1028 M FEE2ERE2A4 Acad J Chin PLA Med Sch Nov 2025, 46 (11) https://xuebao.301hospital.com.cn

e KA %0

JAK1 I 57) 225 5 EX & PDE4 HIH 75677 Hp B MM KB K
LEEEBRAR

HAOR!, Te4e?, Hekm?, £ &2, REXY, #ER', aF %
"R PEHRKFHRLAR, ® 100029; >F B AFER KA, 7 100029; > A EFH K FWE
R PEEREBEA, T 100010; *ELAEFPESXFHETFPEER, L& 200071

WE. &S AESREEE MR BT E Rtk JAKT 350, i i) JAK /b RAEN I 7=, ATA s
fif R N M B 4 (atopic dermatitis, AD)EAR . SUAWFERY], HELG ZRSNHLGPYTRL THETEYT. BB TP JAKT #]
2 51K A PDE4 SN HIFIAIT P EBE AD SR BT e, Ak ARBIENATIEYE . BEPLXT IG RIS, F 2023 4F
11 H & 20244F 3 A7 H R ERS KRB TI2HZE R HE AD B3, B E5A A menzia, Hams Hzhdin
BT A E R e JAK T 30il500) 100 mg &5 H 11k, FFAMNHAZEL 81 F08 (PDE4 I AE H 2%, S 2521 iRPT A &8 el
100 mg & H 1R EZIFNFE b AR 12 J6 B 1295 T AR 7™ 5 R % 46 B 22 /D 2t 3% 75% (Bczema Area and Severity Index,
EASI-75)F1 (30 W 5% & AR PE 3 (Investigator's Global Assessment, IGA) A 0 73(58 275 BR)EE 1 43 (JLT-15 B0 19 s He i) . vEE
PN FRARAL RS 2. 4. 8N 12 AT EAST & /D I35 50%/90% [ 5 35 L], LA K W (DR P BU(E 143 (Peak Pruritus Numerical
Rating Scale, PP-NRS)Hid Bk # 4 0 (B F LB, R AW ALRE 06, 217100, 40HIAAST, HPhBAH
G190, 2yl 21 ], PRALAYPER] . Al AR ZE R TSI FE L (P>0.05), MAFEH2, 4. SHI12 H BRI+,
EASI & IGA W43 #8583 26 47 W 25 T35 (P<<0.05); 7626 12 JAIRE, 1B6A FH 25 41 1Y EASI-75 1 2B R i T 25 41 (84.21% vs
52.38%, P=0.039); IGA0/1 3% #&55 T-EAZH 24 (68.42% vs 33.33%,P=0.030); PP-NRS-4 i 2 % 25 T-EAZY 4(73.68% vs 33.33%,
P=0.014), BFFEBIRIARWEREA R FM. it PR e 7 506 a2 SR 2E 0 ADRER 7 A i 87 a, 1%k
FIRIT R B P AD A BRI R

SRR AR s s B ARE s RENMER A WS AR R EARA, TR SISy MR E I 4

B 43S R751.05; R758.2; R971 XHERFRRRG : A XEHS:2095-5227(2025)11-1028-06

DOI: 10.12435/j.issn.2095-5227.25070501

SIS BRR, TS, tibE, 5. JAKLHDEIR AL 518G PDE4IGIRITATT i B BRI M J R 9T AR & 4
PEICEHITY (1] R 2B, 2025, 46 (11): 1028-1033.

Effectiveness and safety of JAK1 inhibitors combined with PDE4 inhibitors in treatment of
moderate-to-severe atopic dermatitis

HUANG Qiuchen', YU Hongda?, YANG Haoyu®, WANG Lei%, DAI Bowen*, HONG Xiangyuan', BAI Yanping®

'Graduate School, Beijing University of Chinese Medicine, Beijing 100029, China; *Department of Dermatology, China-Japan
Friendship Hospital, Beijing 100029, China; *Department of Dermatology, Capital Medical University-Affiliated Beijing Hospital of
Traditional Chinese Medicine, Beijing 100010, China; *Shanghai Municipal Hospital of Traditional Chinese Medicine, Shanghai
200071, China

Corresponding author: BAI Yanping. Email: zhi@tsinghua.edu.cn

Abstract: Background Abrocitinib is the first approved, highly selective JAK1 inhibitor. By inhibiting JAK1 and reducing
the production of inflammatory cytokines, it can effectively alleviate the symptoms of atopic dermatitis (AD). Existing studies have
shown that its effectiveness in combination with other topical medications is superior to monotherapy. Objective To compare the
effectiveness and safety of JAKI1 inhibitors alone and in combination with PDE4 inhibitors in the treatment of patients with
moderate to severe AD. Methods A prospective, randomized controlled clinical trial design was adopted. Patients with moderate to
severe AD were enrolled at the Dermatology Outpatient Clinic of the China-Japan Friendship Hospital from November 2023 to
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March 2024, and were randomly assigned to either the combinative therapy group or the monotherapy group. The combinative
therapy group received oral abrocitinib tablets (a JAK1 inhibitor) at a dose of 100 mg once daily, along with topical crisaborole
ointment (a PDE4 inhibitor) applied twice daily. The monotherapy group received only oral abrocitinib tablets at 100 mg once daily.
The primary endpoints were the proportion of patients who achieved at least a 75% improvement in the Eczema Area and Severity
Index (EASI-75) and/or Investigator's Global Assessment (IGA) score of 0 (clear) or 1 (almost clear) at week 12. Secondary
endpoints included the proportions of patients achieving at least a 50% or 90% improvement in EASI (EASI-50/EASI-90) at weeks
2,4, 8, and 12, as well as the proportion of patients with a Peak Pruritus Numerical Rating Scale (PP-NRS) score of 4 or higher.
Results A total of 50 patients were enrolled in this study, of whom 10 were lost to follow-up; therefore, 40 patients were included
in the analysis, with 19 in the combination therapy group and 21 in the monotherapy group. There were no significant differences in
gender, age, or disease duration between the combination group and monotherapy group (P>0.05). EASI and IGA scores
significantly improved compared to baseline in both groups at the 2nd, 4th, 8th, and 12th week follow-up (P<<0.05). At week 12, the
EASI-75 response rate was higher in the combination group than that in the monotherapy group (84.21% vs 52.38%, P=0.039). The
IGAO0/1 response rate was higher in the combination group than that in the monotherapy group (68.42% vs 33.33%, P=0.014). The
PP-NRS-4 response rate was higher in the combination group than that in the monotherapy group (73.68% vs 33.33%, P<<0.05). No
unexpected serious adverse events were observed. Conclusion  Abrocitinib tablets combined with crisaborole ointment show
significant effectiveness in improving the symptoms of AD, and this combined treatment regimen is expected to become a better
treatment option for patients with moderate to severe atopic dermatitis.

Keywords: abrocitinib tablets; crisaborole ointment; atopic dermatitis; Eczema Area and Severity Index (EASI); Investigator's
Global Assessment (IGA); Peak Pruritus Numerical Rating Scale (PP-NRS)
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Tab.1 Comparison of baseline characteristics between

the two groups
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Tab.2 Comparison of EASI scores and IGA scores

between the two groups at different time points (¥ = s)
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Fig. 1 Comparison of secondary effectiveness indicators between the two groups
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AR JE F 2 200 mg 415 B AL st Sk it sk
WF5Y, SIZMoT 12 JEREEEAR LG, A 5T EASI-90
I 2 AKX T 200 mg 41, 1] PP-NRS-4 Jij 2 5% W
=", JADE COMPARE(3 1) k&5 255, 3%
AP, 39k B4 e i 100 mg 4 . 200 mg
4. BENFL AP R BRI, RS
FHTCS 8¢ TCL, %Mo 12 JE B B A L, At
FE W BEASI-75 FIGAO/1 [ 25 5 i e T~ Bl A 7 5 Je
100 mg B¢ & TCS 8¢ TCI, PP-NRS-4 )i & F AT
100 mg 1200 mg 21 Z [A]", BAKE , AWFIEH)
A FH 25 20 07 2297 S0 T BEAIL G BGRB8 A 5 v 2
FH 1 AR Bl A5 5 R JE A 100 mg Bz Bl A H 87 JE R B
TCS &% TCI.

5 REAE: B A7 8 JE 1) L S AR SR 4 S L
ARG A F 25 45 SR Fa pr B AU A . 5
— IR AT 117 51 35 1R BT A B JE 100 mg 1K
TCS 3 TCI ik IR AH Lh, A5 K& 2420 12 4
iF EASI-50 Ji 25 %R T 15 (89.47% vs 87.1%), EASI-
75 IR 5 (84.21% vs 74.3%), IGAO/1 b 2 %
T 25(68.42 vs 56.5%)2°

FEREALXT GRIG I, A R e R i
ANRFFCERG, BN E RO M F )
R AR B AT R A WL AN R A
BAET, WEEI RN R R B wl T 45122,
ABFE A TR DT AP EAS R

AR GEAFAEREA /N | 35 HsF () A X 58 0 55
JRIBR M o I F 24 A A /D 6 9 e R )
s 9, T REXTYY R0 AR I, R AR)R
PR Z — o I X T A T PEAR 16 7 T RO &
SPEFECEZR ., WAL s e R R, D
VA K WA RO M2 2k, JFRARFE R A
Ko N4, GREAK kS kb AT 56 101 R B A
B e RGN v s P R R YT T B AD YR
WG 2 ARG R AR

gi b, BAR R e R B TE S R TR L
6 TPV R I M R R BB 1Y) B B R R R PR
RI7 B s M ABRAOR , AR B TR N,
R A A2 AT R A, R, X —

BEARYT T AT S AD SRE I AR 7 1.
HHETTAR FERE. Tdde: BB RIELFE.
BH LA MR L& BMAME, HFR
FEEG; R Gt oA, SAaRRE; AR
Forblcde; @& RABE. LFFASG5K,
HBFR FANEFRARA G R,
BAERFFR R A KM TR S5
2 i MAEH 4 K I, Email: bucmhuanggiuchen@

126.com,

Sk

1 Lé AM, Gooderham M, Torres T. Abrocitinib for the treatment
of atopic dermatitis [J] . Immunotherapy, 2023, 15 (16) :
1351-1362.

2 Uppal SK, Chat VS, Kearns DG, et al. Abrocitinib for atopic
dermatitis [J] . Lancet, 2021, 397 (10270): 195-196.

3 De SK. Abrocitinib:
kinase-1 inhibitorfor the treatment of atopic dermatitis [J] . Curr
Med Chem, 2023, 30 (38): 4278-4282.

4 Deeks ED, Duggan S. Abrocitinib: first approval [J] . Drugs,
2021, 81 (18): 2149-2157.

5 Crowley EL, Nezamololama N, Papp K, et al. Abrocitinib for

first globally approved selective Janus

the treatment of atopic dermatitis [J] . Expert Rev Clin Immunol,
2020, 16 (10): 955-962.

6  Ferreira S, Guttman-Yassky E, Torres T. Selective JAKI
inhibitors for the treatment of atopic dermatitis: focus on
upadacitinib and abrocitinib [J] . Am J Clin Dermatol, 2020,
21 (6): 783-798.

7  Weidinger S, Schreiber S. Abrocitinib for atopic dermatitis: a
step forward [J] . Lancet, 2020, 396 (10246): 215-217.

8 Simpson EL, Sinclair R, Forman S, et al. Efficacy and safety of
abrocitinib in adults and adolescents with moderate-to-severe
atopic dermatitis (JADE MONO-1) : a multicentre, double-
blind, randomised, placebo-controlled, phase 3 trial [J] .
Lancet, 2020, 396 (10246): 255-266.

9  Silverberg JI, Simpson EL, Thyssen JP, et al. Efficacy and
safety of abrocitinib in patients with moderate-to-severe atopic
dermatitis: a randomized clinical trial [J] . JAMA Dermatol,
2020, 156 (8): 863.

10 Blauvelt A, Silverberg JI, Lynde CW, et al. Abrocitinib
induction, randomized withdrawal, and retreatment in patients
with moderate-to-severe atopic dermatitis:  Results from the
JAK1 Atopic Dermatitis Efficacy and Safety (JADE)
REGIMEN phase 3 trial [J] . J Am Acad Dermatol, 2022, 86
(1): 104-112.

11 Bieber T, Simpson EL, Silverberg JI, et al. Abrocitinib versus
placebo or dupilumab for atopic dermatitis [J] . N Engl J Med,
2021, 384 (12): 1101-1112.

12 Reich K, Thyssen JP, Blauvelt A, et al. Efficacy and safety of
abrocitinib versus dupilumab in adults with moderate-to-severe
atopic dermatitis: a randomised, double-blind, multicentre
phase 3 trial [J] . Lancet, 2022, 400 (10348): 273-282.

13 Eichenfield LF, Flohr C, Sidbury R, et al. Efficacy and safety
of abrocitinib in combination with topical therapy in adolescents
with moderate-to-severe atopic dermatitis: the JADE TEEN
randomized clinical trial [J] . JAMA Dermatol, 2021, 157
(10): 1165.

(5551070 57)



