #5R
FORNEGDYY] 1 038) 1Fm<. TOEITBRICEZEOH DD TH ST,

SALT<=20 at 36 Weeks

3

2 05

[}

aQ

o

o i 0.39

o 0.4 0.36

c

>

Q

§ 0.3

@ 0.24 0.24

@

= 0.2 7

®©

o

Y—

o

S 0.1

£ 0.05

[}

Q

o

o 0.0 -

Placebo Q1 Q2 Q3 Q4

Median Cav,ss (ng/mL) 6.4 10.3 14.4 21.9
Number of Patients N =213 2-mg N=121 N=56 N=13 N =19

4-mg N=7 N=72 N=115 N=109

Abbreviations: Cav,ss = average plasma drug concentration under steady state
conditions during multiple dosing; GFR = glomerular filtration rate; N = number of
subjects analyzed; Q = quartile; SALT = Severity of Alopecia Tool.

Note: Patients with a baseline GFR <60 mL/min/1.72 m? were excluded in the
analysis to avoid confounding due to the effect of renal impairment on the exposure
of baricitinib.

2.5.3-1 BREE— RICBEREBH . NV FZT2mgRU4mgEx QD5 LI-EEDE
EREBICEFTLFEHMBHREEDOOAGERID 36 BEEFD SALT X237 20 LT Z:&E/ L - #HERE
DEIE (JAHO B

16



LY3009104 (FAFEAEE) 2.5 ERIRIZBE9 D AEFEREAT
2.54 AhEOREREE

254 EHMEOHIEFTE
AT, ARHFEICE D7 AR BRI < AR ORI DR R 2 b~ 2,
AHFETIE, UTIORTEERE T EER Y7 2 asd B 2 3BT AA I v F =
TORMEERHE L7c, ZHDORBROKERIY . N F=TI2L->T AA BETOBEZDR
ExEBEIET L2 ERRBINT,
o BB IV AHGRER JAHO RBR (ki)
o BB IIAHARBR JAIR ABR (fkfir)
Week 36 DFZIMERHIICIL, T X TOBERE DS Week 36 £ TOIRBRIER 5.4 58 7 XL FHIH 1L
LIcR R TR ONTET —% (5 2542 1) 2507, £z, AOMEORHROFMIZIE. LT
HWEDFET — 2 2 Wiz (825435H)
> Week 36 DF —% J1 v AT REALE TIZ Week 52 DKFLa 58 T LIBRE . UIAEIDE
BRIER G.005 52 BRAREE L TR Y, 2> Week 52 OBt E TIZiREREZ Ik L 7= g5
(Pooled Week 52 Efficacy Population (Week 36 data cut-off)) D7 —#
>  Week 52 DKPia 58 T LTo#BRE . T Week 52 O HfE £ TITalBz T Ik L 7= gk
(Pooled Week 52 Efficacy Population (Week 52 data cut-off)) D7 —#
7285, JAHO RO E RIS /3 DG RITH 2.7.3.2.1. 2 HE M,

2541 ERKREBRTYA Y
BT A v OMEE 33K 2.7.3.1-1 B,

25411 HAREERFOZRER
JAIR 35 &% OY JAHO #RER ORISR 13, BT 18 5% 2L | 60 LA . &bl 18 5k Lh E 70 7%
UTT, UTOTRTICLYEESNDIEIED AA 24 LI-BE L Uiz, BUHRBEEIIER
EBRBIFEENREL, ot BTN LY BUHRBMBIEOARENE N LD, Bkl
VECIE R D BIRER AR E LT,
s 6 HEMZD AADREHMEAL, A7V —=2Z7## (Visit 1) & Week 0 (Visit
2) O AT, SALT 2 =778 50 LA |+
o E6H AMICOIE s TERZICARBAEDNTEO DR &
o BUIEOEIE (SALT A7 50~94) iEHisd CHEIE (SALT A7 95~100) O AA DJE
WRASEHGE LT 2 AR AY 8 4E R0
*SALT A =27 50 LL_EiZ Alopecia Areata Investigator Global Assessment (AA-IGA) 733 XX 412
Y35,
SALT A2 7 M 10 LA LiGE L7c & BIRE/AE L e LT,
7272 L, HEIE TGO TEIED AA OFERD 8 F2 B2 Thikt L TV A BF L, iBE §FMIC
H AR 72 UTIRIRIC L DEE OMEBROFBEZFADEBD LN TW A, IRBRICHEAANLSD Z L2
TEDH I & & L, G RE OFEMITE 2.7.3.1.1.1.1 THEH,

17



LY3009104 (FAFEAEE)

25412

BHiZRUHE
JAHO #RER O 1 FHE 43 & Y JAIR 3Bk ClE, JAHO

2.5 BEIRICEEY D MEERH
254  HRMEOBHEFHE

AR TAHER 53 O Hh IR ARG RS 220

T, ANV F=T02HE QKkUV4mg QD) #&ER L7z (5 2.73.1.1.125H) , HEHIED AA D
ISEA T DHBDHFIE L 2N Ennh, FEIIBTIERLS, 78RR E L,
JAHO 7B D 5 T FEER 5y K OF JAIR 7kBR O -3 BRI C o #5111 &2 LL RIS T,

e _HEMBRGSHM 36

o  REHIREHIR : 68
. TV TEREHIR - 96

fiod JAK LEAIDT — 4 K0 #EL T JAK PHEHIH 5-58 44 24~36 [ ICBREZ D FE 2 FHAE
MITFZERITEWEAEDRRO DD Z E DRI TV D (Mackay-Wiggan et al. 2016; Jabbari et al.
2018) . ZAUE AA DORFRRFREREMIZER L7AMTRME L O#E ThMER SN TE Y, JAHO R
BROE T FRER 57 K OY JAIR GRBR D T ZEEAMRE A 2 Week 36 & L7 (5 2.7.3.1.1.14 )

25413

BT E E

JAHO B I FEER S0 K O JAIR 3R5R C A 2 BRI IA H K& OV 22 BIREHE B XV 374
LI YN AR L OME I ATREC, ERARIIICEMRDA H 2FEHERE L L TMmbhTnd, Mz T, i
ERLOFAME B IV 00 b BRI E R O & 2 8 SATIER D EZ i CE 2 b D Th o7

(% 2.73.121H) ,

JAHO RBREE I FHER 50 K O JAIR 3B TR 7 A IE B & OVE 72 BIR AR IE H O B %
7 2.5.4-1128F, JAHO RRBRES I AR S5y M OF JAIR FRBR CHIV 7= SR IE B & OVE 72 B KT
MGEE H OFEMILES 2.7.3.1.2 THS R,

& 2.5.4-1. JAHO FHER S I &S B U JAR R TRV - FEFHiiRE RV ER L E|IRFHERE

DEHR
AA DIEIR A2 OFGE B SHMEEB » | FHMEEAR
L] DFEM
Week 36 |2 SALT A2 27 20 LA F % &k L 7= g OFIA FEFHMLE |
(Olsen et al. 1999, 2004; Wyrwich et al 2020a) H 2.73.1.2.1.1
H
ST R—RA T4 U THRERE TV N A (patient-reported HYEREIKR | H
= outcome : PRO) (2 X DEASLHIIA a7 N3 LA EThH 79 | FHMEHEE 2731222
Ba D 9 B, Week 36 |2 PRO (T J % SESZEFA 2 =2 7 73— H
ATGA DB 2RA U ML ESEL, 0 X 1 Th o 724k
# DE|A (Wyrwich et al. 2020b)
JBENE | XA T A U CEREFMT 7 M5 L (clinician-reported | EHE/RFEIR | 5
outcome : ClinRO) (Z LB EEMEOFHER 2L ETH -7 | FHLITEH 2.73.1.2.23
WeBRE D 5 B, Week 36 12 ClinRO |2 & 2 J& EMiE O FEA < A
AT INVR—ATA DL 2HRA Y MAESEL, 0 X1 T
& o TR DEIE (Wyrwich et al 2020c)
EEBE | X—RATF 4 TClinROIZEDHEEMEBEOFNA 2L ETH | HEAEIK
ST HERE D 9 B, Week 36 12 ClinRO (2 L D BEEBLEDFE | FEMEH

AT NR—=RT A b 2R A > M ESEL, 03U
1 Th - I grE OEIE(Wyrwich et al 2020c¢)
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IZ XD BEOAHITIEFFICRE <, QoL KUHBEL~OEEFZ UL LITEATH D (6B
2.7.3.12.3 3H) . JAHO #RBREE I AHE > KOV JAIR AR Cld, BEROFHEE M2 T, LR
FRAS 2 5l L 72,

o MIPBRBAERFM O 728> D Skindex-16 thZEhi (Skindex-16 AA) (5 2.7.3.1.2.3.1 TH)
*  Hospital Anxiety Depression Scale (HADS) (55 2.7.3.1.2.3.2 1H)

25414  BIEFEIER OET
B RPEFRAT R SR
At L7RWERY | JAHO RRBRHS I AHER 53 K U JAIR 5RER DFRER = & DT I3 iR R O R 546
(Full Analysis Set : FAS) ZxfGt & L CHEh L7=, FAS I[TIZLL FTOHEBREZ &7 (F
2.7.3.1.327H)
o JAHO FRBRF IFHER 3 1A AL 4L, Stage 1 & TF Stage 2 Dl 5T, NU v F =7 4mg
BHEE, N T =7 2mg HEHEXINTIT T v R EERICEELEIMN ST X TO/R
H
« JAIR B CEMEDEIT SN7o S R TOPERE

AR N SO ET =
THEEROFEERMEITICIE. B YA T 4 v 7 BRSO A V., AR O BT
S HT (ANCOVA) Z W (852.73.1.3.15H) .

—EER DR

TEEBOFERFATIIE, LT E2ET VGO AT v 7 BlRSHTE v,

o Hhim

o N—RTA UREETTORER ORI : 4 FA0 & 4 FLE

© R=ZXTAUfE

LR

TESTE 72 sparse response data (ZXF 95 72 9|2 Firth i iE 2 2, FEERFFHIHEE 12X, =
VAT 4 v 7 [ERET ML DAy XD p AR 95%EHHX M (CD) & M\ 7z, Firth fli EAMK
IRE L CHESBEDSEIZIX, Fisher OEBMEFRHEZMANLZ L& Lz, £2, HIE (%) D
Je QNG ME 2 fili 1 L 72\ Newcombe-Wilson 5% HH W= HIE (%) D7D Cl ZxR L7, AT,
FExFR) Y A7 (RR) KOVEHITEIEZ H W2 Cl Z#Rr L7z, KHEMEIX, 1T nonresponder
imputation (NRI) % W THiize L7z,

¥, FEMAT I, RRLETNMICE DT, RBAUOHIKEZ 505 2 LIC L VT AR
LAWGA, BT MTITHIRO % &1,

SR DR T 1
HH A O FERMNTICIE. LR 2T WG DT 58558 (ANCOVA) % -,
o HiJE

o N=RTA R TOMEROFFRCHIN 4 AR5 & 4 4201 E
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© N—=RT7AVE

LR

B G REE OFFHEAIHEICIZ, LSM O Type I E & AW =, UL F &R LT,

*  LSM{ED

o IEYERAGE

* pfE

e 95%ClI

REMETE. ZEIZ modified last observation carried forward (mLOCF) % VT, & & EITDOIEKH]
N—2 T A Il CHITE LT,

¥, FEMAT I, RRLETMICE D, RBAUOHIKEZ 505 2 LI L DT AR
L7aWGE. BT VT O E2 507,

2 B O

JAHO 3RBR5S 11 AHER ) M OY JAIR 3B D FERHIIE H K O FE R BIKFHIEE Tk, 7774 %
VT 7 —F (Bretz et al 2011) ZHAWTCELEMZTHE LT 21T - 72, & OMOEZIIEFHN
HETIX, ZEEEZRE Lo T,

7774 ANT Ta—=F T, FRBRCTHAATEAKE 5%& UTREIZRE | MOMHEREZ
arhr—ALi, WIFRORBRTYL, NV v F=70 2 AR CHEKEEZDE L, 777
A ANT T E—=F T, FEBRE T U THRE LA EREZ R L (52.73.133H) .

H b ORBNE DR D v

Censoring Rule

JAHO #5% J% OF JAIR 3B Cl, FRNHE L72LL T 2 FE¥H Censoring Rule O FH 1% 12 K
EEme L (552.73.1345H) ,

Censoring Rule | f1H 810 # SHREM
primary censoring |+ {ABREEDOIKFI G- P IEDORIZ | TAHO RUBRES I ARHER S K& O JAIR 5kl D
rule BFonkr—% Week 52 £ TO, ERINTTXTOH

«  COVID-19 Ro7 X w7 HWifd o | ZhIEfsT sk 54
EEKRE e CHRONZT — X

secondary TRBREE DK 72 e G- IED#IZE D | FAS
censoring rule Nier —4

Abbreviations: COVID-19 = coronavirus disease 2019; FAS = full analysis set.
aFEMIEA 2.7.3.1.3.5 HB Y,

ARIECTOEREZHAHEOFHOEE TiX, Wi 4L d primary censoring rule % 3 f L 72 fEATHRE B &
777, Secondary censoring rule Z i f L7z JAHO #RBRZH I AHES 70 M OY JAIR 58k C DR 54T D
TR T, TN 2.7.32.1.1 L O 2.7.3.2. 2. JHIRT,

R INE DAl 5E F7 15

B TIILL N OFLITK U TREMEZ Mi5E LT,
s T DD Censoring Rule D H

o ABRHIE
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o SRBEOXRMI

. IBEAIRHEE

EERfENTTIE, Censoring Rule D %I, AEZEEO KENEIZ NRI %, #2250 K HME
[T mLOCF Z HWTHiize L7z (55 2.7.3.1.3.4 I,E) o

RREE ST

Bk & 7 R JUE DR 5E 515 Je OMFAT R GL8EF 2 OO T2 AT I L 0 L A OSSR 23 K JIfE D
FEREY PN FEKR ORI RERICTH L TAETH D Z & ol L, BESHTTIE, A
7V NHiZEVE X tipping point f#HT (FEFHIEHE Z2xi%) ZH W TCRAMEZMiE L7z (R
2.73.1-3) . o, BIESNICRROMHTISRER (Modified Full Analysis Set : mFAS) & UNEER
FEEFHEEICE S L 7o xf RN (Per-Protocol Set : PPS) DEER 2 %5 & U TR /b & S0 L
7=. MMz T, Secondary censoring rule %z 1@ L T, T2 S L7,

COVID-19 /N7 X v 7 ORI L 5 KPNEDOF N O OFEAT

COVID-19 /N7 2w 7 iR, ARMEAE EOREMEOBLAENG, KO JAHO R & Y JAIR
RERDOYLERE DIRRBIN 2 #ERF 5720, FDA A # > A (FDA 2020) KON EMA HA %2 A

(EMA 2021) 125> T, A7 UV —=2 T KRN —R T A VOREELS CRIEER G A IR T A2
HIC K DEWREE T, ERTOT — Z RPN EATAIC FTRE AR LA T O 7 — & R O # 2 % ik e ©
INEE LT,

e SALT

s PROIZ X ZEHEZTAN

*  ClinRO IZ & %8 B E K OWEEE O

HRRRPENERE CTh o 728 A 1%, PROIC K DBREFMOT — X OHEWEE LTz, Tib Dl
S TUEE 7T — X I3 RAME & HWr & 4u, Primary censoring rule TIXTHUIY & iz, —
75, Secondary censoring rule TILZ 4L H DEFRPE CTINE I NT=T — X ITFTHUIY LiIxHRSh
eots (352731341

Mz T, COVID-19 /X7 2w 7 ORI X 2 KAMED FZEEAGE B & OVH 272 B GG HE B

MIFT B LT 272010, A7V » FHigElE (R 2.7.3.1-3) ZJPWT@REE 3 4 5206 L

Too KEMEIZIXLL FOT —2 & 07,

o EMEEBECINESNIN [XHl) s nizT—X

*  COVID-19 /%307 2 v 7 ORBIZ LV UL TOBB CNE IR hoToT —H

o EMEKBETIEI NI >T, A OT —%
o COVID-19 /X7 X w 71T K % kB B ARD K H

pEEfEHT

JAHO FBRDH WAy K OF JAIR SR OFRER T VA VB —Th 5 Z &b, ZhbORBR
%ZffA L7z Pooled Week 36 Efficacy Population & UF Pooled Week 52 Efficacy Population Z S5Fij|Z#
iE L7=, 4 population O 7E %} UM% population % %84T - T fifh & LLFIZR9,
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AT RER | B xu‘%é: L 7= fERT
Pooled Week 36 JAHO #RBR O 5 T FEES 45 M OV JAIR 3Rk (2 HE 2 F PN B L OB 22 RN
Efficacy Population ANB I, WAEZAL SN2 TR TORERE HAH

o PEBREOWNR. ANGEENT—
B R—ATA OB, K

V23 2 BiaR K OMF %
ik
o EoEEAfENT
Pooled Week 52 <Week 36 data cut-off> o AWMEOFHE
Efficacy Population JAHO #BER O AR /7 K OVJAIR FRERITHEA | o LIF O8R4 EE M fiht
Azh%zh\ Week 0 TNV & F =7 2mg Xit 4 o N—AFALTOSALT A
WCEER (LIS NTEHRED S B, TN a7 (50~94, 95 L4 E)
#nb%ﬁtbtwﬁﬁ o N—=ZRTALTOHMED AA
FEFHMRE R (T TORERE D Week JER ORI (4 R,
36 Z5E T LIchinl) OF —& 7y hA7 44EDLE)
H % Tl Week 52 O3kBi %58 T L= 48R
=

o YIEIOIRERERSL G0 b FEFEAMGRE A (7
T OWERE DS Week 36 258 T L 7= K
B OF—Xhy bATHETIT 52 ERM
AEE L TEBY ., D Week 52 DfiE
\CRBR & Tk Uik

<Week 52 data cut-off>

JAHO FRBRES LA EL 3 S OF JAIR 3BR IZHAL 2 A

oA, Week 0 TRY & F =7 2mg Xi 4

mg IZIEER L SN ERE D 5 B, LTOWN

TN ET LT

o Week 52 DBt A SET L7 HkBRFE

e Week 52 D3P E TITalbra Wik L7-#h
SR

Pooled Week 36 Efficacy Population & %2 & U =i THW /=BT 15

Pooled Week 36 Efficacy Population % %} 5 & L7=fi##T Cix. EBIFRERTD FAS #xf5 & L7
Br & RIERIZ, O FEERENTICIE, v VAT ¢ v 7o 2 v, AR O E B i
Pricid, oot (ANCOVA) iz, £/, “fEEHOKHMEIT NRI %, #FHA o X
HEIL mLOCF 2 WV CTHlize L7e (52.73.1.3.4 1)

Pooled Week 52 Efficacy Population 2 %5 & L 72 fi#HT CTH W7 BT 7 1E

Pooled Week 52 Efficacy Population | Week 36 LAFE D /N U & F =7 2 mg & DY 4 mg DA ZhE % FF
i 5 7= DIZHHE L7=, Pooled Week 52 Efficacy Population % %} 5 & L7 fi#hT Cix., ERXFEEHS
WORRE I I3, BeHBEZ &1 [Week 52 T SALT A =17 20 BA R & 5k L 7o B OFI G o
FLIR R RO ER 2R LT, EARO KMMEIE NRI &, #2500 KFEIL mLOCF % Hv T
mi7E LT,

B o4 [ AT

TRBRIEIR AR OFERACHK T2 _X—RA T A TO NOFFHFIRHE R =R T A TOR B
PO BT 2 72912, JAHO BROE I ARE 2 KON JAIR 3BRO#E R % 4 L7 Pooled
Week 36 Efficacy Population Zxf5t & LT, [Week 36 T SALT A =17 20 L F &k L 72 #BRE D
FIE 1 ORHEE B TH S AR A S L7z,
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LN D17 2 — O TR 21T > 72,
o RN—=ZT A TONORFEORM:
> Mg ek, 7T, Fofh)
> MR (FtE. B
> Fim
> A (40 AR, 40 5k BL 1)
& Flin (65 AT, 65 kA 1)
> ANE (TRAUBA LT AT U XIEAT TADHRER, 7VT A, BAXIZT 7V 1%
TAUAN, NTAGRERIRFESBER. BA, EEHAH)
R (60 kg ATifi. 60 kg LA _E 100 kg R4, 100 kg LA 1)
>  BMI (25 kg/m2 Kfifi, 25 kg/m2 LA | 30 kg/m2 K5, 30 kg/m2 LA |)
» A7V —=r I HHOBHKERET (HY [eGFR 2% 60 mL/43/1.73 m2 Kiifi] |
[eGFR 2% 60 mL/43/1.73 m2 LA k] )
o R—RT A U TORERE
> N—RZF AL TOSALT 227 (BEE, Wi CTEE)
> RN=RTA U TOBIED AATER ORI (4 FRK0m, 4 FLL 1)

A\

SRR TIX, v YA T 4 v 7 [EYFSHT 2 2, F£7-. primary censoring rule Zi#EH L
Mufkﬁﬁ%ﬁﬁbto&ﬁﬁ- BRI O EAEM 2, AEKME 10%E L TREZIT o7,
BHRE - HHEMO p EDY 0.1 K OLGAEIZIIL BN 2 L0 5 2 7c o Ofat 2 30 L7z,

E ;fﬁm LT R D 5 B #BRE BN RIARE O 10% A0 ORI Tlk, EHEZ LI
FLRFRI EDOER DAL E R L, WEHBOEII I TDho7 (552.73.1.3.75H)

2542 2HRBREEL TCORBROLLE LB

25421 HBRAIREH

PBRE DR

Week 36 %52 T L7=#iBrE OEIE KON Week 36 £ Tz 1k L7458 OFIA 1L, JAHO
ARER O T FER Sy OV JAIR RER CRIBECTH - 72, ARET 1200 BN EEL(L S, FAS IZE
vz, BEALSNT-HERED 55 1088 ] (90.7%) 2% 36 WH D “HEMRKGMAZTET L1z
(362.733.1.11H) |

NR—2F A 2 TON DR R Rt

R—=R T A 2 TONOFRFRFFEIT JAHO 3B O 5 1Ay & OF JAIR 3R O [ TR CTH
0. FARBORGHBTBBURARETH -T2 (552.733.125H) |

JAHO iR O EF L AHFER 53 & OF JAIR GRBR (T AL AFL & IV T HRBRE DO lin O FMEIT 37.5 % Th
ST, FANIEEIZFEHIRZ5% T, BHEIL 605k, K OVMEX 70 % IR E L7729, 65 kLA
oA OGN -T2 (24%)

Bk, BrEL Y b LoEIGRE»oT (B 39%., otk 61%) . EF A TIX AA D%
BLEISITHERZN RN EDNVRSIVTWND Z e n, HEHERE OBIG @m0 1o/ Rix, B
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D LM T AA DIFEOEENH NI EBRXMIIL TS &# %% (Villasante Fricke and
Miteva 2015) .

WTFHNOFETH, EVTAORBRTYH ., K 52%H AL £ 36%0137 7 A, K 8% HEANT
Hoiz,

JAHO #BRDH UL AHERS3 1L 3 » [E CKE, #&EH, KO AFa) OB TEfELIZ/2H, JAIR
AR & Hi U TR L O 7 TRAAIL D LI ERE OBIG RN @mroT-, LavL, FHlkow
BB OEIE 13 B O G THMES LTV,

R—2 54 TORBEME

NR—=2 T A TORBENEIT JAHO REROF M ARE /> L OV JAIR B OB CRIETH Y, 7=
KRB OBGHE CBBUARKE ThH - (F2.733.13H) .

JAIR 3Bk K& O JAHO #BR TlE, JEEXIEFEORTEOA MK OIS AA OFHEIZIR ST,
HIE (SALT 227 50 LA k) D AA FBEDHAANDIR TH 572, 50%LA EOFERE 8~ —
T A VRIS CTHEAE (SALT A7 95~100) @ AA #4 LT\ /=, JAHO sBRDE 111 FHER 5y
B OVJAIR BRBRDOGFE TO SALT 227 OHRAEIL 96 Th -7, RIS EMIC LY . #ERE D
K A4% DI AA L2 STz, E7o. HEERE OK 9% MEITH AA L2 ST,

AA ZIIE L TH D OHBNREWVZ ETREDREMENZ ERMHNTND Z &b, HIEXIT
fisH CTEAED AA OFERD 8 A4 2 TRt L TV 2 BE IR, i E §FMICH IR SUTIRIFEIC X

LEEE O ER O BEZEENBO SN TWIEEADOH, MlHBANDZ L & Lz, AA ZFRIEL T
2D OHIROFEIEIL 122 FETHY, XR—A T A TOBIED AA JER ORI O FEIfEIX
39FETH -7,

MR ONR—R T A T, BIROYWHRHE DK 69%13%E L\ UL5EL2JEEME (ClinRO 12 X
LIHEMEOFMEN 2 L) | 5 58%0F LW XIX5E 22 EEME (ClinRO (2L 5 HEEHED
MY 2 LA E) Thote, 7 FE—RN AA ITJHMARBTH L2 LML TEY | #HERE O
38%M™ T b E—FHKK (52.733.131H) 2H LTz,

AA (TxES D RS R OMF AR L

HEERLRTC, BRE IR K ORAT DO AA TBFREDO KNI 2 F/MbT 572012, @bl v
a7 v hETo (55273.1.1.1.12H)

JAHO #RER O I FHER 77 KUY JAIR FRER OPERF IR T, AA (ZXE 2 RIEHRIE 2 A4 2 kit
FIIH 90% Th o7z, BEHRED O B, SRl U e 2 e 2 YRR 21T - TR
FIIK 53% T, BEHMBFECTIXaLFa AT oA R kb ENo 7z, RERE I AT fER

AA T 2 OFHBEIER S TR Y . JAHO iBROE T FHER 53 M OY JAIR 55k O a5k 12 O
WA Z T TR OFIA I 43% DA Th o7, IFHBEIEONFIIARETHERTH Y . H2)
PEOFE RN B L M S ehoto 25 (H2733.141H) |
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25422 =2HBZTELTCORBROLEERE

JAIR 75 % O JAHO #RERE 111 AR5 53 0O F B 72 i Tl primary censoring rule Z @M L7z, &+
FEHMIE H X O FERBIRGHIEE Tk, 77 74 VT 7 a—F 2 W CEEMEZ 5 U - fiftr
AT o Tce ZOMOANHFEEE Tk, ZEMEEZFE Lo 7,

254221 EEZBLEEEOFMEER

ARIETOEREZHAEOFHOEE TiX, Wi LY primary censoring rule % 3 f L 72 fEATHE B &
7~9, Secondary censoring rule Z3# f L 72 JAHO #BRES 11 AHE 20 K OY JAIR 7RER T D RESE /54T D
FEATAESRIE, TN ZH 2.7.3.2.1.1 AU 2.7.32.2 257, JAHO B 1T FRE 5 L O
JAIR BRBR O EZRHMIE B CHEERRIKEHIEE TIX, 7774 V7 7a—F (5 25414
H) ZHWTEEMEZFRE Ui 21T > 7,

2542211 FEHBIER

JAHO 3B ML AER S R OV JAIR RER T, 77 7 4 AT 7 a—FI2 X 0 ZEEZFHE LR
EDRER, Week 36 IZ SALT A =27 20 BL F &=L LICBRE OFNIEI1T, NY T F =7 4mg Kk
O 2 mg FEDOWBETT 7 BARE L I L TREHFRIICH BIZE D o7 (R 2.54-2)

KRBT, NY T F =7 4mgRET Week 36 12 SALT A =27 20 LU F &2k L 7= WA OEIS 1L,
2 mg i & LhlE U TR 14% @ o 72,

2542212 EELEIRFHHIEE
254.2.21.2.1 PRO IZ & 5 FEE2EH

JAHO 3B I AHER Sy K OV JAIR SRR C, 7T 7 4 AT 7 a—FI2 X 0 ZEEZFHE LT
B Week 36 |2 PRO IC X BHEEZIMM A a7 NR_R—2F 4 b 28R A UL ESEL, 0 T 1
ThoTWREDOFEIX, NV TTF=7 4mg KO 2 mg HOMBET T 7 AR L bl U CRtat
FHNCHBEICE -T2 (F 254-2) , BEZ L D Week 36 |2 PRO (T & BHHEZFAM A =2 7 A3 — A
TAUDE 2RA L FULESEEL, 0 XX 1 Tho7o#BE 0BG X, BB YER O L 7=
SALT A =17 20 LA N &AL L 72 4kBRE OFIG & [FRRE Th -7,

ZRBRT, WY F =7 4mgBET Week 36 |Z PRO IZ & HHEEZFIAE A a2 7 NR_R— T A b
2RA MU ESEEL, 0 UL 1 THTHEEBREORIGIT, N v F=7 2mg BEL L TR
18%m /-7 (852.7.3.3.22.11H) |

25422122 SALT B:ED EE 73 B REHE1E B

JAHO #BREE 1 FHERSY KON JAIR 3BR O RER T, SALT BiEO \EE L RIKAHmEE (5
2732101 B, 27322 H) OVARS X —OEIG (CMHEEH) UTFEHEFE (L)
X, BRECRECTH o7z, LL, 7774 AN T 7 —FOEWZLY, BRI & O RIC
IEER BB,

FEIZ, JAHO FBRES I FHE D ClX, 77 74 AT 7a—FIC L0 ZEMELFE L HRED
fEH. Week 3612 SALT 2 =17 10 BA F & A% L7245 % OEIE . Week 36 12 SALTog % 7ERL L 7=
R DEIE . O Week 36 TD SALT A7 DR—RZ T A InbOBALROIEA T, N T F
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=7 4mg BEAX DN 2mg REOMRELY 7 BARE & Ll U CHEGHFMICE ERUELEZ R L7, JAIR
ARERTIL, 7774 N7 7 —FIC L0 ZEMELTHE LIZREDOR R, 2o OFHlizHE T,
NYTF =T 4dmg BOLNT 7 B RBEE il U CREFFICHE B RWEZ R L (£ 2.542)

JAHO BRBRES I ARHER 20 e OY JAIR RO WERER T, 7T 7 4 IVT 7 m—FI2 &L ZEMEZHR
- REORE R SALT B O REE A FIRIMEEE O 9 5 SALT 2 27 20 BLF & 2Rk L 7= wkBk
FEOEIRITHONT, N TF =7 4mg BEIE Week 24 T7 T B ARRE & ol L CHERHERIICA B 72
WEE R L (K254-1) ,

WPRORER TS . SALT Bl O REEARRIREHMEEE O L AR X —0EIE (TR Xk
W LR AR X, N YT =T 2mg LB L TN VT =T dmg BECERNS T

(362733222 ,

25422123 ClinRO 2 & 5 B ER VBEE R E T

JAHO B ML A0 KON JAIR RER T, 77 7 4 AT Fu—F 2k L B2 TR Lok
H. Week 36 I ClinRO |2 X2 JHEKOBEEMEOFHA 2T NX—R2F A 16 2 KA R
FHEL, 0 T 1 ThHoTHREOEIGIE., NV v F =7 4mgE T 7 BAREE &l U THEGH
FHNCHBICE o T (F2.542) ,

NYF =7 2mg BETIX, JAHO REREE M FHEH T, 77 7 4 AT T a—FI2 L0 L@
ZARHE LT, Week 36 12 ClinRO IZ K DJEEMEDOTMA 2T NR—RT A b 2 KAV
FOAESEL, 0 T 1 THoTHBRE OEIEIL. 77 B REE & el U CREHEICAERICE D
72, JAHO RERF IS DR & F =7 2 mg BETD Week 36 1 ClinRO (2 L AHEEBED
P A 2T BR=AT A 6 23874 FLESEL, 0 T 1 TholoiE oElaix, £E
PEZ BRI BKYE 5% THRIE LT HE. 77 B ARRE & R U CRGHERIICH B 2R BE
NRDHNT-, JAIR AR TIE, U v F =7 2mg B TD Week 36 (Z ClinRO |2 X 5 J§E K OV
ERBOFTMA I T NR—=AT A D 2RA 2 FAELFEL, 0 UL 1 THo WA OEIS
X, 77 B RBEL R L CEREMICE - 720, FEHF RN AR EERD O o7 (5B
27332231H) |
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R2542FTEBFMAEBBRVEZLBIRFMERB D S5 5. Week 36 Tl L/-IHE DHERDERN
(ZHEZH - NRI, EHZH : mLOCF. FAS) (JAHO HERE Il FBEB S R U JAIR SHERDFHER
& BEEHAD

BRAVE-AA1 BRAVE-AA2
Study JAHO Study JAIR
Placebo BARI2 | BARI 4 Placebo BARI2 | BARI 4
mg mg mg mg
Number of subjects with at least 50% scalp hair loss at baseline
N 189 184 281 156 156 234
SALT <20 5% 22% 35% 3% 17% 32%
p-value vs placeboa NA <0.001 | <0.001 NA <0.001 | <0.001
SALT <10 4% 13% 26% 1% 11% 24%
p-value vs placeboa NA 0.002 <0.001 NA <0.001 | <0.001
SALToo 3% 11% 22% 1% 8% 21%
p-value vs placeboa NA 0.003 <0.001 NA 0.008 <0.001
Least Squares Mean Percent change in -8 -31 -46 -3 -28 -47
SALT score from baseline
p-value vs placebob NA <0.001 | <0.001 NA <0.001 | <0.001
Number of subjects with Scalp Hair Assessment PRO™ score >3 at baseline
Nf 181 175 275 151 149 215
Scalp Hair Assessment PRO™ score of 0 5% 16% 33% 4% 16% 34%
or 1 with a >2 point improvement from
baseline ¢
p-value vs placeboa NA <0.001 | <0.001 NA 0.001 <0.001
Number of subjects with ClinRO Measure for Eyebrow Hair Loss™ score of >2 at baseline
Neg 124 136 188 112 104 161
ClinRO Measure for Eyebrow Hair Loss™ 3% 19% 31% 4% 12% 35%
score of 0 or 1 with a >2 point
improvement from baseline d
p-value vs placeboa NA <0.001 | <0.001 NA 0.076 <0.001
Number of subjects with ClinRO Measure for Eyelash Hair Loss™ score of >2 at baseline
N¢g 96 111 167 90 89 140
ClinRO Measure for Eyelash Hair Loss™ 3% 14% 34% 6% 10% 34%
score of 0 or 1 with a >2 point
improvement from baseline ©
p-value vs placebo? NA 0.012 <0.001 NA 0.260 <0.001

Abbreviations: ANCOVA = analysis of covariance; BARI = baricitinib; CI = confidence interval; ClinRO =
clinician-reported outcome; FAS = full analysis set; mLOCF = modified last observation carried forward; N =
number of patients in the analysis population; n = number of patients in the specified category; NA = not
applicable; PBO = placebo; PRO = patient-reported outcome; SALT = Severity of Alopecia Tool; SALTy( = at

least 90% improvement from baseline in SALT score; W = week.

a Odds ratio p-value from logistic regression.

b p-value from mLOCF ANCOVA analysis methods.

c 0 = No missing hair, | = A limited area (1% to 20%) of scalp hair loss.

d 0 = Eyebrows have full coverage and no areas of hair loss, 1 = There are minimal gaps in eyebrow hair
and distribution is even.

e 0 = Eyelashes form a continuous line along the eyelids on both eyes, 1 = There are minimal gaps and
the eyelashes are evenly spaced along the eyelids on both eyes.

f number of patients with PRO for Scalp Hair Assessment score>3 at baseline.

g number of patients with ClinRO Measures for Eyebrow or Eyelash Hair Loss >2 at baseline.

Note: Results in bold were statistically significant after adjustment for multiplicity.
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Study JAHO

35%]
30%
25%0-|
20%-
15%|
10%-|
5% -
0% 4 12 16 24 36
Week

Proportion of Patients with
SALT <20

Study JAIR

Proportion of Patients with
SALT <20

- —e 2.6%

12 16 24 36
Week

~8—- PBO —0-BARI 2 mg —-BARI 4 mg

Abbreviations: FAS = full analysis set; NRI = nonresponder imputation; SALT =
Severity of Alopecia Tool.

a  Statistically significant after adjustment for multiplicity.
*p-Value for baricitinib versus placebo <0.05.

**p-Value for baricitinib versus placebo <0.01.

***p-Value for baricitinib versus placebo <0.001.

Note: Only Weeks 16, 24, and 36 were adjusted for multiplicity.
Source: |G

2.54-1. Week 4, 8. 12, 16, 24 RU' 36 ICSALT RO 7 20 U T #ERK L -HBREDEIED
EEFAIETME (NRIL FAS) (JAHO HBEREE I HEEHD R JAIREABROFABR &, RE5HA)

2542213 BRESH

JAHO FRBR D 11 AHER S e O JAIR #BR T, J X CORKEE T OfERIL, FEZRMTHER & [
RTHY, FEFHME A & OEZE 2 QIR E B OMETR R & RIS i 2 SR LT, R i
DOFEFIX, JAHO #ERD L 1M1 FHER 53 M OF JAIR 3R D =22 70 fbir ¢ 72 KRB O #f 58 515 X%
FRMT R G M T ORIERE RS, Bre 2 KIUME DO SE T IE I IfRNT R G5 M &2 0 2 & & OfE R
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TUARETHDLZ L ame Lz, F72, JAHO REROE 1 fHE 7 LY JAIR 3R T, secondary
censoring X O’NNA 7 U REFEEE W 7o &R AT il BT E BT S R E R TH D |
COVID-19 /N7 X v 7 O L 5 RMED EZER TR RIS R E REEL KT L TV RN
EaoRME LT (52732111, 5527322H)

254222 ZFINHERBROHESHEFTOER
BEL T, Pooled Week 36 Efficacy Population Tix, fEBIFER TORER & FERIC, NY v F=7
4mgBER N2 mg BT 7 B ARBEL LI L CEW L AR 2 &R LT,

FEFHEE

Pooled Week 36 Efficacy Population Ti%, Week 36 (Z SALT A =27 20 LA T Z 2 L 7= #E D
FHET, ANV TF =T 4mg LD 2 mg FEOMBET T 7 v AR L B L TRidvo 7o, £72, N
TF =7 4mgHET Week 36 12 SALT A7 20 LA F & L 7o gBRH OFIGIL, N v F =72
mg B & i U TR 14%mno 7o (R2.7.33-11)

HERBIKEE B

Pooled Week 36 Efficacy Population Ci&, A FOFHMEIEE T, NU T F =7 4 mg#E LN 2 mg B
X7 7R B L CTRWL AR 2 &R LT,

*  Week 36 |2 PROICEDFHEGHIMA a7 BNR—AT A4 02D 2R A4 ML ESGEL, 0 XX

| Th o - trEORE

e X—ZXF AT ClinRO IZLDEEKLOREEMEDOFTAMA 27 23 2 DL ETH - Ik O

9B, Week 36 (Z ClinRO (2 X 2 JEEMOBEEBNEDOFHMA T T BN—2F A b 2 R
A Y MAESEEL, 0 UL 1 THho - BRE ORI S

Flz, TNOOFHEEH T, NV F=7 dmgREiE 2mglEE L L TEWL AR AZ R L
7o (32.733-12, #2.73.3-14) ,

Pooled Week 36 Efficacy Population Tix, LA FD 72D <To SALT B oD H F 70 Bl R SEAl IH
HT, XU F=7 dmg BEL 2mg BHE T 7B RBEL LI L TEHWL AR R &R LT (R
2.7.3.3-13) ,

o Week 16, Week 24 (2 SALT A =17 20 LLF Z 3k L 7= 9B g D E|

o Week 24, Week 36 (2 SALT A =7 10 LLF &5k L 7-9Brg O E|

e Week36 TD SALT A7 D_X—RA T A b DR

o Week 36 1T SALTyy % % L 7= #5E O EIE

o Week 12 1T SALTsy & 2% L 7= #5E O FI&

AN
=

AN
=

254223 ZFOMOREIXRFMIER

QoL Mk Skindex-16 AA, Hospital Anxiety Depression Scale — Anxiety (HADS-A) (R%2) .
% Of Hospital Anxiety Depression Scale — Depression (HADS-D) ({19 2) OX—ZX T A4 B0
ZALETIAM L7z, 2405 OFHIEHE F 1% JAHO BRODEE TIARER 5y M O JAIR 3R Tld2 O Dl
G B SUIERR AR5 HIIE H CTh Y, 77 7 4 AT T u—F | IEZoienol,
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Skindex-16 AA
Skindex-16 AA %, JEIR (4IEHH) . &G (7HHE) KOWEE (SHEHHE) O 3ERICYE I
16 DIEH TR S5,

Skindex-16 AA (JiEtk) A= 7

JEROEROERHEE T, PENEZ > T0D L X ITHEIND ATREMEN S D28, AA B
TiEdFVHBEICHE SRS Z L3R WER GERONDH, HENE TR X 5 2 T, A4,
WHELZFEL D) DEENTWE, ZoXHIc, BREBIZIT AA B THE V) HEICHE S
NRWIERBEEN TV DD, JAIR RERTIX, Week 36 T? Skindex-16 AA (EdR) A =7
DR—=RZF A NSO EIL, NY U F =7 4mg BETT T2 REE L ik L TRERHERIIC

B BEL ER LT,

JAHO 3B I FER Sy Tld. Week 36 T? Skindex-16 AA (JEIR) A7 D_R—ZF A4 vk
DEFEEAL R, NV F =7 2mg BECTT 7 RARREE il L CHiGHEMICHE B ik 2@k L
7= (352733231 .

Skindex-16 AA (&) 2= 7

JAHO #BROH I FRES 53 2 OV JAIR 3B T, Week 36 T Skindex-16 AA (i) A =7 D~_—
ATA VD OFEEE, Y Y F =T dmg BT 2 mg BEOWIRET Y T EARRE L Sl LT
M PRI BRUaE 2K Lz (85273323 5H)

Skindex-16 AA (BEEE) a7

JAHO #RERDE I AHER 53 e OV JAIR 3XBR C, Week 36 T Skindex-16 AA (B§RE) A =27 D~—
ATALINDOFEECEIT, N VT =T dmg BECT TR ARREE B U CREHEICH B 72
A R LTz (552.7.33.23H)

HADS

JAHO #BR DS T FHER Sy K O JAIR 352 T, Week 36 T HADS-A (R%) A7 DR—2R
TA DD ORI, NV T =T dmg BECT T BARRE L U TR FERIICA BT
# L7, JAIR RBRTlE. Week 36 TO HADS-D (19 0) A 3T DR—R T A b DOFHE
ftETH., NUVF =7 4mg BEILT TR L B L CRFFHICARICEE LR (B
2733231H) |

25423 EoEEREN
254231 2AEHAOMI,EHEBIFTOKER
AR DER /> G2 AT D 5

Week 36 |2 SALT A =17 20 LA T A i#A L 72 #6BRE O S EIL, T CTOHSHEM TRMAE
DFRERLE—HEHLTEBY, N TF=T 4mgEk O 2mg X7 78 RBEE g L C—H L THEM”M
o7z (8 273331 H) , LT, WTIROANOFEHEIRER ONR—R T 1 > OB ERHE
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ICEDESENTEH, NU T F =7 4mg T 2 mg DIRFN RO R UTIEEN TR T 5 i £

L BRWEE L RET 57 v A< BRRZEERITRD biznoTo, SEER R
B LFRRIC, BESHEMTOD Week 36 (2 SALT A =27 20 LT 23Rk L 72 BRE OEIEIL, Y
VF=T AmgRETAY U TF =T 2mgHE L L TEm, N TTF =7 2mg KN 4mg TOH&E
AR LT RS DR 2 oRkie L 7=,

W FICAE B B G — MO ERORAEERIZ, 27V —=2 7 BB OB GRS O F #IC
L DEANEMTORRBD b, BEEREEZ A L72EH (eGFR 2% 60 mL/%3/1.73 m2 i)
DWRE T EWERE T 6 Bl L IEFICTROENTWIZZ &b, EBRICZAEERND 5 Lkt 5
DIFEEL N EEZ D, FERIC, AMEICKDEOERTEH, —EORMOBEERE LR STz
ZEDND, REERIZOWTHR ST 20X L W EB XD, TOMOMFFHINA B &G/
— BRI O BAERITRRD bivieinodz (552.7333.11H)

AA D EIE BRI DR 555 BT i SR
NR=RAT A L TO AA DHEIEE RN —RZ T A TOERED AA JERO RGO P L X5
(ZRHET 572012, LLF OB T 2 Y —NOEGER TR 21T > 72,
o NR—RTALTO AA OEIEE (FESE [SALT A2 7 50~94] | b CHEAE [SALT A=
7 95~100] )
o R=RT A UTOBIED AATEROFFEHIM (4 FK0, 4520 E)

Pooled Week 36 Efficacy Population TlX, “X—RZ 7 A TOD AA DEIELE K PNX—RAF A > TD
BUTED AA SER OFHEHIFIC L DA EADNT I TEH . Week 36 |2 SALT A =17 20 LA T A AL
L7oRE OEIGIL, N U TF =7 dmgHER O 2mg BT/ 7R L I L TaroTo,

F2, UTOFMBEHICOWT, N—=RZ T A TO AA DEJEE K RRN—RZ T A TOBLED
AAJER ORI XS EHONWTNTH, N v F =7 4mgBflL 7 7 AR L HE LT
EWL AR ABERLTZ,

e Week36 T?D SALT A7 DR—R T A b DEALR

e Week 36 {Z ClinRO IZ XD JEEBMEFMA 2T IN_X—=ZF A 6 2R84 FAESEL,

0 XiE 1 TH - I=gE 0EE
e Week 36 {Z ClinRO |2 X DBEBMEFAMA 2T IN_X—=2F A4 26 2R84 FAESEL,
0 XiE 1 TH - I=gE 0EE

FERIC, NU T F =7 2mg #ETIE, KaHlE B ICOWT, LN OHSEM T 7 2Rt L

L CEmWRERN SO (552.733321H)
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%ilz'ﬁjﬁIEH /\U\‘/a’—:7 ng ﬁifjoivkﬂiﬁi&ttiﬁl_,f%b\
VAR AR st R

Week 36 TDO SALT A7 DR—AT A b |« RX—=XT7 A2 TO AA OEIEE : FHHE K&K U

DEALR ¥ C EIE D4y 5

« RN—RT AL TOHED AA JER D Fiii
[ : 4 R K OV 4 FELLE DR 4E]

Week 36 |2 ClinRO IZ LB JHEMEFHMIA TN |« RX—RXT A2 THO AA OEIEE : fiRed CEIE

R—=2AF A4 bH2HRA Y ML ESEL, 0 X DERF L D Fr
1 Tl TR DI ©STATA L TORED AN SRR O R

M : 4 AT KON 4 DL o4y S

Week 36 |2 ClinRO (2 L DBEEMEFHMA TN |« RN—RXT A TO AA OEIEE : fiRed CEIE
NR=2TAME2RA L FAESHEL, 0X DT EER D Fx
X1 THoI=WBE0ES

254232 HBARANEHOHER

JAHO FRERODEF 1 AR5 KON JAIR #BR T, 1T & A EOFMEFHMEEE T, HARANER DR
R & BRERORERIC—EERL LN, TRERON—R T A TON DK FERME K O R
FEMEIZES 273341 THS M,

2542321  JAHO SRERE Il #8ER 4>
JAHO sRER O T AHESSY O B ARNEMI T, JAHO RBRE 1 AIER Sy O & AEM & Rz, Y
VT =T 4mg ROV 2 mg REOAZIMENGR D HivTz (5 2.7.3342.15H) ,

2542322 JARRHER
FEFHEE

HARNEM OIEFIEIIR SN T2 b 0D, JAIR B H A AN T Week 36 |2 SALT A =
T 20 LLF &R L7giE 0B &1, JAIR RO SREM L FERIC, NU v F =7 4mg Btk
N 2mg FECT T BARBEL R L CEoTo, NV T =T 4mg FETIIANY U F =7 2mg
B & HElg L C Week 36 12 SALT A =27 20 LA F &Rk L 72 g8 OB G BRI @ o 72 (58
27334221718

HEERRIREHEE H

PRO T X % BHEZEEAT

AARNEMOREFEBIIR SN TN DD, X—2F A T PRO IZ X HEHEFHIA 27 A 3
UETHS T8 D 5 B, Week 36 (2 PRO L DIAEZIHII A I 7 INR—A T A b 2R A
MAESEL, 0 XL 1 Tholo i oFIG 1L, REEM LRI, NY v F =7 dmgERL D
2mg BECT T BARFEL i U CHIERIC @ o Tz, FTNV U F =7 4mg FETIIANY v F =7
2 mg & Hfg LT Week 36 (2 PRO IC K DBIEZFHIA 2 7 BAR—2F A4 inh 2 A & ML Rk
BFL., 0T 1 Tho e OFIG PN EMEIC S~ 72 (552.7.3.34222.15H)
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SALT BA:d oD B 22 70 Bl R A 2

AARNEFAOIEFFEIIBE SN TV b DD, EEARRRGHEEE O > 6, LLTFO SALT BE o

HERRIVGHEEE TiX, B2REREFEEIC, NV v F=7 4mgHER O 2mgBECT 7 BARREL
e U CEMERICE WS EN RO bz, £72. WTFROHEATH, NV F =7 4mg BEOH
RIIANY U F =7 2mg B & bl U CEAEIC @ o 7o (B 2.7.3.3.42.2221H)

« Week 16, Week 24 |2 SALT A =17 20 LA T &R L7245 & OEI &

«  Week 24, Week 36 |2 SALT A2 =17 10 LA T &R L7245 & OEIE

o Week36 TD SALT AT D_N—RAT A b DIE[LER

» Week 1212 SALTso & 2K L 7= #5R#E OEIS

» Week 36 |2 SALTgo % Ak L 7= #5r & OEIS

ClinRO |2 & % JH B K OEEMNLE O FFl

AARNEOEFBUIR S TWeb DD, _X—ZF A4 T ClinRO 1T X 5JEE,K OEENE
DOFHA 2 LLETH - 7248E D 5 B, Week 36 (Z ClinRO (2 & 5 JHE MK OBEEHLE O A =
TWRR—=RZF A6 2RA L FLESEL, 0 T 1 ThHo - HBREOESIL, SFER L[F
RIZ, N F =7 4mg RO 2 mg BECY 7 BARRE & el U CEIERIC S o T2, 72N &
F=7 AmgFETIINY > F =7 2mg #E & H#k LT Week 36 IZ ClinRO |2 & 2 JHE K OHEENE
DFHliA 2T N_R—=R2T A b 2R A > FAESFEL, 0 T 1 TH o - RE OBIE 03 5l
@ o7 (55273342223 1H)

2542323 BAANEFAOKEDERE VKR
JAHO RER O 11 FHER e O JAIR RBR Clid, 1T & A EOFMMETER T, BARAEM O
R & BHREMORERIC—EBER A LN,

2543 RO

JAHO RBR D5 T ABHES 73 & O JAIR 5BR D HF S i##T C. Pooled Week 52 Efficacy Population % %
R & L THMEOREZ LU T O A 2 AV TRt L 72,

o Week52 £ T, SALT Z =7 20 LA T 23R L -8R E OEIS

s Week52 TP, ClinRO (2 X 5 JEEMEDOFAH

e Week52 £ TP, ClinRO (2 K D IEEMBE DA

72¥. JAHO BBRES A3 KON JAIR #BR T, N—R2 T A R (Week 0) (21U U F =T
ZEN T BN TR L. Week 52 £ CRICHBEDONY v F =T 522157,

Pooled Week 52 Efficacy Population (Week 36 data cut-off)iZ1Z/N Y > F =7 2 mg #ED 251 f5i], ~
Vo F=7 4mg BED 3B Bl G-, 2056, EEFER S OT —X By A7 HETIZ
Week 52 TOXRBE CTIRBRIESR G- 258 T LTERE 13N F =7 2mg BT 21561 (85.7%) .
U F =7 4mgRET 33841 (89.4%) Th-o7= (F2.73.51H) ,
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Pooled Week 52 Efficacy Population (Week 52 data cut-off){ZiZ/3 U & F =7 2 mg BED 340 5],
)V?ﬁ74mgﬁ@56W%abto_®9E\WM&Q@@@%&?%ETLKW@%iA
Uy F=7 2mg #ET 297 5] (87.4%) . NV F =7 4mg BET 461 #il (89.5%) TH-o7= (5
2.73.553) .

SALT 2227 20 A F &R L = BRE OEI &

SALT A =27 20 BA F &K L7 0BG, N v F =7 dmg BEK N 2 mg BEOMRET,
Week 52 (223 F Thtkfe L CHEAIN L 7=, Week 36 data cut-off O/ > F =7 4 mg BT SALT A a7
20 LF AR LTEBRE OB EGIX, NV F =7 2mg REEHEL TH 19%Em0»o7 (5B
2.73.5.1 ) , F£7-. Week 52 data cut-off D3V > F =7 4mg FET SALT A7 20 LA F %K
L7t OEIG X, N v F =7 2mg & iR L TR 16%m -7 (5 2.7.3.5.1 1)

ClinRO iZ & % JEE R OEEHNE DO

N—AF 4T ClinRO IZ X DEEXROEEMNEDOFMN 2 L EThoToRED S b
ClinRO (2 L B JHER OBEERPEOFMA I T NR—=Z2 T A b 2 HRA > "L E&FEL, 0 T
1 Th o - OEIG TIL, Week 36 data cut-off 2 8 Week 52 data cut-off D3V & F =7 4 mg
BERLOY 2mg BECTO L AR F—E Week 52 [Z/F Tkl L THIMM L 7=, WP OIEATH,
“@kQT@NUV?:fm%ﬁ@VX$V§—iA)V?:7h@ﬁk%@bTﬁm%%#
>7= (5273511

2544 BWEOKER

JAHO iR O ML FEER/y e OV JAIR BRBR T, NU & F =7 4mg KO 2 mg i, AA B D Week
36 TOBEZOHAEIZHONT, EREIZLDFEEE (SALT 227 20 LUF Z R L7 #8RE O
FE) ROEEFERET U ML (PROICKDHEETHMHA AT NR—=RT A b 2R A ML E
HEL, 0 X 1 THHEBRFEOEIE) O G T, 77K ML TRAFNICAERT, F
IRIJICER D & 5 G 9ME%E 7~ LTz,

JAHO 3RBR5S 11 AHER 7 e OV JAIR BBROWERER T, 777 7 4 INT Fa—FIZ L0 ZEMEEH
BELUTRREDRER., SALT A 27 20 LL N &R LTRE OFIG T, N F =7 4mg & 51%
Week 24 DIfECTT 72 ARE G L g U CHEHFIICAEERUEEL R L., SHIZ, X=X TV
TONAFEHFHIRHE R R —R T A CORBFEDEEZFIM L 72, Week 36 IZ SALT A =
T 20 LAF & R L 7o OFIE O S HMTRIRIL, SRER TORIR L FRRIC, N v
F=T DOHEINEEFF LTz,

S B2, JAHO REREE 1 FEE S KON JAIR SBR O MR T, NY v F =7 4mg H51%, EAff
MOEHEIZL > THRMICEEREE TH D, BELAOHEEORA (BELRFEKFHMEEA) T,
T RERICK L, MERHFRICHE T, BRNICERODH 28HFE LR L, N F=7 2mg &
5T, BEAUBEEDOHAEIZONT, WERHT— B LIEAEIERD b o7,

Flo, NV T =T 4mg KO 2 mg HHIZE D Week 52 1277F T AA BH CTOEREE, JEEMK
OWEE PR A ORRFERY 72 BB DGR D B LTz,
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BERELT, NV TTF =7 dmg HHETORMMETOTLOAMEFmEE CH—E L TAY
TF=T 2mg HEH L HE LT 10%EE <. HERISHEN RSN, TO2EIF AA BEFEIZE 5T
HLAFEIZLE > TCHBEMICEE THDL EEZLND,
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255 REMOBIETH
2551 ZREUOFEAE
AA 1T DN U F =7 el TR, AAZ ST ERILFES W AR 1 38R
(JAHO #BR) . MOVHAZ ST EBILFE S MARRER 1 505k (AIR BR) 23R & L7,
LAAMERRAT R G 1T, JAHO 3R ) OY JAIR BB O W I ClaBdE % 1 BILL B G S,
INOTRERERI 54 ORI O KR DEBREE] OBEH TREREZ Tk L7 > 7o 3 X TOHERE
L LT,
KRLEMEREIZ I AA BEZXFR LT D 5 OG> P2 W TGREICHHE Lz (5
274112 H) . BFEMHTIZ. Week36 OF —# v A 7R TH LN ZENHEGT —~
(Week 36 data cut-off) MUY Week 52 DT — X v NA 7R R TH LN REMEHET — 4
(Week 52 data cut-off) % fAWTIT-7,
® BARI AA placebo-controlled analysis set (BARI AA PC) T, Week 36 £ TD 7 7 AR
HMoT—42 %M, N F=T 2mghkWdmg & 7T ROLEEMEL K LT, Fiz,
WY F =7 2mg KN4 mg DEEM% R LT,
® Extended BARI 2-mg and 4-mg AA dose comparison analysis set (Ext BARI AA) TiX, BARI
AAPC DT =Xz, T—F By bATZ7HETOT—F &M, NV F=7 2mg &
W4 mg OEZ2 e %270 LT,
® All BARI AA analysis set (All BARI AA) Tix, NU v F =T OLREMEZFNT 5729,
JAHO B & O JAIR BB OB 2 Mo N v F=T7 2 kh Iz X TOHER
B OREMEZ TN LT,
® All BARI 4-mg AA analysis set (All BARI 4-mg AA) % TF All BARI 2-mg AA analysis set (All
BARI 2-mg AA) Tix, TNTNANY U F =7 2mg LN 4 mg OEEMEEZFTT 5728,
JAHO R} Y JAIR R ORI Z o3, N F=7 2mg KD 4mg 25 S
7o T RTCOYWERE DL ENEZFHE L=,
BOFEIRIT OWNRZ R 2.7.4.1-2 \RT, Z2ds, EBIRRER DL EMERAEAIR 2 55 2.7.6 HITR L
7=

2552 fHEBREDAR

BARI AA PC TiE, £1\Y v F =T HED 6.9%~9.0%, 77 LREED 11.3%75 Week 36 DRIICIA
BRIEDEE G2 ik L=, IRBRIRO#BE 2 ik Uz B2 X, FRIE/E, BEREE, AEHELT
bolz (£274.14) ,

Ext BARI AA (Week 36 data cut-off) TiE. WINMLOEHBA TR o F =T OREZHIE LI
B DOFIEIX, NV T =7 2mgBET 20.0%, YT F =7 4mg BET 204% Th o7z, IRERIE
OFG 2RI L ERB M, FEME, AEFL. B AR, IR +SThoT (K
2.7.4.1-5) . Ext BARI AA (Week 52 data cut-off) TNV U F =T D5 2 H 1k L= kErE OEE&
. NUF =7 2mgBET 39.2%, U T F =7 4mgBET 39.8% Th o7, BRI G F1ED
HHTHRLZ [ZoM] OWNFRIZ, EICTREBETIE (Week 76 TD /> L AR X —DiRERH IR

(56 2.7.6.2.1 HKE U 2.7.6.3.1 ] ) Tho7z (GBINFK2.74.1-1) .
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2553 BHIEREZOEN

KHFEICEEND 2 >OMHKHABR TlZ, All BARI AA (Week 36 data cut-off) TH&EF 1243 il
AABEDPANY O F =T 25 IR, ZTHITHRIRER 12295 MEICHE L, 20955 641 #iIH
S2HELLEANY v F =T RRE SN (£ 2.741-6) . NV TF =T 2mg % 2L EBE SN
DX 216 i, 4mg & 52 BLL L& Ii=0F 377 flTH-7-, £7=. All BARI AA (Week 52
data cut-off) TiX, AFlF 1244 1D AA BEN NV O F =7 2 HE ST, ZIUTHRIEE R 1668.4
NEIZFE L, 2055 898 fil2d 52 L EANY v F=T 253z (BINE 2.74.1-2)
Vo F=72mg% 52 EFE SN0 308 i, 4mg & 52 B LG SN =DiL 564 51T
HoTl,

2554 HAEEROEN
AA BE TOHEEFLORBILRDL (Week 36 data cut-off) Z7Hli L7= (58 2.5.5-1) .
BARI AA PC, Ext BARI AA, TN All BARI AA (Week 36 data cut-off) Tl
® JEUIIHE S NRhol,
® HELAAERL BREOBEEFILICEST-AEEFROBREGIC, NV F=TREET
TERBEETETRD bR D 5T,
® TEAE ORBIEIGIE, N VF=THTT T RRREL KL TR o7,
> TEAE ORBUEIS R ORHRIZ, N T =7 2mghtE NY v F =7 4mg BECRE
TH BRI -oT, £lo, TEAE OEFERIL, KED DB UTHTEETH 72,
o HEEAEFR. TEAE. EEENRED TEAE OFBFEL, RIEFHE) BARIAA PC X
D K& Ext BARI AA 2 TF All BARI AA T BARI AA PC & Fu U CIRIFR B XK > 72,
F7o. BHIEER (Week 52 data cut-off) DOAEFRFRROFIURIZ N L7z GBINE 2.55-1) .
Ext BARI AA T All BARI AA (Week 52 data cut-off) THLITHE ST, HERAFERS,
BBRIEOF G IEICE > T HEFS, TEAE OFBIEIL, Week 36 data cut-off D & [FIFEE TH
27,
AA B TORFEFZORBBRIUIL, RABE KON AD & L 55 & U7 RRREER O Rl TRi
SN EFROBEIRUOFANTH > 7=,
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£ 2551 HBEEZRNDEH (Week 36 data cut-off, Safety, £{K)
(BARI AA PC, Ext BARIAA, All BARI AA)
Week 36 data cut-off
36 Week Placebo-Controlled BARI AA Extended BARI AA All BARI AA
PBO BARI 2 mg BARI 4 mg BARI 2 mg BARI 4 mg All Doses
N=371 N=365 N=540 N=365 N=540 N=1243
PYE=2432 | PYE=240.6 | PYE=363.4 | PYE=355.0 | PYE=582.4 | PYE=12295
n (%) n (%) n (%) n (%) n (%) n (%)
[IR] [IR] [IR] [IR] [IR] [IR]
Deaths 0 0 0 0 0 0
SAE 6 (1.6) 8(22) 14 (2.6) 9(2.5) 21 (3.9) 393.1)
[2.5] [3.3] [3.9] [2.4] [3.6] [3.1]
211 (56.9) 221 (60.5) 341 (63.1) 239 (65.5) 374 (69.3) 763 (61.4)
TEAE? [153.1] [160.9] [172.1] [132.9] [139.1] [126.7]
Mild 122 (32.9) 136 (37.3) 200 (37.0) 134 (36.7) 203 (37.6) 434 (34.9)
[66.2] [76.2] [75.1] [50.0] [47.2] [47.8]
78 (21.0 79 21.6 120 (22.2 97 (26.6 141 (26.1 283 (22.8
Moderate [3(6.8] ) [3(7.7] ) [37.7] ) [3(1.8] ) [28.6] ) [27.2] )
Severc 11(3.0) 6 (1.6) 21 (3.9) 8(22) 30 (5.6) 46 (3.7)
[4.6] [2.5] [5.8] [2.2] [5.1] [3.7]
Permanent DC
6 (1.6) 8(2.2) 12(2.2) 9(2.5) 16 (3.0) 28 (2.3)
from study drug
ot D [2.5] [3.3] [3.3] [2.4] [2.7] [2.2]
DC from study 6 (1.6) 822 8(1.5) 8(22) 10 (1.9) 21(1.7)
due to AE [2.5] [3.3] [2.2] [2.2] [1.7] [1.7]

Abbreviations: AE = adverse event; BARI = baricitinib; DC = discontinuation; IR = incidence rate; N=number of patients in
the analysis population; n = number of patients in the specified category; PBO = placebo; PYE = patient years of
exposure; SAE = serious adverse event; TEAE = treatment-emergent adverse event.

a Patients with multiple occurrences of the same event are counted under the highest severity.

MedDRA version 23.1.

Source: [

BAR 2.5.5-1

(Ext BARI AA, All BARI AA)

EEERNDEH (Week 52 data cut-off, Safety, £{K)

Week 52 data cut-off

Extended BARI AA All BARI AA
BARI 2 mg BARI 4 mg All Doses
N=365 N=540 N=1244
PYE=420.11 PYE=720.72 PYE=1668.44
n (%) n (%) n (%)
[IR] [IR] [IR]
Deaths 0 0 0
9(2.5) 25 (4.6) 54(43)
SAE [2.1] [3.4] [3.2]
246 (67.4) 399 (73.9) 872 (70.1)
TEAE? [129.5] [132.7] [118.5]
Mild 132 (36.2) 205 (38.0) 466 (37.5)
[43.4] [38.9] [38.3]
105 (28.8) 162 (30.0) 349 (28.1)
Moderate [30.9] [27.1] [25.2]
9(2.5) 32(5.9) 57 (4.6)
Severe [2.1] [4.4] [3.4]
9(2.5) 19 (3.5) 33(2.7)
Permanent DC from study drug due to AE [2.1] [2.6] [1.9]
7(1.9) 18 (3.3) 29 (2.3)
DC from study due to AE [1.6] [2.4] [1.7]

Abbreviations: AE = adverse event; BARI = baricitinib; DC = discontinuation; IR = incidence rate; N=number of patients in
the analysis population; n = number of patients in the specified category; PBO = placebo; PYE = patient years of
exposure; SAE = serious adverse event; TEAE = treatment-emergent adverse event.

a Patients with multiple occurrences of the same event are counted under the highest severity.

MedDRA version 24.0.
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25541 HEBEHEICKRONDIEEER
IS RO 2 HEFLRIT. 77 8RR EZOLOTIOORET 2.0%80 (M AR
DYERFFRO LTz TEAE & €% LT=,
AA BE TR XS A 55 TEAE OFBLRIL (Week 36 data cut-off) % 7Rl L7= (5§
2742135, £27425) ,
BARI AA PC. Ext BARI AA. KO All BARI AA (Week 36 data cut-off) Tl
® RHEIEOEmMN-T- TEAE (PT) 1F., b&GERY:, EWRAFAZ, 8. S9g, mfr L7
VIRARF T —BEME OIREEGTH o T,
> BARI AA PC T, SEXOMAZ LT F iR AR® T —BHMOBHREI G, )&
F=TRETT TR LI L TR o T,
> Ext Bari AA TOIMF 7 L7 F R ARFFT—BHMOBHREGIZ, N vF=7
AmgBECANY U F =7 2mgHE & HE L TrRidno 7z, All BARI AA THEIRRTH -T2,
® FRGEEY, LWHSAZK, FAF. SIE. M2 L7 TR AR T BRI K QYR B D
FHLRIL, HIEER &7 BARI AA PC J1 D K&\ Ext BARI AA & T All BARI AA T BARI
AAPC &Ll L CHEIN L 22 o 7,
F7-. BB EE (Week 52 data cut-off) DLERAHY L < R 5405 TEAE OFEIARNL % LA L 7=
(%5 2.7.42.1.10.1.3 4, BNF 2.7.42-5) , Ext BARI AA % " All BARI AA (Week 52 data cut-off)
THRBEIGO® N> TEAE (PT) X, bBXGERYL. 8. LWHGER, SIE. REGEYE. K OUM
7 LT FURARE T —BHEIMTH Y, Week 36 data cut-off T8 H417= TEAE (PT) & [AIAk
Thol, ZNUOLRIEEGDEN -7 TEAE ORBLFIL, BHHELG THINL )7, COVID-
19 OFBEEGNE D> T208, COVID-19 T2 v 7 DOWBLEZ L,
AA BETHEMN L RO DA ERZIT, RABE KO AD B 265 L LKA T
LNTZbDLFRETHY  BUROEEMENE A ERE T L HLEITRNWEER D,

2555 HRERUVEELGEEER
FET
AA T g L UT-BEERERBR Tl Week 52 data cut-off £ TIZAETITHE SN2 o 72,

BEERAEESR
AA BFECTOEBERAEFFS (SOC, PT) OFBURDL (Week 36 data cut-off) Z3Ffli L7z (5
274215158, £27429) .
BARI AA PC. Ext BARI AA. KO All BARI AA (Week 36 data cut-off) Tl
® SOC KON PT BIEE 2 A HEEFLORERIUL, NV O F=TREL T TR THETH-
776
» BARI AA PC T | U EOEERAEFERNRE SNIERE 1T, WIThoRERET
3% AW CThH -7,
> NV IFTRHETRLEZRBOONZOIE, EE, THEBLIOLESIHE]  (SOC)
DHFELTHY , KESIE, BB @PTf&oko
> HEERAEFES (PT) ORBEL, Kol
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Fo. B G (Week 52 data cut-off) OHEERAFERES (SOC, PT) DOFIURIL A FHM L
7o (8 2.7.42.1.10.1.5 3, BHNZR 2.7.4.2-8) , Ext BARI AA 2T} All BARI AA (Week 52 data cut-
off) Tix., EELRAEHS (PT) ORIIFIL Week 36 data cut-off & [FIEIZIKA - 7=, All BARI
AA (Week 52 data cut-off) TixbHZ <R oN=DiL, EE, vEBLOWEATHE] (SOC)
DFELTHY . Week 36 data cut-off TR HL/=D LRk, ‘BHTEEHED PT ThHo 7=,

LR OEERAEEFROMRND, BUROEEWENE L EE T D UNENH 5 FRITFE S
N not,

2556 CAREOEREHILIZESE-HEER

AA BETIHEBRIEORGHILICET-FEHESL (Week 36 data cut-off) Z7Fflh L 7= (5§
27.42.1.6.1 5, #£2.7.42-10) ,

BARI AA PC. Ext BARI AA. KUY All BARI AA (Week 36 data cut-off) Tl

® JEREDEKGPILICESTAFEFROFBEIGIZ, NV UF=THL T T BRFETETR

DO T,

> BBEORGPIRICESTEAFRERT, WTINOOTt >y FT 240 RIZFEO bH
TeDix, REHM (3 . All BARI AA) R OVR T 27 I —E EHA (2 #il, All
BARIAA) DA TH -7,

> IRBREORGHILICE ST AEFZORBRIL, BIRFE R BARI AA PC L H K&
Ext BARI AA } " All BARI AA T BARI AA PC & bhifs L TN L 22 v o 72,

T2, EHIEE (Week 52 data cut-off) TIRBRIEDOHR G HILICE ST HFEFER AL L7z (5B
2.7.42.1.10.1.6.1 16, BN 2.7.4.2-9) , Ext BARI AA & " All BARI AA (Week 52 data cut-off)
TORBRIEOER G R ILICE > T-HEFLOREBIZIL Week 36 data cut-off & [AIEEIZIK -T2, All
BARI AA (Week 52 data cut-off) T 2 FILL EIZFRO HNTIBBRIEOHR G HILICE > - HEFLIT,
i A Q6D . RESEM GF) . KO 27IF—8EF Qfl) Thot,

2557 FHIARNEHEER

TR THI BN TWDIEH, N T F =T DIEHET. RA BFHEK AD BEHETONY v F=7
DRENET B T 7 A4 MAFNC AA BE TOE IHRBROZEME{BRICE S, HETREAES
G U CHERNICHEL, s L7z (£ 2552, % 274219 HEUBEME 2552, F
2.742.1.10.1.8 1) ,
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#2552 FEIRETHEEEZROHMME (Week 36 data cut-off, Safety. £{&)
(BARI AA PC. Ext BARI AA, All BARI AA)
Week 36 data cut-off
36 Week Placebo-Controlled BARI AA Extended BARI AA All BARI AA
PBO BARI 2 mg BARI 4 mg BARI 2 mg BARI 4 mg All Doses
N=371 N=365 N=540 N=365 N=540 N=1243
PYE=243.2 PYE=240.6 PYE=363.4 PYE=355.0 PYE=582.4 PYE=1229.5
n (%) n (%) n (%) n (%) n (%) n (%)
[IR] [IR] [IR] [IR] [IR] [IR]
Any TE infection 108 (29.1) 118 (32.3) 165 (30.6) 140 (38.4) 209 (38.7) 424 (34.1)
[55.5] [62.9] [57.3] [53.3] [48.7] [47.2]
Serious 0 2 (0.5) 1(0.2) 2 (0.5) 3(0.6) 7 (0.6)
infections [0.8] [0.3] [0.5] [0.5] [0.6]
Infections led
to study 0 1(0.3) 0 1(0.3) 1(0.2) 2(0.2)
treatment [0.4] [0.3] [0.2] [0.2]
discontinuation
Infections led
to study 10 (2.7) 12 (3.3) 11 (2.0) 14 (3.8) 20 (3.7) 40 (3.2)
treatment [4.1] [5.0] [3.0] [3.9] [3.4] [3.2]
interruption
Opportunistic
infections 0 0 0 0 0 0
Herpes zoster 2 (0.5) 5(1.4) 5(0.9) 6(1.6) 9(1.7) 19 (1.5)
[0.8] [2.1] [1.4] [1.6] [1.5] [1.5]
Herpes simplex 12 (3.2) 9(2.5) 7 (1.3) 10 (2.7) 15 (2.8) 30 (2.4)
[5.0] [3.8] [1.9] [2.8] [2.5] [2.4]
Tuberculosis 0 0 0 0 0 0
TE viral
hepatitis 0 0 0 0 0 0
Patients with >1
jgé?nlgffgc“on 4(1.1) 4(1.1) 2(0.4) 7(1.9) 6(1.1) 16 (1.3)
antibiotic [1.6] [1.7] [0.5] [1.9] [1.0] [1.3]
treatment
. . 12 (3.2) 13 (3.6) 36 (6.7) 15 (4.1) 45 (8.3) 68 (5.5)
Hyperlipidemia [5.0] [5.5] [10.2] [4.2] (8.0] [5.6]
Positively 1(0.3) 1(0.3) 1(0.1)
adjudicated 0 [0.4] 0 [0.3] 0 [0.1]
MACE ) ) )
Venous
thromboembolic 0 0 0 0 0 0
events
Deep vein
thrombosis 0 0 0 0 0 0
Pulmonary
embolism 0 0 0 0 0 0
Arterial
thromboembolic 0 0 0 0 0 0
events
Muscle 3(0.8) 3(0.8) 5(0.9) 7(1.9) 9(1.7) 17 (1.4)
symptoms [1.2] [1.2] [1.4] [1.9] [1.5] [1.4]
Malignancies 1(0.3) 0 1(0.2) 0 2 (0.4) 2(0.2)
other than NMSC [0.4] [0.3] [0.3] [0.2]
NMSC 1(0.3) 1(0.1)
0 0 0 [0.3] 0 [0.1]
Hepatic disorders 10 (2.7) 7(1.9) 23 (4.3) 10 (2.7) 27 (5.0) 43 (3.5)
based on SMQ [4.1] [2.9] [6.4] [2.7] [4.6] [3.5]
Gastrointestinal
perforations 0 0 0 0 0 0
i?ﬁfiiff;}é“d 7(1.9) 5(1.4) 4(0.7) 7(1.9) 5(0.9) 15(1.2)
injury [2.9] [2.1] [1.1] [1.9] [0.8] [1.2]
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Week 36 data cut-off
36 Week Placebo-Controlled BARI AA Extended BARI AA All BARI AA
PBO BARI 2 mg BARI 4 mg BARI 2 mg BARI 4 mg All Doses
N=371 N=365 N=540 N=365 N=540 N=1243
PYE=243.2 PYE=240.6 PYE=363.4 PYE=355.0 PYE=582.4 PYE=1229.5
n (%) n (%) n (%) n (%) n (%) n (%)
[IR] [IR] [IR] [IR] [IR] [IR]
Narrow search
wmonse | 2409 | ap | owco | men [ oago [ mes
reaction
Anaphylactic
reaction 0 0 0 0 0 0
(algorithm)
Photosensitivity 2 (0.5) 0 1(0.2) 0 1(0.2) 2(0.2)
reactions [0.8] [0.3] [0.2] [0.2]

Abbreviations: BARI = baricitinib; IR = incidence rate; N = number of patients in the safety analysis set; n = number of
patients in specified category; PBO = placebo; PYE = patient years of exposure.

IR is 100 times the number of patients experiencing the adverse event divided by the event-specific exposure to treatment
(exposure time up to the event for patients with the event and exposure time to the end of the period for patients without
the event, in years).

MedDRA version 23.1.

Source: |

BINEK 2.5.5-2

(Ext BARI AA, All BARI AA)

FEIRESEEFEZROME (Week 52 data cut-off, Safety, £1%K)

Week 52 data cut-off
Extended BARI AA All BARI AA
BARI 2 mg BARI 4 mg All Doses
N=365 N=540 N=1244
PYE=402.11 PYE=720.72 PYE=1668.44
n (%) n (%) n (%)
[IR] [IR] [IR]
Any TE infection 150 (41.1) 227 (42.0) 509 (40.9)
[51.6] [44.4] [43.3]
Serious infections 2 (0.5) 5(0.9) 14 (1.1)
[0.5] [0.7] [0.8]
Infections led to study treatment 1(0.3) 1(0.2) 2(0.2)
discontinuation [0.2] [0.1] [0.1]
Infections led to study treatment 16 (4.4) 24 (4.4) 69 (5.5)
interruption [3.9] [3.3] [4.1]
Opportunistic infections 1(0.1)
0 0 [0.1]
Herpes zoster 9(2.5) 11 (2.0) 30(2.4)
[2.1] [1.5] [1.8]
Herpes simplex 11 (3.0) 15 (2.8) 35(2.8)
[2.6] [2.0] [2.1]
Tuberculosis 0 0 0
TE viral hepatitis 0 0 0
Patients with >1 skin infection 10 (2.7) 10(1.9) 30 (2.4)
requiring antibiotic treatment [2.4] [1.4] [1.8]
Hyperlipidemia 2([) 4(2]5 ) 51[7(3']4 ) 9?5(.75']2 )
Positively adjudicated MACE 1(0.3) 0 1(0.1)
[0.2] [0.1]
Venous thromboembolic events 0 0 0
Deep vein thrombosis 0 0 0
Pulmonary embolism 0 0 0
Arterial thromboembolic events 0 0 0
Muscle symptoms 7[9&?) 1([)1(;']9 ) 2([)1(.12']6 )
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LM OIS
Week 52 data cut-off
Extended BARI AA All BARI AA
BARI 2 mg BARI 4 mg All Doses
N=365 N=540 N=1244
PYE=402.11 PYE=720.72 PYE=1668.44

n (%) n (%) n (%)
[IR] [IR] [IR]

Malignancies other than NMSC 0 2(0.4) 3(0.2)
[0.3] [0.2]

NMSC 1(0.3) 0 2(0.2)
[0.2] [0.1]

L 12 (3.3) 30 (5.6) 56 (4.5)
Hepatic disorders based on SMQ [2.9] [4.2] [3.4]

Gastrointestinal perforations 0 0 0

. .. o 7(1.9) 5(0.9) 16 (1.3)

Depression and suicide/ self-injury [1.7] [0.7] [0.9]
. . 28 (7.7) 52 (9.6) 110 (8.8)

Narrow search and anaphylactic reaction [6.9] [7.4] [6.8]
. . . 1(0.3) 1(0.1)
Anaphylactic reaction (algorithm) [0.2] 0 [0.1]
e . 1(0.3) 2 (0.4) 4(0.3)
Photosensitivity reactions [0.2] [0.3] [0.2]

Abbreviations: BARI = baricitinib; IR = incidence rate; N = number of patients in the safety analysis set; n = number of
patients in specified category; PBO = placebo; PYE = patient years of exposure.

IR is 100 times the number of patients experiencing the adverse event divided by the event-specific exposure to treatment
(exposure time up to the event for patients with the event and exposure time to the end of the period for patients without

the event, in years).
MedDRA version 24.0.

Source: | NN

25571 BEMNGAMRREZETRPE

JRYLIE D FEBUIR L (Week 36 data cut-off) Z FFAffi L 7= (& 2.5.5-2, 5 2.7.4.2.19.1 HH, &
2.7.4.2-16) ,

BARI AA PC, Ext BARI AA, K TN AIlBARI AA (Week 36 data cut-off) Tl,

® RUMiE, HEELREYYE, TREBRIEDOE Gl TG RIS E o T ERYYE O R BURILIE, N

U F=THE ST ERBECRETH -T2,
> EERRYYEORBRITE o T,
> KRSy OFERYRE O HE B VR TR R Th o T,
® [FnERY K ONERZITRD b v o T,
WIS ORBURDUIL, NV v F=THEE T TR CRETH -T2,
> BB FILIZE - 2 HIRIEZITERD b e o7,
> HEREWAEZ | flERE EEEITREIHEE ThHoTm, WTILLIREETH
V. SRR HIE TR Do T,
® Hifli~ L2 OIBURILIL, N UTF=TREL T T AREETRETH o2,
> WG EREEIIRE UIPEETHY . W ORERE b E11E Lz,

F7o. BB G (Week 52 data cut-off) DJEYIE DFEBURIL A TN L7z GBI 2.5.5-2,
2.74.2.1.10.1.8 TH, B/N# 2.7.4.2-15) . Ext BARI AA J2 X All BARI AA (Week 52 data cut-off) T
1%, Week 36 LARE, Br7zIC B AU, (AR EIPEDHRRIEZ . All BARI 2-mg AA) 73 1 6T
D BB LT, TR b ivZeh o7, Ext BARI AA X TF All BARI AA (Week 52 data cut-
off) TORKYLE DIEERILIL. Week 36 data cut-off & [FEETH V. EYLE, FHELIYE, 155k
OB FW TG-S E © 72 EGYE OB BLER1X Week 36 data cut-off D & [FIFEE CTH -7,
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AA BHE TOHBERIBIYEDREIRIT, RABH LD AD BH 25 & LT BRRER O &t
L CTED o 7o, Bl LR Z R OHRIRIEZ L, RA B KON AD BF x5 & LT RRRBR O
FRAE 2 DIEEME O G & L THRES N TR Y | BUUESMRICE L TERROEEHMENE 2L H
TOMEZTRNEER D,

25572 FEGLDMOERAANUH

EHE2LME R A X b (major adverse cardiovascular event : MACE) D3 BLUKIT (Week 36
data cut-off) ZaFffi L7= (£ 2552, 5527421941, #£2.7.4.2-22) .

® BARI AA PC THRY U F =7 2mg #ED 1 HllZD I MACE (B LIEZE) M b

3, TBERIR L DK REMRIZ RV ST S (55 2.742.1.941H)

£, WG (Week 52 data cut-off) ¢ MACE OFREBURNL & FE4MH L7 GBINE 2.5.5-2, %
2.7.4.2.1.10.1.8 T, JBHNZE 2.7.4.2-21) . Ext BARI AA }2 " All BARI AA (Week 52 data cut-off) T
L. Week 36 data cut-off LA, #7722 MACE (Z388 bl - 7=,

AA B35 TPD MACE O3 (0.08 [Week 36 data cut-off] ; 0.06 [Week 52 data cut-off] ) |
RA E& ORI TD MACE OFELER (0.46) &H~T <, MACE (CB L CTELR ORI
NEREERETHUETRNEE XD,

25573 EHES

FEEER & (non-melanoma skin cancers : NMSC) & Y NMSC LLAd 0 FEMEfES - BEi4 5
HEFELOFBLRN (Week 36 data cut-off) Z FFAfi L7z (3 2.55-2, 5 2.74.2.198 HH, £
2.7.4.2-25) ,

® BARI AA PC 2T Ext BARI AA (Week 36 data cut-off) T/NU U F =T D 2 #iliZ NMSC

LIS DFEPEIEIG 35880 HALTZ A3, WU HIRERIE & ORIRBRIT W Ll & iz, i,

7T B ARRED 1 FICHIS R 235D BTz,

> BARI AA PC DU T F =7 4mg BT B HIatE Y L8[ 1 @b bz (6
2.742.198.118)

> Ext BARI AA O\ v F =7 4mg BECTIIEN 1 BlZEO LN (B 2.7.4.2.1.9.8.1
H)

® Ext BARI AA DY U F =7 2mg BT NMSC (FZFEA AR 25 1 FIZFRD Bz,

TRBREE & DR BEBIMRIT ARV LI S (55 2.7.42.1.9.82 1)

F7o. WG (Week 52 data cut-off) ¢ NMSC K& TN NMSC LISt D B[S D 3 BRI & 7
fiiL7z GBINER 2.5.5-2, %5 2.7.4.2.1.10.1.8 T, iB/NF 2.7.4.2-24) , Ext BARI AA (Week 52 data
cut-off) TIL. Week 36 data cut-off LA, #7212 NMSC & X NMSC IS O BN EEI IR D a7
No Tz, All BARI AA (Week 52 data cut-off) Tlid. Week 36 data cut-off LA, #7212 NMSC (%
AR, All BARI 2-mg AA) 7% 165, NMSC LIS O BEMEEE; (1840 Y MR s, All BARI
2-mg AA) 25 1 BICERO bz, Wb IRBREALEMIZ L 0 IREREE & ORI RBEIRIZ AR &)
Wr <7,

AA BFETOD NMSC OFHFE (0.1. Week 36 data cut-off ; 0.1. Week 52 data cut-off) M O}
NMSC LA O TEMEREE O3 BR (0.2, Week 36 data cut-off ; 0.2, Week 52 data cut-off) [%. RA &
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H DGR RER T NMSC &Y NMSC DA O EMEIRIZEI B R (21 04 KON 0.72) LT
KL, BROBEEMENTZ2EETLLE TRV EEZD,

25574 BERBREBEEER
AA BE TOBKRMREMOEIL, RABENM P AD BEEZXG L LIZBARRBR TROONTD
DL TH T,
JEE L~V ~DEE (552.7.42.1.9.3 1H)
BARI AA PC. Ext BARI AA. KUY All BARI AA (Week 36 data cut-off) Tl
® A=l A7 u—/L LDL, K" HDL T NCEP JEHEDX /N E5H LI-BE oBI&IL, AN
U F=THTT T BARREL L Tarole (£2.7.42-20) ,

® ol ZA7uv—/ L LDL, &X' HDL T NCEP DX yH LR L7#a oEl &k, A
Vo F =T 4mgBETRY U F =7 2mgBE &L L L CRIvo 7ol N—=A T A MENLLD
AL EIZNY T =7 2mghE L N U F =7 4mg BECEITRD bR o7,

Fo. BRHIEGR (Week 52 data cut-off) DOJFE L~ L O bzl L7 (55 2.7.4.2.1.10.1.8 1A,
IBANZ% 2.7.4.2-19) , Ext BARI AA & T All BARI AA (Week 52 data cut-off) TOR I L AT 1—
Jb. LDL, KT HDL @ NCEP EH#ED X533 B L7 RE ORBRIZ, NY T F =7 2mgf L
N U F =T 4mg BECREREFTRO LN -T2, a2l A7 v—/L LDL, KO HDL MOX
— AT A MENS DEALEINY T =T 2mgE L N UF =7 4 mg BETEITRO bR
72

FEE L~ D BT RA BB KON AD B 2 x5 & U 7= ERPRAER O pofi 7> D VB ML 0 x5
ELTRHESINTEY, BUROTEEWENFEZ AL T H0EITRNWEEZ D,

MERFRE (5 2.7.42.1.9.21H)

BARI AA PC. Ext BARI AA. KO All BARI AA (Week 36 data cut-off) Tl

® NUTTF=TRET, MFPEREGRAD . U o EREED, ~E S m B U A CTCAE 7 L —

R 3 DL EICESL L7 i3 e o 7z (F2.7.42-19)
® NUTTF=TRET, 600 x 10°/L B M/ I 2 8L LIl 130 7eino 7 (R
2.7.4.2-19) ,

Fo. REIKEGR: (Week 52 data cut-off) DMK FRIE(L 27 L7z (55 2.7.42.1.10.1.8 FH, B
Nz 2.7.42-18) , Ext BARI AA 2T All BARI AA (Week 52 data cut-off) Tid. Week 36 data cut-
off & [AERIZAFHERERA . U o/ EREG . ~E 7 v @)y CTCAE 7' L— K 3 LL EIZHES K
L7 13 72 o7, Eiz, 600 x 10° /L B O M/ IMIEEAINE 2 3Bl L 7= g5 13 2 v o 72,

HFHERERD . U L oSEREGE . NS m e R RO MBI INE RA BE AR E L
T ERRBROBAE N D ERMRE ORI R E L TREINL TS, AA x5 & LR TR
DIVTEAERIL, RA BEK N AD BEZRR L LR T SN2\ U TF =7 04
TrT7rANE—HLTEY, BUROEEMENELERE T D2LETRNWEER D,
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VT FURAREF—E (CPK) #M (4 2.7.42.1.9.7 1H)

BARI AA PC. Ext BARI AA. KO All BARI AA (Week 36 data cut-off) Tl

® CPK #ifid> CTCAE 7 L — RAEUL L7 OFIGIE, N F =7 4mg #E, U ¥

F=7 2mg BE. T BARBONAICE -T2, KEZEEZ7V—R 1 XE 2 0ELTH-
7o (F2.742-23) .

T/, B ERF (Week 52 data cut-off) ¢ CPK HAMNZFFM L7= (5 2.7.4.2.1.10.1.8 TH, BN
3% 2.74.2-22) . Ext BARI AA 2 TX All BARI AA (Week 52 data cut-off) Tl. Week 36 data cut-off
E[AEEIZ CPK #8MD CTCAE 7' L — R3EAL L7 OEIGII N o F =7 4mg BECTAY &
F=7 2mg BEL L L TEM -T2, KREBIEZ7 L— K 1 XL 2 DFEfLTH 7=, CPK o
CTCAE 7 L — RPEAL LIRS ORBLRICANY 0 F =7 2mg L NY U F =7 4mg #ETK
TREFH LN ST,

CPK HIi: RA B LN AD B & 5% & U RRBR OB DB O 5 & U CHEE
ENTEY, BROFBHENFZEETTH0NEITRNEEZ D,

FrEgReRE (55 2.7.4.2.1.99 IH)

BARI AA PC. Ext BARI AA. KO All BARI AA (Week 36 data cut-off) Tl

® ALT XUE AST 2% ULN @ 3 {FLL EICHII L7-#Brs OEIA I, N TF =T R ET TR

HECTHEITRDbNeho Tz (3£2.7.42-26) .
> NUTF=TFET ALT & AST 28 ULN O 5 {584 EXIE 10 G720 o Hhn U 7- s
FNFELAEWRhoTz, F2, BEELE ALT XX AST OHEMOBHE 58D L/
ST,
o NUTF=T oL LIFEFICHEET L ERLAERR, IBREOLL L TR
IZFE 572 TEAE O U A7 MO BN 2R B F AL b i o Tz,

Fo. REIBEGR; (Week 52 data cut-off) OJFHERESRH 2 5F4tH L7z (55 2.7.42.1.10.1.8 TH, B0
3 2.7.4.2-25) . Ext BARI AA K& (F All BARI AA (Week 52 data cut-off) TiE. Week 36 data cut-
off L [RIARIZ/NY & F =7 HET ALT XiT AST 728 ULN @ 5 {504 E 0% 10 {500 B s U 7= g

FFEAEWhoTz, Fo, BEREE ALT XX AST OHEMOBE LR S e notz, Ik
RERHE T RA BE x5 & LR OGRS IEBEBRE O R E L CTRESRTEY . Uk
DEEWLENE A ER T DHETRNWEER D,

25575 ZOMOFETREFEERR

ZOMDER T REFEFLOBRITLLTO LBV,

® Week 52 data cut-off £ TIZ, FRiteZErBE# F5 (VTE) | #)fkiin e €428 B 4
(ATE) . ROVHLEZILITRD De otz (F 2552, BME 2552) . &k
Week 52 data cut-off LAFEIZ MACE @ 1 il (BMELEZE, NV F=7 2mg #f) (B
2.5.5.725) A, SMNBHIELZBESITE Y, ATE L fE ST,

& NUTTF=TUNEHREREEDY X7 OMEEET =T RITERO b ol (5B
27421910, %52.7.42.1.10.1.8 18, iBINF 2.7.42-27) ,
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® o b7 ARG A —/ (C-SSRS) DFEAMiN G, NY v F =T RN h I iBRE
CHARSEXITARITAOV A7 I RB I N oe (5 27421912 H, §
2.7.42.1.10.1.8 I, BN 2.7.4.2-28) .

& NUUF=TRT LAX—KILIBBUED Y A7 HINE BT 5 = BT v A TR S
Mol- (95274219131, %2.74.2.1.10.1.8 TH, JBINFK 2.7.42-29)

o NUTTF=TEE EHMBMERIS E ORRBERE TR T LT =2 3G ool (5
2.7.42.1.9.14TH, %52.7.42.1.10.1.8 1H, iBINF 2.7.4.2-30) ,

2558 HEFBROMEHR
AABEIKT 2 L2717 7 A WiE, RABE KO AD BF & x4 & Ui RER T
NN v F=Toreh7Ta 7y AV ERETH -T2,
& HKUT, EERAEFEFZMNRREDOKREFILIZE S TEAFEFLORIEFNIGITL L,
VF=TREE T TR TEITRO LN o7,
® REIEIGDE N o7 TEAE (X, RA FBF KON AD BF TROONIFLLFEKTHY . E
B#¢ 5T TEAE OFEHRITEIN L e ho 72,
® MACE, [BEVEEE, fREE R SRR TS AFEFEROMBEE HRBRE ST L TR
E MG CH - 22t OGS E SN o T,
PLbmb, R vF =70 AA BE~OEE T, BUROEEWMENEZ LR T 20T &
E2D,

2559 ERKEE
FANCHE LTEFEE T REAEFLATEL L TR WERMKRAEEE (Week 36 data cut-off) %
M L7 (352743 H) .
BARI AA PC, Ext BARIAA, TN All BARI AA (Week 36 data cut-off) Tl
® B LFHUMA, MEFRIRE, wE7 a7 U v KOURRENEE, RMEXIXET & 7o
THBRE OEIEIL, WS OPDOHEA TAY U F =7 2mg, NV T F=7 4mg, KOT7
EARBHOMTENRDOLNTZEDD, X=X T A MENLOEAEITB L T/ha < IR
HNZEWRD H 2B TRV E B R T2,
R ERF (Week 52 data cut-off) DERKMAE 2 FHAM L 7245 R & Week 36 data cut-off T D
REFRRTH-TZ (F2.7433H) ,
ULt N TF =70 AA BE~OKREL T, BAREEICEL T, BUROIEERENE %
BRI LHMBIIRNEEZ D,

25510 NS ZIILYA 2, BRMARRURLEICEET SHtDETIER

WGE T, ProRii ., RdE. R OMAE (Week 36 data cut-off) ZFEfli L7z (55 2.7.4.4 11,
#2744-1) ,

BARI AA PC, Ext BARIAA, M TN All BARI AA (Week 36 data cut-off) Tl
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® UUHEMIMmIE, FRRIIIE, M OWRIAEDS S E SR & 72 o TR E OFIGIZ, N v F
=7 2mg. NV TF=7 4mg. KOT T ARHEOHTETRDLNT, X—Z2 T A i
DD DOEALEIT N E o Tz,
® (KHENN—ZTA D T%LL EEIN L7 gRE OFISE, N F=THTT T R
& HATEWERIA R BTz,
F7o. BHIEEGR (Week 52 data cut-off) OUGHEHIMLE, JRsRMIME, Ik, K OMKEZFE
fili L7245 5% © Week 36 data cut-off TOFER LR TH 7= (5 2.7.4431H)
N=2F A b OREHINE, AD BEEZ 5L LZBRABROME TR b b D L[
RTHY, BUROEEWMENFTLLELETLZMET RN EZZ D,

25511 HHGEEELEARUVKRETIZET5LEeH
255111 EHEETORE
2551111 HNAMER

g 1

AD BHEEXRE LR O PK 77— 5, RA BE &5 & L-RRHER & ARk, B
BEREIK T 3NY O F =T OIRRICHET D 2 E PRI N, AA BEE G E LI BERRAR T,
BHSREDME T L7 X & A EIA AN SN o T,

bz &b, BUROFEEMRENEZZET DRI E 72 5872 722 M0 M LTS bz
>7- (527451.11H) |

G304

AA A 2t & U BEREBR Tl All BARI AA (28 £15 65 il EOBRE Y 29 1 (65
A X 1214 ) LD 7einoTe, (65 LA BRI ITED ERERIENT ORI, HEE
AEFES, TEAE OFBLIRIT, 65 ikbL EOEM T 65 MRl OLH & ik L Tano 7oy, 4%
ERMBEOWRELICKRERIRY BN D720, T — X OPRIIBENTH S (552.7.4.51.21H)

— AN mEF LA IHEEZ A L TV D AR <, ZHRFHICL D AEFLRBEO Y 270
BEDLEND, WNLEOEEEOE T, HEICEEL, BEOREZBIE LN DIEEICE
B4 58P EERE SN TVD,

Z D ONEHEER

PERI. ANFE, {KHE, KO body mass index DAFHEFMM DENZ-OWT, BARI AA PC TD
2%LL FIZRB® LTz TEAE O3 BIEIE %23 L7z, TEAE ORBEIGITWT O£ 052
Lo b oTlz (82.745131H)

BUROEERENKEZEE T 5 0BT RN EZX D,

2551112 SEMHER
Hifs . A EE DO RNEIE DA EF DEWIZOUW T, BARI AA PC TO 2%LL FIZEER®H Bl
7= TEAE OFRBEI S 23 f L7=, 1E & A & D TEAE XTI D 72\ U T4 5 F o i35 3 A4
RN, MM O REIIREECH -7 (55 2.74.52H)
BUROTEERENKEZEE T H0B TN EZX D,
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25511.2 ZOtOFHLES £

MM BN (56 27454 1) | WREORARKOMEH (5 27455 H) | wEEs5 (GF
27456 5H) | FEWEN (F 27457 5) | BEDUER R OCBRELS: (5 2.74.5.8 1H) | HiSHE
B M ORIk 2 508 SIS RE DI (B 2.7.4.5.9 TH) I[CTBIL T, AA B4 L
L 72 B REER TR 2 L 2D M ITER O 5T, BUROTEEWMENT 2 ZH I 5 LEIT R0 &
EZ2 D,

255113 BAAKEHL2AEEOREMLEROEY

AKHFEIZEEND AA BB R E UTRHEE R 2 308k (Week 36 data cut-off) T, &7l 534
DHAAN AA BENONTROOHETARY > F =725 807, I 59.7 MEICHEY L, =
@5%@5mﬁmﬁ<k%szLﬁNUV%*f%&ﬁéhtom%éwzﬁ%ui§5ént@
X216, 2 mg % 52 WL G SN0 R261TH-7-, FMEER 2 RBroOEH#EE (Week
52 data cut-off) TDHEFE BT 84.0 A4F| ﬁéb ZDHHASHINNY vF =T % 52 ML R
HaENhi, 4 mg % 52 @B BRGS0 27 61, 2 mg & 52 BRIV EERG S 7-00% 16 4
Tholz,

OFAHRHT C. BRE R EIC DWW TR & B ARNER & DICV < DO H CHUIER 72 A
B35 bz b 00, ©e ﬁ?—&@%% TS 5L O TR T,
TRTOFRBRTHARANEMIETITRD bNeno7-, BRANEMAOEBREEIIR SN TED
FBRIZIER T H D H DD, ﬁT‘é}ﬁ’ﬂﬁ (Week 36 data cut-off }2 T8 Week 52 data cut-off) TiE. TEAE.
D TEAE, HERAEFS, KONEREOR G ILIZE > AEFRLORBRIIC, 2FE
& AARANERTRERETRNWEEZD (552745324, 52.745332H) ,
HEHITREFEFLO YL, REMBRFLRTH 2 BYIEORBLRIIC, DFEMT (Week 36
data cut-off &z (8 Week 52 data cut-off) TRKEM & HARNEMTRERET -T2, £/, H
AN Tl MACE, %Wf%’%@#éﬁ$$ﬁ MRS, 5 O U B BIET AR
BT LA EEL, il WCHEET 2 AFERITBO N7 (B 2745325 H, 5§
27453321H)

ULl &FERTE BARAEMT, Z8M%7 1 7 7 A VICERIRINZE®R DO H 2 213780 bivT,
H AR N R B 72 BV EORRERIT R 0 o T2,

255114 NYIF=T2mgRU4mg DEEHEDEER

NYF =7 4 mgETlE, —HOFRUTLZEEOFMEEE TNY > F =7 2mg & H#g LT
FEEEG IIRBRICEZNRBD LN OO, BEERAEFROER TREAEFEFRORILRI
ICRERET R -T2, &ikE LT, A)v%*72ngﬁkﬂjv%*74ngﬁ@£é¢7m
T 7 AR ERZET R, IMICEE B OEIRL Y A7 FHGEZE L CEFRARTHL &5
%,
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255115 BAETUDYF (RA) RUT FE—EEE% (AD) EDREMEDILE
AN BE G L LI BRI CR NS FFRORIFIL, RABH RO AD B4 % %%
L L7 BRPRBIRCRRY BT R & ol L CRIBIITIE B Th Y . B S sY v F =7
DEEMT 0T 7 AN LA TH o BHRHHHEE [RA] | BERIEE [AD] ) . AA &
HaHG L LI BARRBAE I 5, H RS LB FRILRE SN o T,

25512 REMOHER

UEXY, AA BEZXR L LEBRRBR CRAMOMERITH I ICRESNT, N vF=7

2R A mgBEOLRRMET 0 7 7 A VITFFE R D TH -T2,

& AARBEFETOLREMT 17 7 A/, RABEKO AD B Z X5 & LIRS TS
NNV TF=T0ReEMTa 7y ANV ERKTH-T2 (5 2558 HH, & 2559 H, &H
2.55.101H) |

o mHoF—sny A7 el eV eF=TErRMBYS LE AAEE T,
Bl IR Z MO ERITRE SN o e (552558, %2559, % 2.55103H)

o A{REMEAARANEFT, BT 07 7 A VITHKRBICERO S 52RO HT . H
AN RA 2 BB OBREIT o7 (55 25511.31H)
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256 ANRXIT4vbhEYRYIZET B8
2561 GREOER
256.1.1  HEEXILERK

AA 1T, EE, B K OMEREICHBL L, REOREE 2 LW 2 L 2R E 95 B CaE R
Th2 (Olsen2011) , AAIL, FEH (CUXZEOMOAET) 1T 1 &7 XUXHEEE T o fim A3 W fife
A ORERZ/ECDEHEE L THERT 256 b bNIE, REE (AT) SLCEIBIIMZ T
g (AU) IZIEKRT 556 HH 2 (Olsen et al. 2004)

EE X E RGN, ODEMASNEREZME Y 280N HEMI T 5 (Hunt and McHale
2005) , AA BE TORMKEBOLIEARRIL 66%~T14%TH Y. 22 (15 2) OEEAR
R 39%., BMERLREEOAIEAFHRIL 39%~62% L OWENH S (Colon et al 1991; Hunt and
McHale 2005; Villasante Fricke and Miteva 2015) .

AA BFITBIT 5 BE L OBERZRSEORIRIZEAT 28MEITRWVA, AA B T3 Hlzxtgs L
7o BR TR 20% D HERE CHEBCGSEN R S, £ AU OBE TRbE < (3/5 Bl 60%) |
JHERE (2.6%) . HEEREE (32%) TOHESE &L TEETH -7 (Layegh et al.
2010) .

256.1.2 BITOHEE

HRANZIR RO HALTe AA OIRFIEIZR <, AA TR T 2 ERRII A+ Th 5, BUfE
AA BHEIZHNDONTWDIREEIL, — B LIBRAIRZmT D Tldewy, T, —ixi
IZAT uA RRPHESHERE, A7 a4 FARRE, 2704 FNREEKR TR 2 X2 D8 %
B2 EDR AA DIRIEIZHWHILTN DY, JRHIPED AA OIRIFIZXHE TE TVl (Strazzulla et
al 2018) , Z D7, HEYEILEL L IO LRAAL VR ENER NS Z ERZ, IREMED
AA ITKT DIRFIE L L CRPTRERIENET OND b OO, EERBICIDIRE TR, 48
PR ABEUENAMETH D (Pratt et al. 2017) , RHEMED AA Tl WL CTHoo i ER)
ERELNARNT ENEL . PRITEICE N, Z07H, AA OIEEEZTIELTLE S BERAN
% (Prattetal. 2017) .

AARTIX, HA RT7A 12 AA OIRFEN RSN TE Y, KEEFERICAT v A KRR #
B, RFTRERE, A7 aA RAHIERSHERE STV D, WTBHEEEE B 1175 X5 &0
%] L7goTWh (DA GL) . F£7z, KRESNTIEEIED S B, BHROTA K74 TREEH
DEFED AAITK L THEIE SN TV D § DiE7euy,

256.2 REAIT4 vk

NYTF=F 4mg B2 mg iFWV PG, BEFMEEE 28 EROFMMEE TS T
R Ll U CRRIRIICE RO H 5% R Lz, NU Y F =7 dmg ik, —BLTAY v F=
72mg k0 bEVASMEE TR L, SROKEL o t,
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FEFLMRE R TOD AA DIERE
WY VF =T 4mg DEHIZE - T, Week 36 TD AA OIERITHFHFINTAH B ORI E
WD HUGENFRD bl
® FHENEDOUGENED b,
> SALT A =27 20 LA F &L L7-#EBE OFIS (5 2.5.42.2.1.1 1H)
> PROICEDEEEZFMA AT NR—ZT A b 2HRA 2 FLESEL, 0 UL 1 Th
ST HERF OEIE (55 2.54.22.12.11H)
® JEEXROMEEMEOLENEO bz (5 2.5422.1.23H) |
> ClinRO ([Z X BJHEMEBOFMHA 2T N_R—RAT A b 23R8 A 2 MAESKEL, 0 X
X 1 Th oI liprE OEIE
»  ClinRO IZ K DIEEBRBOFHMA 2T HNR—=ZAF 1 b 2R A4 MU ESEL, 0 X
X 1 Th o I lipE OFEIE
® QoL DENBD LN (5254223 H) ,
> HADS-A (%) XIZHADS-D (19 2) A a7 oik#

o, N TF =T 2mg DEHICZE 5T, Week 36 TDO AA DFEEZBEIZ OV THREGHAMICH
BENORIICERO H HUGENFRD b,
o i M%@&%ﬂmw%nto
> SALT A =27 20 LA N &R L7-#EBE OFIS (55 2.5.42.2.1.1 1H)
> PROICEDUEEFHMIIA I T NR—RAT A b 24R4 M ESEL, 0 X 1 Th
ST WEERE OEIE (55 2.54.2.2.1.2.1 1H)

ZhERDRE
TFEFHlE S LD RO SRS, NY U F =T OEET AA DIERICHEHFIICH B R d#En
D bz,
® SALT A =7 20 LA N &Rk L 7o kB oFIE
> %%’ﬂibtf?74ﬁ»7fm~%ﬁié%£ﬁ%%%bk@if\MMJﬁ@
o5 101 FEER Sy e OY JAIR RBR O RRER DN Y o F =7 4 mg BEIL, Week 24 LI T F
TAREE L i U CREH P B R 2R L (55 2.54.22.1220H)
> SZEMAFHBEEPICGHE LR, V9 74T T —FICEO iR A LY b
RTOKEE D 77 B AREE L I L CHREFFICARRDIRORE LR L (K
2.7.3.3-1) ,
> NUTF =T 4mg B JAHO iRBRSS I FHER Sy Tld Week 8 LAKE, JAIR 3B Tl
Week 12 LIFRIZFE S BTz,
> NUTF =7 2mg B JAHO B I AHER 2y CTld Week 24 J2 8 36, JAIR 7Rk
Tid Week 16, 24 X DN 36 IZ3R D B LTz,
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IR DOFEFE

Week 52 £ TOT—X THROFGZFAN L72FER, NV vF=7 2mg K 4mg O H%
Week 36 LARE Bk 925 2 & T, Week 52 TOFE, JEEKOHEEDMEIT Week 36 & L TH
EMcesE Lz (52.5431H) |

NREXT7 4y MIBEET I ET VADES

AA X HNY U F =T ORI TIX, WUREHOL & HEIYROBE RO A ¥
A u W E 2 T2 72T A v O 7T AR RHRIERE LRI 11 ARERAR B 2 2 SRS L 7=,
JAHO #RBRE I FIER Sy KON JAIR iRBRIZ, NU v F =7 D AA IZxT DA /B R 5
ZEEAEEE LTV,
® LEFMHIHHE TH, NYTF=7 4mg BEDO T 7R T D2 INY v F =7 2mg
BEDT 7B ARBRIRIT D 2 Z M 2 72D+ ek ) & il 2 7o s 3 C I S hv iz,
& NUIUF=TEETRLART 4 v b EGLNDBEEMZRET HHEHRE A AND
niz,
> MO THEIED AA (SALT A7 95~100) : #EBRELEMN D 50%LL F
> FLWXIIERREENE (ClinRO (2L 2EEBMEOFHMEA 2 LLE)  #BE £
DFI 69%
> FHELOVIEAZFEBIE (ClinRO (2 X HHEBBLEOREAML 2 LLE) « #iBE4EM
DI 58%

FIED AAICKIT 2NNV v F =T 4mg KN 2mg O HEZ LRI eT v ARnEGELNT, £
72 JAHO iBR D M FHER S M OV JAIR 3RER D 2 3BT, N S F =7 4 mg %5 TOHRMEIX
WFHNOAMETMER THL B L TAY U F =7 2mg &5 LB LT 10%#85< . AR
PEAR ST,

AA KT DN O F =T ORFRBFEIC, HANDHAAIN L NTZHERE IR SN T2 D
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