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Abstract: Objective To explore the current status and development trends of registered clinical trials for atopic dermatitis (AD)
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Clinical Trial Registration and Information Disclosure Platform (http://www.chinadrugtrials.org.cn/index.html), search for clinical trial
information of drugs for AD registered from the platform’s launch date (November 2012) to December 31, 2025, using “atopic
dermatitis” as the keyword. Collect data including registration time, drug name, dosage form, drug classification, indication, trial phase,
study progress, study design type, leading institution, and sponsor. Retrieve the drug registration classification based on the public
information from the Center for Drug Evaluation (CDE) of the National Medical Products Administration
(https://www.cde.org.cn/main/xxgk/listpage/4b5255eb0a84820cef4ca3e8b6obbe20c). The mechanism of drug action was obtained by
searching the New Drug Intelligence Database (https://synapse.zhihuiya.com/) and Pharnexcloud Pharmaceutical Database
(https://data.pharnexcloud.com/1/table/44), combined with the drug research and development information published on the official
websites of the applicants. Relevant information is summarized and entered using Microsoft Office Excel for data sorting and
organization. Results A total of 388 registered clinical trials for AD treatment drugs were retrieved, including 191 clinical trials of
Class 1 new drugs (49.2%). In terms of trial phases: 85 were Phase I trials (21.9%), 15 were Phase I/ trials (3.9%), 67 were Phase 11
trials (17.3%), 3 were Phase II/I1I trials (0.8%), 62 were Phase III trials (16.0%), one was Phase III/IV trial (0.2%), 4 were Phase IV
trials (1.1%), and 151 were bioequivalence trials (38.9%). A total of 113 drugs were involved, including 71 chemical drugs, 41
biological products, and 1 traditional Chinese medicine/natural medicine. The trial drugs covered multiple mechanisms of action,
among which 38 were antibody drugs (33.6%), 34 were Janus kinase (JAK) inhibitors (30.1%), and 12 were PDE4(phosphodiesterase-
4) inhibitors (10.6%). Among all drugs, 81 were Class 1 innovative drugs. Statistics on leading institutions showed that the top three
regions were Beijing with 86 trials (22.1%), Shanghai with 45 trials (11.5), and Hunan Province with 45 trials (11.5%). Conclusions
Most clinical trials of new drugs for AD are in the early stages, and there is still a considerable time before they obtain approval for
marketing. The trial is expected to enroll predominantly adult subjects, reflecting a lack of adequate investment in pediatric drug
development. The development of drugs targeting new molecular targets is a hot direction in AD research, but the risk of failure
warrants attention. Analysis of the applicants for clinical trials of Class 1 new drugs shows that domestic enterprises account for a
relatively large proportion, demonstrating the innovative strength of Chinese enterprises in the field of AD drug research and
development. From the perspective of the geographical distribution of leading institutions, there is an imbalance across the country. In the
future, we hope that the launch of more new therapeutic drugs for AD treatment will provide all AD patients with more effective, safe and
personalized treatment regimens, ultimately achieving the leap from disease control to disease prevention, and even to disease cure.
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Fig. 1 Number and trial phases of registered clinical trial projects for atopic dermatitis therapeutic drugs from 2012 to 2025
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Table 3 Staging and design of clinical trials of of therapeutic drugs for atopic dermatitis
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VANV -3 =W U = I S s 1 = 1y =
(Dupilumab) 2 [E44] IL-4 AT IL-13, S4EIEST
My, *ILEMFDEZ MR, HiTCHA
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T HAEIGR YT o LR N R 28 AL UST, )
IL-13 [l % 75 B4 (Tralokinumab) £ #520HF 78
7N S R RGBT A ) e B B, (HE D
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R G M 9% PR R AR A ERAG T B R G BRI B ) TL-
31 MBS FEABREDT (Nemolizumab) FE 4RI 1FFE 7
HEARBRAND, BIREERICRGT. M2 5
PUEE AW TR AE JA o7 H B A R AR M R 6 T
CL R BT, (BT e R .
R AR S R BT T AT AR AR E PR, U39R
A — 8o B3 EERT BOR R F/EE A R AR
T YT, AR 2 B v AR, 4aTE K
FF R I PR S8 (1) A= i 77 3 B4R ) IL-4 TL-13 IL-
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CD200R &5 81471 L AW AT (IL-4/IL-13 IL-4/IL-31.
IL-13/TSLP. IL-25/IL-17. TSLP M EHiHitk. IL-
4Ro/TSLP)  =Hi#§¥) (IL-4/IL-13/TSLP) %5
BEAREE i B . OX40 J2& Th2 40 _E i L) 307
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CE I AR RIS H B MR BRFA TR, H 27
152 JETT AR I ], SR HT e A 15 30
I SRR (R 0416, TSLP 3% 52 A I TV 4 o 7
— RYFI TR, i 5 e 2 G WA T
s 23 Th2 OB DL R R iE sl A KRRk
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5 JE B TR S I 8 A P AL 5 = A 081, CD200R
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TP AR, EHA— RN, BNENEE
W ) IL-4Ra N JEAL R fE A& Stapokibart (7]
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fig (EASI 75/90) Jj ¥ S MR 2324, 11 il (3 &
J& (Baricitinib) 7EREMNVE F 78 38 vp R I H 7= Ak

AL PR 250250 ek, A F A B 8 B JE (Brepocitinib)

TE 3 BEARE LV B2 98 VR 9T P R Y R A TR A Ak
2z A 201 3X e 2 g TR AT FH AR il U R
PR TRTRIERE . JAK R i 2 R AF, ARtk
TR FRRPERNJOE, (AAEERRN 2 A5,
o T SRR O S MR RN
ZRIFET RGNS, HaR o - KRS LE AT AR 2 2454
B — AN, FDA T H 1) 771 184 o S e
FB-o2l, WK 2 nIEH, EIREFER JAK fi]
e A6 AR AR B TAKG . 18 1E TAK T 014
IR TAKS #0555 JAK1/TAK2 SUEE $i) 551
JAKU/TYK2 XCE 7). FE B F 0 &1 0k
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FAE BT, 1 B PRHE 7S AR SHRO302 f 78 H
] il 4 B ORI B % SR TR LT 2 1 R
G, HoAthAE JAK 1@ B 58 RN 1259, W PDE4
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A AR ECSN FH 259t C AR R E I IR R 7, 1K
YU % S 5 AE M R ThRE TR, T RE AR RN
PE R R SRR 1) 22 28 Wk . ik PDE4 #iil 57)
SN R BT, 7R LE AR R N R 4 R
T SR T R S5 H K 0 7 R T 1) o5 A
RAFI 2 4 tERs], RE AR AhR 2]
FIFELECET 2024 F3RHE LT, AALESEEAE
MR AHZY, Ak MMEH T 28U E)LES
SN B B2 983697 AN ARR 5. T HA
FL R FLAE BN R LRFRR B B %6 88 2 b R I
R AT 3R 22 A R0,

2017 4,  (ORFIRAL B VF 5 ki B O B 2
Al ST R A BT L) BOI H 5 R 1 2454
TR B RS e S d At T IR S BRI 4
K, CAEM A B BT B0 R N K2 R IR TT 259
Il AR RIS B IR AE T, R IR A AR R AL
F— AR A T AT, KM (D)
H T E TR B T R BRE R B2 6 V68 9T 25 Wl IR X 56
FEARF BB B, WL . 10 3. 1I/Iv 3G IR
RIGILT 66 T (AHEE 17.0%) , C5ER 22 Wi,
NLIE 1 I s XL =P AR e R 1T
AW 9T . eV B 98 YR T T 2 PR Rt BT R —
SERFIE . (2) AP G BAC RN 7 #1697 250 1 28
BAJIEPRRES 191 W1 (B e 259 81 1) , HA i
N P25 b (3 167 35 G K 254 70 4
SRl AR 1 [ P ) 24 Al 8 R P R 98 3R 9T 24
WIIT RATIB SN R B (3) Fi N K AE L
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RIRFEmTREN, HF G0 RN LE
A5 ) LE IR RIS 63 T (15.9%) , W KkZ
P 34 A CHEE 30.1%) , FIEH T LE KRN
PR RIBIT M T — I K. (4) HERRITR:
L B 98 B I AT S, PIRIATT vl s A i il
W PEE R ThRE, NI PRI KR a5
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25 ME—E R 2 (BB IL-18 & CD200R
(RN 7 R IRTT 2590 BEAHR SRR LM B 9% 7R
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1) 68.3%, 4 ERRE B A E T 14.9%. WM
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