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% 1-1-3-1 4FYX(NICE)IzH+2EAx T RILEER O

BLUEIRTTESE DRI HT
E4& MEIPS
ek NICE
FFf#5 R D URL7%E | https://www.nice.org.uk/guidance/ta958
ST et R AT JrLSF=T ZEICRLC
Balit =t EH{TEHE ERIZEC
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FHE X R E 12 mULEDEFEA A ELE 12 BMULOBARUVEEHOERELGAREELE
ERAE 50mg# 1 H 1E%kE 1@ 50mg#* 18 1E%RETS
LB %t R BSC FEEMBFEDHEEL BSC
FEL 25,406 /R K/QALY 25,406 7R K/Quality-adjusted life year(QALY)
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FIFELEE
X RE B 12 L E D EREMRRR EAE Severity of Alopecia Tool(SALT)ZAa7 50 LI EDE
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FERAE 50mg# 1 H 1E%kE 1@ 50mg#* 18 1E%RETS
teE et ER BSC EWRBETHIEL BSC(1y T v @I EIEFI A
|J)
FEL 7,842 ;R K/QALY 7,842 /R K/QALY(PAS &It 1%)
BAOBERMRLEOME
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% 2-1-5-1 PubMed [ZHLTAW-BHERX

%% H8: 202448 A 19H

BE mERR BRH

#1 "Alopecia Areata"[Mesh] OR "Alopecia Areata"[tiab] OR | 6,696
"Alopecia Circumscripta”[tiab] OR Pelade*[tiab] OR
"Alopecia Celsi"[tiab:~0] OR "alopecia totalis"[tiab] OR
"alopecia universalis"[tiab] OR "scarring hair loss"[tiab]

#2 "Patchy Hair Loss"[tiab] OR "nonscarring hair loss*"[tiab] | 844
OR "non - scarring hair loss*"[tiab] OR ophiasi*[tiab] OR
sisaipho[tiab] OR atrichia*[tiab] OR pseudopelade*[tiab]

OR "porrigo decalvans"[tiab:~0] OR "autoimmune hair
loss*"[tiab]

#3 #1 OR #2 7,024

#4 (Ritlecitinib[tw]) OR "PF-06651600"[nm] OR "PF |92
06651600"[tiab] OR "PF-06651600"[tiab] OR
"PF06651600"[tiab] OR Litfulo[tw]

#5 "baricitinib" [Supplementary Concept] OR | 1,691
"baricitinib"[tiab] OR  LY3009104[tw] OR  "LY-
3009104"[tiab] OR "INCB028050"[tiab] OR "INCB-
028050"[tiab] OR  "Olumiant"[tw] OR  "INCB-
28050"[tiab:~0]

#6 #3 AND #4 56

#7 #3 AND #5 154

#8 #6 OR #7 184

#9 ((randomized controlled trial [pt] OR controlled clinical | 1,507,055
trial [pt] OR randomized [tiab] OR placebo [tiab] OR
clinical trials as topic [mesh:noexp] OR randomly [tiab]

OR trial [ti]) NOT (animals [mh] NOT humans [mh]))
#10 #8 AND #9 61
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% 2-1-5-2 Embase [ZHLTAWNV-BHER

%% H8: 202448 A 19H

BE mERR BRH
#1 'alopecia areata'/exp OR 'alopecia areata':ti,ab,kw OR | 10,866
'alopecia circumscripta':ti,ab,kw OR pelade*:ti,ab,kw OR
'alopecia celsi':ti,ab,kw OR 'alopecia totalis':ti,ab,kw OR
'alopecia  universalis':ti,ab,kw OR 'scarring hair

loss':ti,ab,kw

#2 'patchy hair loss' OR ((nonscarring NEAR/2 hair NEAR/2 | 1,227
loss$):ti,ab,kw) OR ((‘non - scarring' NEAR/2 hair NEAR/2
loss$):ti,ab,kw) OR 'ophiasis' OR ophiasis$:ti,ab OR
sisaipho:ti,ab,kw OR 'atrichia' OR atrichia$:ti,ab OR
pseudopelade$:ti,ab,kw OR ((porrigo NEAR/2
decalvans):ti,ab,kw) OR ((autoimmune NEAR/2 hair
NEAR/2 loss$):ti,ab,kw)

#3 #1 OR #2 11,303

#4 'ritlecitinib'/exp OR 'litfulo':ti,ab,kw OR 'pf | 278
06651600':ti,ab,kw OR 'pf 6651600':ti,ab,kw OR
'pf06651600':ti,ab,kw OR 'pf6651600':ti,ab,kw OR
'ritlecitinib malonate':ti,ab,kw OR 'ritlecitinib
propanedioate':ti,ab,kw OR 'ritlecitinib
toluenesulfonate':ti,ab,kw OR 'ritlecitinib
tosilate':ti,ab,kw OR ‘'ritlecitinib tosylate':ti,ab,kw OR
'ritlecitinib':ti,ab,kw

#5 'baricitinib'/exp OR 'incb 028050':ti,ab,kw OR '‘incb | 6,361
28050':ti,ab,kw OR 'incb028050':ti,ab,kw OR
'incb28050":ti,ab,kw OR 'ly 3009104':ti,ab,kw OR
'ly3009104':ti,ab,kw OR 'olumiant':ti,ab,kw OR
'baricitinib':ti,ab,kw

#6 #3 AND #4 140

#7 #3 AND #5 334

#8 #6 OR #7 406

#9 'randomized controlled trial'/exp 839,005

#10 'controlled clinical trial'/de 443,605
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#11 random¥*:ti,ab,tt 2,098,724
#12 'randomization'/de 99,535
#13 'intermethod comparison'/de 309,489
#14 placebo:ti,ab,tt 381,420
#15 compare:ti,tt OR compared:ti,tt OR comparison:ti,tt 653,788
#16 (evaluated:ab OR evaluate:ab OR evaluating:ab OR | 2,967,357
assessed:ab OR assess:ab) AND (compare:ab OR
compared:ab OR comparing:ab OR comparison:ab)
#17 (open NEXT/1 label):ti,ab,tt 117,299
#18 ((double OR single OR doubly OR singly) NEXT/1 (blind | 286,935
OR blinded OR blindly)):ti,ab,tt
#19 'double blind procedure'/de 222,225
#20 (parallel NEXT/1 group*):ti,ab,tt 33,994
#21 crossover:ti,ab,tt OR 'cross over':ti,ab,tt 129,830
#22 ((assign* OR match OR matched OR allocation) NEAR/6 | 483,704
(alternate OR group OR groups OR intervention OR
interventions OR patient OR patients OR subject OR
subjects OR participant OR participants)):ti,ab,tt
#23 assigned:ti,ab,tt OR allocated:ti,ab,tt 518,609
#24 (controlled NEAR/8 (study OR design OR trial)):ti,ab,tt 488,364
#25 volunteer:ti,ab,tt OR volunteers:ti,ab,tt 292,796
#26 'human experiment'/de 669,544
#27 trial:ti,tt 438,009
#28 #9 OR #10 OR #11 OR #12 OR #13 OR #14 OR #15 OR | 6,732,626
#16 OR #17 OR #18 OR #19 OR #20 OR #21 OR #22 OR
#23 OR #24 OR #25 OR #26 OR #27
#29 ((random* NEXT/1 sampl* NEAR/8 ('cross section*' OR | 3,426
questionnaire* OR survey OR surveys OR database OR
databases)):ti,ab,tt) NOT ('comparative study'/de OR
'‘controlled study'/de OR 'randomised controlled':ti,ab,tt
OR 'randomized controlled':ti,ab,tt OR 'randomly
assigned':ti,ab,tt)
#30 ‘cross - sectional study' NOT ('randomized controlled | 425,933

trial'/exp OR 'controlled clinical trial'/de OR ‘'controlled

18




study'/de OR ‘'randomised

'randomized controlled':ti,ab,tt OR 'control group':ti,ab,tt

controlled':ti,ab,tt OR

OR 'control groups':ti,ab,tt)

#31 'case control*':ti,ab,tt AND random*:ti,ab,tt NOT | 22,591
(‘randomised controlled':ti,ab,tt OR 'randomized
controlled':ti,ab,tt)

#32 'systematic review':ti,tt NOT (trial:ti,tt OR study:ti,tt) 293,256

#33 nonrandom*:ti,ab,tt NOT random*:ti,ab,tt 19,643

#34 'random field*':ti,ab,tt 3,056

#35 (‘'random cluster' NEAR/4 sampl*):ti,ab,tt 1,673

#36 review:ab AND review:it NOT trial:ti,tt 1,206,748

#37 'we searched':ab AND (review:ti,tt OR review:it) 53,925

#38 'update review':ab 146

#39 (databases NEAR/5 searched):ab 74,887

#40 (rat:ti,tt OR rats:ti,tt OR mouse:ti,tt OR mice:ti,tt OR | 1,266,655
swine:ti,tt OR porcine:ti,tt OR murine:ti,tt OR sheep:ti,tt
OR lambs:ti,tt OR pigs:ti,tt OR piglets:ti,tt OR rabbit:ti,tt
OR rabbits:ti,tt OR cat:ti,tt OR cats:ti,tt OR dog:ti,tt OR
dogs:ti,tt OR cattle:ti,tt OR bovine:ti,tt OR monkey:ti,tt
OR monkeys:ti,tt OR trout:ti,tt OR marmoset*:ti,tt) AND
'animal experiment'/de

#41 'animal experiment'/de NOT (‘human experiment'/de OR | 2,664,655
'human'/de)

#42 #29 OR #30 OR #31 OR #32 OR #33 OR #34 OR #350R | 4,614,908
#36 OR #37 OR #38 OR #39 OR #40 OR #41

#43 #28 NOT #42 5,929,062

#44 #43 AND #8 102

#45 #44 AND ([article]/lim OR [article in press]/lim) 40

#46 #44 AND ([article]/lim OR [article in press]/lim) AND | 39

([english]/lim OR [japanese]/lim)
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% 2-1-5-3 CENTRAL [ZHLTHWV-BRERX

%% H8: 202448 A 19H

BE mERR BRH

#1 MeSH descriptor: [Alopecia Areata] explode all trees 473

#2 ("Alopecia Areata" OR "Alopecia Circumscripta" OR | 860
Pelade* OR "Alopecia Celsi" OR "alopecia totalis" OR
"alopecia universalis" OR "scarring hair loss"):ti,ab,kw

#3 "patchy hair loss":ti,ab,kw OR ((nonscarring NEAR/2 hair | 90
NEAR/2 loss*):ti,ab,kw) OR (("non-carring" NEAR/2 hair
NEAR/2 loss*):ti,ab,kw) OR ophiasis*:ti,ab,kw OR
sisaipho:ti,ab,kw OR atrichia*:ti,ab OR
pseudopelade*:ti,ab,kw OR (porrigo NEAR/2
decalvans):ti,ab,kw OR (autoimmune NEAR/2 hair
NEAR/2 loss*):ti,ab,kw

#4 #1 OR #2 OR #3 893

#5 litfulo:ti,ab,kw OR ™“pf 06651600":ti,ab,kw OR "“pf | 87
6651600":ti,ab,kw OR  “pf06651600”:ti,ab,kw  OR
“pf6651600”:ti,ab,kw OR “ritlecitinib malonate”:ti,ab,kw
OR ‘“ritlecitinib propanedioate”:ti,ab,kw OR “ritlecitinib
toluenesulfonate”:ti,ab,kw OR “ritlecitinib
tosilate”:ti,ab,kw OR ‘“ritlecitinib tosylate”:ti,ab,kw OR
“ritlecitinib”:ti,ab,kw

#6 “incb 028050":ti,ab,kw OR “incb 28050”:ti,ab,kw OR | 745
“incb028050":ti,ab,kw OR “incb28050”:ti,ab,kw OR “ly
3009104":ti,ab,kw OR “ly3009104":ti,ab,kw OR
“olumiant”:ti,ab,kw OR “baricitinib”:ti,ab,kw

#7 #4 AND #5 41

#8 #4 AND #6 39

#9 #7 OR #8 79

#10 journal:pt 1,641,518

#11 #9 AND #10 64

#12 "Conference proceeding":pt 246,591

#13 #11 NOT #12 32

#14 (jpn:la OR eng:la) 2,080,876
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#15

#13 AND #14 in Trials

32

& 2-1-5-4 EfFE Web [CHLTAHWV=ERR

¥%%H: 202448 A 19H

#1 "B EE-FIR"/TH 1,814
#2 M #2 Bi & #E /TA or "Alopecia Areata"/TA or "Alopecia | 1,895
Celsi"/TA or "Alopecia Circumscripta"/TA or "Cazenave's
Vitiligo"/TA or "Celsus' Alopecia"/TA or "Celsus' Area"/TA
or "Celsus' Vitiligo"/TA or "Jonston's Area"/TA or
Pelade/TA or "Porrigo Decalvans"/TA or "Vitiligo
Capitis"/TA or hXF+—"JAK/TA or 7L AR EE/TA or ¥

AV AU ELE/TA

#3 "Patchy Hair Loss"/TA or "nonscarring hair loss"/TA or | 97
"non-scarring hair loss"/TA or ophiasi/TA or sisaipho/TA or
atrichia/TA or pseudopelade/TA or "alopecia totalis"/TA or
"alopecia universalis"/TA or "scarring hair loss"/TA

#4 #1 or #2 or #3 2,431

#5 "Ritlecitinib"/TH 15

#6 Litfulo/TA or "PF 06651600"/TA or "PF-06651600"/TA or | 5
PF06651600/TA or "Ritlecitinib Tosilate"/TA or Jvyk7—0O
OR/TA and YL F=T/TA or UL F=T I ILERIE/TA or
"ritlecitinib malonate"/TA or "ritlecitinib
propanedioate"/TA or "ritlecitinib toluenesulfonate"/TA or
"ritlecitinib tosylate"/TA or "ritlecitinib"/TA

#7 #5 or #6 16

#8 Baricitinib/TH 873

#9 "Baricitinib Phosphate"/TA or "Baricitinib Phosphate | 430
Salt"/TA or "INCB-028050"/TA or "INCB-28050"/TA or
INCB028050/TA or "LY 3009104"/TA or "LY-3009104"/TA
or LY3009104/TA or Olumiant/TA or #JLZIT>k/TA or /\Y)
SF=T/TA

#10 #8 or #9 925

#11 #4 and #7 15

21




#12 #4 and #10 85
#13 #11 or #12 92
#14 (RD=5 >V L LE 8B FHEE or S 4 LIE L EHKER/TH or | 172,435
RCT/TA or random/TA or #&{E%&/TA or 524 L/TAor 75+
7R/TA or 5 —7/TA or placebo/TA or E4&/TA or blind/TA
or XH/TA or M{TERE/TA or 5 II #ER/TH or 5 III
E%/TH or % IV #88/TH) not (81#/TH not CK=tF)
#15 #13 and #14 15
#16 | (#15) and (PT=%#5<) 4
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2.1.6 IRRFER

VRATITA4vILEa—D#E R L. Preferred Reporting Items for Systematic
Reviews and Meta-Analyses(PRISMA)7O0—F¥—rESE(ZK 2-1-6-1 O@EYEHSH

E 2-1-6-1 70—Fv—k

T=o
a T—AN—XRRTHEHEL-HH
o 7 - B oM 4 2
= (n=136)
= (n=59)
Y [PubMed(n=61). Embase(n=39). ‘
5 ] [k E]
S CENTRAL(n=32). Efi: Web(n=4)]
]
BERNZDHE
‘q” (n=77)
l
3 RO == gk BRoME
(n=77) (n=46)
)
BRoME21
o (n=19)
S T P ST A O 5 2R 443K [AET A AE(n=10).
= (n=31) FOrALFRE(N=5).
= HEER R R (n=3).
B E(n=1)]
)
= SRS STk B
@]
g (n=12)
8 [BaRREREREL T n=3]

UL FZTEN)OF T DEELLEE{T o7 RCT IFESNAMN 2Tz, UL FZTET
FEARELBLT RCT ELT 1 #OHBR(ALLEGRO-2b/3 FER). AU F =T LTS wREL
LT RCT &L T 2 rDFEER(BRAVE-AAL BRER R U BRAVE-AA2 SHER) A ESLT=,

BT DY AT ITAVILEA—TRESNIZXBICDOVTTFEISRY
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BB O RTIT1VILEA—THESNT- 12 O XX Xk
<BLERFFRBEAMDMNELITHEL: 3 ORI RS>

1.

King B, Zhang X, Harcha WG, Szepietowski JC, Shapiro ], Lynde C, et al.
Efficacy and safety of ritlecitinib in adults and adolescents with alopecia
areata: a randomised, double-blind, multicentre, phase 2b-3 trial. Lancet.
2023;401(10387):1518-209.

Hordinsky M, Hebert AA, Gooderham M, Kwon O, Murashkin N, Fang H, et al.
Efficacy and safety of ritlecitinib in adolescents with alopecia areata: Results
from the ALLEGRO phase 2b/3 randomized, double-blind, placebo-controlled
trial. Pediatr Dermatol. 2023;40(6):1003-9.

King B, Ohyama M, Kwon O, Zlotogorski A, Ko J, Mesinkovska NA, et al. Two
phase 3 trials of baricitinib for alopecia areata. N Engl ] Med.
2022;386(18):1687-99.

<BLERFFRENMFELLXEUN T, DRI ELT 9 FDXHRYRR>

4,

Kwon O, Senna MM, Sinclair R, Ito T, Dutronc Y, Lin CY, et al. Efficacy and
safety of baricitinib in patients with Severe Alopecia Areata over 52 weeks of
continuous therapy in two phase III trials (BRAVE-AA1 and BRAVE-AA2). Am
J Clin Dermatol. 2023;24(3):443-51.

Ko JM, Mayo TT, Bergfeld WF, Dutronc Y, Yu G, Ball SG, et al. Clinical outcomes
for uptitration of baricitinib therapy in patients with severe alopecia areata:
A pooled analysis of the BRAVE-AA1 and BRAVE-AA?2 trials. JAMA Dermatol.
2023;159(9):970-6.

King B, Shapiro J, Ohyama M, Egeberg A, Piraccini BM, Craiglow B, et al.
When to expect scalp hair regrowth during treatment of severe alopecia
areata with baricitinib: insights from trajectories analyses of patients enrolled
in two phase III trials. Br J Dermatol. 2023;189(6):666-73.

Piraccini BM, Ohyama M, Craiglow B, Bewley A, Ding Y, Chen YF, et al. Scalp
hair regrowth is associated with improvements in health-related quality of
life and psychological symptoms in patients with severe alopecia areata:
results from two randomized controlled trials. J Dermatolog Treat.
2023;34(1):2227299.

Taylor S, Korman NJ, Tsai TF, Shimomura Y, Feely M, Dutronc Y, et al. Efficacy
of baricitinib in patients with various degrees of alopecia areata severity:
Post-hoc analysis from BRAVE AA1 and BRAVE AA2. Dermatol Ther (Heidelb).
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2023;13(12):3181-91.

9. Lloyd A, Aggio D, Dixon C, Law EH, Price T. Psychometric properties of the
EQ-5D-5L in patients with alopecia areata. Pharmacoeconom Open.
2024;8(5):715-25.

10. Senna M, Mostaghimi A, Ohyama M, Sinclair R, Dutronc Y, Wu WS, et al.
Long-term efficacy and safety of baricitinib in patients with severe alopecia
areata: 104-week results from BRAVE-AA1 and BRAVE-AA2. J Eur Acad
Dermatol Venereol. 2024;38(3):583-93.

11. Craiglow B, Lee YW, Vano-Galvan S, Egeberg A, Dutronc Y, Durand F, et al.
Improvement in measures of quality of life and symptoms of anxiety and
depression in patients with severe alopecia areata achieving sustained scalp
hair regrowth with baricitinib. Dermatol Ther (Heidelb). 2024;14(7):1959-
68.

12. King B, Ko J, Kwon O, Vaié-Galvan S, Piraccini BM, Dutronc Y, et al. Baricitinib
withdrawal and retreatment in patients with severe alopecia areata: The
BRAVE-AA1 randomized clinical trial. JAMA Dermatol. 2024;160(10):1075-
81.

2.1.7 BRERRBOME
DR DYRTITAYILE1—THESNT- ALLEGRO-2b/3 X8R . BRAVE-AA1 FHER
B U BRAVE-AA2 SRR D EE & 2-1-7-1 HhH%k 2-1-7-3 I12RT,

% 2-1-7-1 BEKRROME(ALLEGRO-2b/3 HER)

HER% ALLEGRO-2b/3[5-7]

* King B, Zhang X, Harcha WG, Szepietowski JC, Shapiro
J, Lynde C, et al. Efficacy and safety of ritlecitinib in
adults and adolescents with alopecia areata: a
randomised, double-blind, multicentre, phase 2b-3

EER trial. Lancet. 2023;401(10387):1518-29.

* Hordinsky M, Hebert AA, Gooderham M, Kwon O,
Murashkin N, Fang H, et al. Efficacy and safety of
ritlecitinib in adolescents with alopecia areata: Results

from the ALLEGRO phase 2b/3 randomized, double-
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blind, placebo-controlled trial. Pediatr Dermatol.
2023;40(6):1003-9.

e Lloyd A, Aggio D, Dixon C, Law EH, Price T.
Psychometric properties of the EQ-5D-5L in patients
with  alopecia areata. Pharmacoeconom Open.
2024;8(5):715-25.
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AERERTEL =I5

BAZE¢ 18 NE 118 fEE%

HER D B SR

2018 % 12 A3 H-20214%6 A 24 H

X R KM

SALT [CXYBIEESNF-EEE DA EEEA 50%LL L DA ELE
EZEENT-HAR TN

WAREHE

s AMBEELRRZEIN. EOMICBREEDREAZRHONG
Ly

s SHEABREFERVAREGEEZSCEBOBE@EL 50%
LET. 8% 6 hALRIZIEEDEZBENEDHLONLL

s BEDOHREERMNREELTHMNS 10 FLUR

FBRSVEEE

o DRRICZKDIRELE

s BEERMICEKRLS DR

o S EHME. RITETHEZEZONIBEREE

* JAK FREXIDE R

- BREMHKED

o BEMEMAILRZ

s BRUEORBEMUEHFRALDOBREE. KE-FRELVAILRD
IF R XIIKE - FIRABZ 7 4/LA Immunoglobulin G
MAOFENEASN TR 12-17

AT EDFM

e URLYF=7J 200mg # 1 B 1 [E(4 AM)+JLIF=T
50mg % 1 H 1 E(44 BAR)EOKS

e UNLYF=TJ 200mg # 1 B 1 [E(4 AM)+JLIF=T
30mg # 1 H 1 [HE(44 Bf)#EOHKRS

e JRLIF=TJ 50mg # 1 H 1 [E((48@RM)EOK’ES(JLLIF
—7 50mg &)

e JFLIF=—TJ 30mg % 1 H 1 [E(48 EM)EOKRE

e JLIF=TJ 10mg# 1 B 1 E(48 AR OKRE

o J5tR(24 AR)+JFLIF=T 200mg # 1 B 1 [E(4 &
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M)+ F=7J 50mg % 1 B 1 [E(20 BRH)EA KRS
o 75tR(24 BRE)+YRLLFZT 50mg % 1 B 1 E1(24 :8R)
RAKRS

LEB T HR 0D B T5ER(TS5wR B 24 EfH)

HEBRTHAY BiERE. ZHEER. 5 11/II1 48

BRIEE “EER

FEFHEE 5 24 BEFIZHTH SALT Ra7 M 20 LT ELG--BEDEIE

FLEIRFHEER

o FE 24 BEIZHITS SALT Ra7A 10 L&~ -EHDEES

« 5 24 BEFZFIF5 Patient Global Impression of
Change(PGI-C)A T HRIEEICHEFIXIFTKWNIHEIZERML
BREDEE

BE

55 24 BRFICH 1S SALT a7 20 U TDERE(LK)

o 75tRE(n=130): 2%

« JRLSF =T 50mg B (n=124): 23%

s JSHARBELENE: 21.85(95%Confidence Interval[CI]:
14.65 to 30.23)

5 24 BRFIZEFH5 SALT RO7 20 U TFTDERE(CNMR)

s JS5tARE(N=19): 0%
e JRLIF=T 50mg #(n=16): 25%
% 24 BARFIZHTA SALT a7 10 UTDERE(LK)

o 7S5tRE(n=130): 2%

e JRLIF=T 50mg #(n=124): 14%

o TS5HRBEEDE: 12.17(95%Cl: 6.27 to 19.53)
5 24 BEFIZHITS SALT Ra7 10 L TFOEMEVNMRE

o 75tARE(n=19): 0%
e JRLIF=T 50mg #(n=16): 13%
% 24 BBFIZHE TS PGI-C REDZERKE(LK)

o J5tRE: 9.23%

e YRLF=T 50mg #: 49.17%

o JSREENE: 39.96(95%CI: 28.85 to 51.06)
5§ 24 BEFIZH TS PGI-C REDERME(VNMNR

. 75tRE(n=19): 15.8%
e JrLLF=T 50mg #(n=17): 59%

$ 24 BRFTICEHEZZARELLEIG(2K)
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o FS5tERE(n=131): 71%

e JRLIF=T 50mg #(n=130): 75%

E 24 BRFETICEFETERVELELLFS(MNR)

o JS5tRE#(n=19): 78.9%

e JRLIF=T 50mg ##(n=18): 83.3%

F24 BEFETICRSPIICESFEBEZNERELLEIE(£1K)
. FStRB(n=131): 2%

e JrLIF=T 50mg #(n=130): 2%

B 24 BABFETICRERIEICEEEEEZARELEEES (MR
. FS5tRE(n=19): 0%

e JrRLIF=T 50mg ##(n=18): 5.6%

%24 BRETIC— MG ERMICES - HEERNARAEL-E
a((21k)

o 75tRE(n=131): 5%

e JRLSF=T 50mg E(n=130): 10%

BAAEHICETHEME | ZEBL
BAAKHICE T R 2N | &&EGL

& 2-1-7-2 BEEKSEBROME(BRAVE-AAL HER)

HER4

BRAVE-AA1[8-16]

EFTALE

e« King B, Ohyama M, Kwon O, Zlotogorski A, Ko J,
Mesinkovska NA, et al. Two phase 3 trials of baricitinib
for alopecia areata. N Engl J Med. 2022;386(18):1687-
99.

e Kwon O, Senna MM, Sinclair R, Ito T, Dutronc Y, Lin CY,
et al. Efficacy and safety of baricitinib in patients with
Severe Alopecia Areata over 52 weeks of continuous
therapy in two phase III trials (BRAVE-AA1 and BRAVE-
AA2). Am ] Clin Dermatol. 2023;24(3):443-51.

* Ko JM, Mayo TT, Bergfeld WF, Dutronc Y, Yu G, Ball SG,
et al. Clinical outcomes for uptitration of baricitinib
therapy in patients with severe alopecia areata: A
pooled analysis of the BRAVE-AAl1 and BRAVE-AA2
trials. JAMA Dermatol. 2023;159(9):970-6.
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« King B, Shapiro J, Ohyama M, Egeberg A, Piraccini BM,
Craiglow B, et al. When to expect scalp hair regrowth
during treatment of severe alopecia areata with
baricitinib: insights from trajectories analyses of
patients enrolled in two phase III trials. Br J Dermatol.
2023;189(6):666-73.

e Piraccini BM, Ohyama M, Craiglow B, Bewley A, Ding Y,
Chen YF, et al. Scalp hair regrowth is associated with
improvements in health-related quality of life and
psychological symptoms in patients with severe
alopecia areata: results from two randomized
controlled trials. ] Dermatolog Treat.
2023;34(1):2227299.

e Taylor S, Korman NJ], Tsai TF, Shimomura Y, Feely M,
Dutronc Y, et al. Efficacy of baricitinib in patients with
various degrees of alopecia areata severity: Post-hoc
analysis from BRAVE AA1 and BRAVE AA2. Dermatol
Ther (Heidelb). 2023;13(12):3181-91.

* Senna M, Mostaghimi A, Ohyama M, Sinclair R, Dutronc
Y, Wu WS, et al. Long-term efficacy and safety of
baricitinib in patients with severe alopecia areata: 104-
week results from BRAVE-AA1l and BRAVE-AA2. ] Eur
Acad Dermatol Venereol. 2024;38(3):583-93.

e Craiglow B, Lee YW, Vano-Galvan S, Egeberg A,
Dutronc Y, Durand F, et al. Improvement in measures
of quality of life and symptoms of anxiety and
depression in patients with severe alopecia areata
achieving sustained scalp hair regrowth with baricitinib.
Dermatol Ther (Heidelb). 2024;14(7):1959-68.

e King B, Ko J, Kwon O, Vafno6-Galvan S, Piraccini BM,
Dutronc Y, et al. Baricitinib withdrawal and retreatment
in patients with severe alopecia areata: The BRAVE-
AAl randomized clinical trial. JAMA Dermatol.
2024;160(10):1075-81.
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B PR BR & ER 1R R NCT03570749
AERERMEL AT AARZEL 4 HhE 75 K%

AER D B SR

2019 % 3 A-20204% 6 A

T REMH

EEXIEBOTCEECAMBREEZRE I OAAESE

WAREHE

s AVT7F—LFAVEUMNERTAGES 18 Bl L, Bkl 60
UL T (ZMEF 70 UT)
o F—TUSRNILBEEATABNRARIETIVARTA)AATHS
LBRTS
* UTOIRTEH-ITHEICHESNG, EEXIIBHTEE
BAMKREEEZRTSEE
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H
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% 36 BEIZE1+5 SALT RATFDR—RSAUh SN EILE

o NYLF=T 4mg #(n=281): —47.1+£2.7
o FS5uRBEEDE: —38.1(95%CI: —44.9 to —31.3)
5 36 BERFIZH TS SALT a7 10 LTDERE

« NYSF=TJ 4mg B(n=281): 27.9%
o FSERBEDE: 23.9(95%CI: 17.7 to 30.1)
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o NJLFZT 4mg ##(n=280): 2.1%
% 36 BRFFETICRELNFEALLES

e JS5tHRE#(n=189): 0%
e NYUF=TJ 4mg #(n=280): 0%
F 36 ARFFETICRGHIICES-AEEEZARELE-EE
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« NYLF=T 4mg #(n=280): 1.8%
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« King B, Ohyama M, Kwon O, Zlotogorski A, Ko J,
Mesinkovska NA, et al. Two phase 3 trials of baricitinib
for alopecia areata. N Engl J Med. 2022;386(18):1687-
99.

¢ Kwon O, Senna MM, Sinclair R, Ito T, Dutronc Y, Lin CY,
et al. Efficacy and safety of baricitinib in patients with
Severe Alopecia Areata over 52 weeks of continuous
therapy in two phase III trials (BRAVE-AA1 and BRAVE-
AA2). Am ] Clin Dermatol. 2023;24(3):443-51.

« Ko JM, Mayo TT, Bergfeld WF, Dutronc Y, Yu G, Ball SG,
et al. Clinical outcomes for uptitration of baricitinib
therapy in patients with severe alopecia areata: A
pooled analysis of the BRAVE-AAl1 and BRAVE-AA2
trials. JAMA Dermatol. 2023;159(9):970-6.

« King B, Shapiro J, Ohyama M, Egeberg A, Piraccini BM,
Craiglow B, et al. When to expect scalp hair regrowth
during treatment of severe alopecia areata with
baricitinib: insights from trajectories analyses of
patients enrolled in two phase III trials. Br J Dermatol.
2023;189(6):666-73.

e Piraccini BM, Ohyama M, Craiglow B, Bewley A, Ding Y,

Chen YF, et al. Scalp hair regrowth is associated with
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improvements in health-related quality of life and
psychological symptoms in patients with severe
alopecia areata: results from two randomized
controlled trials. ] Dermatolog Treat.
2023;34(1):2227299.

Taylor S, Korman NJ], Tsai TF, Shimomura Y, Feely M,
Dutronc Y, et al. Efficacy of baricitinib in patients with
various degrees of alopecia areata severity: Post-hoc
analysis from BRAVE AAl1 and BRAVE AA2. Dermatol
Ther (Heidelb). 2023;13(12):3181-91.

Senna M, Mostaghimi A, Ohyama M, Sinclair R, Dutronc
Y, Wu WS, et al. Long-term efficacy and safety of
baricitinib in patients with severe alopecia areata: 104-
week results from BRAVE-AA1l and BRAVE-AA2. ] Eur
Acad Dermatol Venereol. 2024;38(3):583-93.
Craiglow B, Lee YW, Vano-Galvan S, Egeberg A,
Dutronc Y, Durand F, et al. Improvement in measures
of quality of life and symptoms of anxiety and
depression in patients with severe alopecia areata
achieving sustained scalp hair regrowth with baricitinib.
Dermatol Ther (Heidelb). 2024;14(7):1959-68.
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SALT 237 50 LIk - el _ —
A
0/ 0/
SALT 237 21-49 el . _ —
N/ N/
0.8% 0.0%
SALT 237 11-20 _ —
(1/124) (0/130)
SALT 237 10 LIF 0.8% 1.5% — _
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(1/124)

(2/130)

3.5 3.4 YSREPDELZRICET5BHTORAE
3.5.1 AEERA®% 48 HLURNDELTIZDOLT

& 3-5-1-1 HEREEEFICIIBESOZLIRS

HERTEEDRHLE-MEEFICRITS

o3y

K=

FIRITES (HHVERKRES)

BRI 48 BLIADIET

I9€ILETILOModel
Settings]¥—hk

/)L E15

(FHEEFDLR)

PMETVEEDORTE

INTGA—5— ®EE

DT DI DNHIERDILIE

ST AR 4E

AERIAE 48 BLIADIEET No Yes: EEY S, No: EBELAL

[(R&EHEESTOAR]

SLERFGEEBEDET LTI, AERBR 48 BURDRTEZZEEBLGVEREL, LMLE
Ao, 3.1.3.1 ERERIC, BRFAKE 48 BLUAICEWTEL—EDE S TRENRET H71=0,
SIHREEH(@)E(b)DNFTNIZDONTE, JBEMFIRE 48 BLURADRTEZERET HENE

LTHHEHHLE=,
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4. SR

4.1 BHWMICET5EERITOFR

sHxRERH(a) BEHLEDHI 50% L LICBEENRBOHONSBEADABEEESRE

O BRAMEMI(ESERNELEEHTS)

2 BERSMEAHHRIERASELLTERRAELET D)

O HEABEFICHUNRNL DT ENDEAMRHTIEERHLAL
Oz )

SR EH(b) BEiLEDHI 50% L EICRENBOHONS/NROAKEREEBE

v ERMRSTELERAMNRLEEHT D)

O ZERAKR/MESTCGHIRERFELLTERZLRT D)

O EEABREMICHLIRNSHIEALERAMRITIEERLEL
O Zofh( )

4.1.1 BAWICETH5EFRSTHOBIER

SR EH(a) EHLEDOHI 50%LL LICRESRBHONIEADAMBEESSE

& 4-1-1-1 BERFTREFICRIBEXRFHTOBER

EYIES BoME ICER
ER(M) BAERA)
(QALY) (QALY) (F/QALY)
JhLSF=D 19.02 0.00 | 10,077,254 1,711,567 # At
NYSF=TJ 19.02 8,365,687

& 4-1-1-2 BOWIZBTHEXRSTOHER

ZEH(A) BAEMAM)
UL F=T 10,073,405 1,710,932
NYLF=J 8,362,472
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4.1.2 BHWITETHEXZ OISR, B BA. 85 BAMRE

S REE(b) HELEDBR 50% L LICHRENBHONS/NEOARMEEESE

£ 4-1-2-1 BERFTREICEIELSTOHKR

EyES AR ICER
ZA([) wAaER(M)
(QALY) (QALY) (F/QALY)
YL FZT 22.24 1.43| 12,320,510 | 9,600,492 | 6,716,640
BSC 20.81 2,720,018
% 4-1-2-2 BESWICBH3ERSITORR
EyES AR ICER
ZA([) woaER(M)
(QALY) (QALY) (F/QALY)
LY FZT 22.53 0.06 | 9,912,663 | 1,210,540 | 19,436,419
BSC 22.47 8,702,123

4.1.3 BEOMIZBIT2OERO#R

SR EH(a) EHLEDHI 50%LL EICRESBHONIBADAMBEESS

% 4-1-3-1 EAWICHITHIELBRAOHRE

BOMOAR g &ERA(M)
HRERFTXBOEAITOHER 1,711,567
a BERIRE 48 BLIADI T 1,710,932
(BAWMICBT2ERDTORER)
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4.1.4 BOWICETES MR BSER. B BAMRLOHR

S REE(b) HELEDBR 50% L LICHRENBHONS/NEOARMEEESE

® 4-1-4-1 BHWICET5ESHR. ESERA. B EAMNRLOHR

+ 15 BUBR D &RIAR

(15 MUY F=TENY
FIDEMER—T HEE)

+ JAERIARE 48 BLADET
(BAMICBTRERDITOIRER)

BAMR | BoEA ICER
BAONOAR
(QALY) (M) (F/QALY)
HERFTEEOEARSTOBRE | 1.43 9,600,492 | 6,716,640
a FHE 1.43 9,604,131 | 6,716,214
a+b FHE 1.10 7,842,554 | 7,127,114
+ SALT Ra7EREIA
a+b+c-D FIEH 0.06 2,139,592 | 34,341,849
+ SALT Ra7E/EIA
+ 15 BUBRDO®AE
(15 BMUBDYRL S F=T ENY
SF I DEMEHE—LELES)
a+b+c-D I EH 0.06 1,210,560 | 19,430,271
+c-@ + SALT Ra7ZE/REIE
+ 15 BB D% AR
(15 BMUBDYRL S F=T ENY
SFTOEMEH—T HIEE)
a+b+c-D T EH 0.06 1,210,540 | 19,436,419
+c-@+d + SALT Ra7ZEREIE
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4.1.5 BSMICERBRLTOGNS, BEEMICESERMREICEEEEXS5DE

ZEaL
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4.2 BAMICBTABRESTORR

sHxgEH(a) ERLEOER 50% L EICBRENRBHONIEADOABEEERE

BOAMDOETIVERAVNT, HERTEENRELEEDHBEDLET, —TRESNEERBL-, HERTEEORESTCEVTHEDOKRE
Mot EfL SIEB DN A—E, RUEISIRICEHT HERER 4-2-1 2T,

& 4-2-1 —THRHBESTOER

ING A=A INDA—RDERFH BHEMAA)DEE
. R DIRHL
(R—RH—R{E) THR LB THR LR
BEiBAEDODILEE/48 AR Beta 2 SHEELT= 95%CI
7.3% 18.9% 1,331,492 2,549,582
(13.1%) (BIERFTEERERTE)

48 B m: YL F=T:
Dirichlet &M SH#ELT= 95%CI
SALT Xa7 10 L TOERRE|ES 25.2% 44.8% 1,514,526 1,933,000
(%ﬁE&Jhﬁ% E)

()

48 BEEm: YRLOF=T:
Dirichlet &M SH#EELT= 95%CI

SALT 227 50 L EDERES 28.9% | 49.0% 1,500,645 1,903,518
(B ERFEEERT)
C )
5%/ F hatSEREEGESICBITA2ERNSRTMmD
0.00% 4.00% . . . B 1,571,925 1,888,579
(2.00%) PHHARSAUE 4 (B ERTEERTE)
48 BEEmE: YL F=T: Dirichlet &M SH#EELT= 95%CI
- e 6.9% 21.0% 1,621,991 1,845,760
SALT Xa7 11-20 OEREE (BLEEBREEERT)
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()

S REE(b) HELEDBR 50% L LICHRENBHONS/NMNEOMAREEESE

BOAMOETIVERAVT, HERTEENRELEEHHBEDHLET, —TRESMEERL-, HERTEEOREANCESVNTEEDOKRE
Mof= kI 10 HE D/NSA—4, RUEBISIRICETHHERER 4-2-2 2T,

& 4-2-2 —THRHBESTOER

INTG A=A INTGA—EDERE ) ICER(F/QALY) D &R
. R E DIRHL
(R—RIT—R ) TR il 3 TR LR
5%/ F RS REBREERERICEST2ERMNYRITMD
0.00% 4.00% o . ) 13,497,883 & A&
(2.00%) DT ARSAVE 4 i(BERFTEEFRTE)
BEiEAEODILES/48 AR Beta M SHEELT= 95%CI
7.3% 18.9% — ) 13,988,942 24,427,212
(13.1%) (B EERFEEERTE)
QOL {#: SALT xa7 50 LIk Beta Kb SH#EE L= 95%CI
0.470 0.638 e ) 15,636,070 25,677,288
(0.554) (BLERFEEERTE)
48 B m: YLUF=T:
] Dirichlet 2 #fah o ELT- 95%CI
SALT a7 10 LT OERES 26.7% 45.2% i ) 18,035,413 21,158,582
(B EERSEEERTE)
C R
48 BEm: YRLOF=T: Dirichlet 2% h HH#EEL = 95%CI
i 27.6% 46.1% ) 18,397,379 20,957,875
SALT a7 50 UL EDEREE (ERFEEERT)
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)

QOL f&: SALT 27 10 LL'F

Beta b oHELT= 95%CI

0.897 0.941 . _ 18,606,219 20,344,166
(0.919) (BLEIRFEEERTE)
48 BRs&: YRLOF=T:
- Dirichlet 3 fimoiEELT= 95%CI
SALT 237 21-49 OEREIE 8.8% | 22.7% : ] 18,936,348 | 20,261,230
(W ERFEEEERTE)
()
QOL f&: SALT X7 11-20 Beta b oHEELT= 95%CI
0.812 0.894 . N B 18,798,675 20,118,953
(0.853) (B EERFEEELTE)
24 5ErE s BSC:
o Dirichlet M bH#EE L= 95%CI
SALT 27 10 UTDERREIES 0.3% 5.6% . - _ 18,884,900 19,616,108
(B ERFEEEEETE)
(1.5%)
48 BEEm: YL F=T:
) Dirichlet > A LH#ELT= 95%CI
SALT Xa7 11-20 OERREIES 8.1% 21.6% 19,185,383 19,629,968

(—)

(RERFTRERTE)

70




4.3 BAMICBTES )T ORKR

4.3.1 E B BEMBENALEEICHT-> TBSC2#HEd 5L LE-1GE (SR EM(b))

HERTEEZL. R REF(D)ICEWTHITEEA LD LB BRI THS BSC »
EEICH->THIGEINSERELTHINEIT o=,
LUTFIZIE. P56 MD(a). (b). BLV(d)DIEBIZDWTEBIEFZ{Tof- LT, LB BHMTET
BSC NEEICh-> TSN IRELLI-BEDRITHREL FIAPELTRT (XK 4-
3-1-1),
YL F=T M BSC 1239 5 ICER (% 7,129,443 F/QALY &74:Y . 200 B H/QALY LA
Lt 750 AA/QALY RimDEZETRLT=,

£ 4-3-1-1 SHHEKEA(D)DLFIF M OBR (KB BHEMBENEEIZH-DT
BSC it 9 H155)

BEXOH SFIAD
HH ICER BoE ICER
BoERH)
(FH/QALY) (QALY) (FH/QALY)
LB BB AT BE D
. 19,436,419 1.10 7,842,034 7,129,443
axX &
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4.3.2 £ 3 £& LS (9 RER(b))

SLERFTEE (T HTRREH(D)IZE W THEMBEMTTHS BSC AEECHI->THE
FENDERELTHMEIT ol COREICIF 3.4.2 THATEY ., 15 HTNISFIMME
FARTREICEDERRERERNRBMENTLVEWVGEDRENH S RITOVWTRERZTo-EI5, &
ERFEREFIDITHAME 3 FELEAMERELEZDOD ., 2MSTOB ST TII A HTHARKE
HAEEL. IS5 RUBOBEITHL TN FIDEREERTHENRETHLIEER -,
UTIZE, BEBELT, RIZHITHAMZE 3 FEL-HE DR ITHRREZ R,

BOWMOUFIADFIZENT, 2FHRER(D)ISHLT 12 @ o/N\USFZIDEAMN
AIRELT D 15 BETO 3 FMZEATHIRERELEE. UL F=T D ICER (%
9,519,995 M/QALY &7%Y, 750 AF/QALY KLk 1,125 AM/QALY RiEDEZERLT=,

BAWICE TS FIADMOFERER 4-3-2-1 [TRT . BHE. COVFIAIHERIL.
P56 ®(a). (b). BIU(A)DERIZDWTEBEZIToI-LTEHEN-LDTHS.

£ 4-3-2-1 SHEARAFREH ()DL FIA S OHER

AR DFIA S
15H ICER BOMR | BO2ER ICER
(F/QALY) (QALY) () (F/QALY)

SR | 19,436,419 0.40 3,772,345 | 9,519,995
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4.4 SRR OBER

£ 4-4-1 SHARKEH () DS HFTHROBER

DA RER BEREAEOHER 50% U ELICRENBOONSRADAMEEESESE

b B3t BR F AT INYSF=TJ

ICER ME#(E BEOMB O EENSMLEGRE

NS
PMRNEFE. HOEAHLEIR
PDRIRFE. N OEALNEE
200 5 M/QALY R
200 BH/QALY Ll E 500 B H/QALY K
(200 ZFA/QALY LIt 750 5 H/QALY ki)
500 ZF/QALY LIk 750 BH/QALY K&
(750 HA/QALY Ltk 1,125 FH/QALY XKii)
O 750 BHA/QALY kLt 1,000 5H/QALY XKiif
(1,125 BH/QALY LLEt 1,500 BFH/QALY Kiif)
O 1,000 5M/QALY KL E
(1,500 BMH/QALY KL E)
B SRSEF(HHNEEY). M OERAMNEM
O Zoft( )

-

OoO0o0oo0ag m

ICER OFffE T 5=
ARIEWNWEEZDLRX
i

a

ZDEIIZHIBTLI-E BERAR/MEAICESBAMDER. VN FZITRFNYSFIT LR
== LT1,710,932 HDERBMTHAHZEMNTSNT =8,

& 4-4-2 SHAFKE (D) DHITIER DR

HDEARF. N OERANRF
200 B M/QALY K

i

AR RER BEEREADIE R S0%L EICBENRHOND/NEOAMKREESRS
Ee 8t BR i BSC
ICER ME#(E O &F0%E W BEN AVELZLE
O Kok
ICER DB T 5HExE e .
7 ) O MEARZE. h OB
ARILENEEZSLRX -
O
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00 200 AF/QALY LA E 500 FM/QALY kit
(200 FF/QALY LAE 750 FF/QALY %)
O 500 FF/QALY LI E 750 FF/QALY %kt
(750 FF/QALY LLE 1,125 F5M/QALY %i&)
O 750 FF/QALY LLE 1,000 F5MH/QALY %%
(1,125 5 M/QALY LLE 1,500 FF/QALY %)
B 1,000 5M/QALY L1t
(1,500 AM/QALY MUE)
O $HEIRF(HAHLELY). HhDERAHIEM
O Zohth( )

ZDESIHIETLI-E
22!

BRMRSMICLLBAMOMER. UL F=T L BSC EHERLT
ICER %% 19,436,419 F/QALY THDIEDRENI=T=8,

4.5 MRPARROEH

SLERSERA(T. 2023 £ 9 AN 2024 F 1 BIZEITFAINLOFZITEXVN)FZT
DEAENRIZEFAERARKRIZOVNT, LET T —ER—XDBHICKYAEL. #THER
£H(a)DEIEZE 91.9%. A HREH(b)DEIGZE 8.1% &R L =,

BRI, EEOEFOFERKRICEIEERTEE DK IBLRETHHEEZ. £
RDHERTEEDREERITANT,
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