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Abstract

Objective: To investigate the efficacy and safety of Dupilumab in the treatment of children with mod-
erate to severe atopic dermatitis (AD). Method: This study adopted a single-center prospective de-
sign, enrolling 77 children with moderate-to-severe atopic dermatitis (AD) who received 12 weeks
of Dupilumab treatment. Disease severity was evaluated using Scoring Atopic Dermatitis (SCORAD),
Pruritus Numerical Rating Scale (P-NRS), Dermatology Life Quality Index (DLQI), and Patient-ori-
ented Eczema Measure (POEM). Nonparametric rank tests were used to analyze pre- and post-treat-
ment differences in SCORAD, P-NRS, DLQI, POEM scores, as well as laboratory indices including To-
tal Imnmunoglobulin E (tIgE) in allergen-specific serum and blood routine parameters. Results: This
study included 77 children with moderate-to-severe atopic dermatitis (AD) who completed 12 weeks
of dupilumab treatment and follow-up. Compared with baseline, scores on the SCORAD, P-NRS,
DLQI, and POEM scales significantly decreased at week 12 (all P < 0.001). Serum total IgE (tIgE) lev-
els showed a statistically significant reduction from baseline (903 kU/L vs. 395 kU/L, P < 0.001). In
terms of safety, 10 patients (13.0%) reported treatment-related adverse events, primarily ocular
pruritus (4 cases, 5.2%) and conjunctivitis (2 cases, 2.6%), none of which led to treatment discon-
tinuation. Conclusions: Dupilumab shows significant efficacy and good safety in the treatment of
children with moderate to severe AD. It can effectively improve clinical symptoms and reduce se-
rum tIgE levels, providing an important reference for clinical treatment and helping clinicians ra-
tionally select treatment options.
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1. 518

5 RLPE K 9% (Atopic Dermatitis, AD)J&— M WIS R I SOE IR KR, T 4ok 42 3R BB
B EFEH. RATRFAER R, FE 1~7 5 )L3E AD BIHEIE 12.94% [2], 1~12 H#% )L AD £
HEik 30.48% [3]. ISR LR RIRFE L W N, W 5] R AR AG R OB 45 Al f, 7 E ] kol
T 5 98 BN, R E RN R N R R AE TR R R, INE R EEA G 3 [4] [5]. BT L A 2 A 2,
BBy KL Geia T 25 (b B2 s 85 VR B RR BRI 7)) AN R ROSAFAEEME, R EE AD LK
FH IR T AR A 0 DLIA 21 B AR PR I R AR

AD KIFHLEIENE A, SRR B K, Thi/Th2 P2, WA T i shRErEg K155
HEAER, VERRMREMAN 1gE S5 30 AR S, A 5 At f = A 4 it R 0 9 RE A S5 — 2D HE
B RNE K JE[6]. A=W 57 FE 1 ) It BE- B (Dupilumab) m] 45 S5 14 FH T (1 40 A 25-4 (Interleukin-4, IL-4)F1 5 41
HAr F-13 (IL-13) #E3d B, A 8] 2 B 98 he )N, Har kA T 6 AN H LA LR E B AD JLEFIRYT
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[7]1[8]. EAAZ LiwEFE[9] [10]UF 5% Dupilumab fEH B £ AD JLE B #FIRIT R BA — @Mz 4, A
ST ILERERGRKE R, BAAAGRITIKMEZE, $8% Dupilumab 76 LEH YT O NEE . &
WLl 0.5~14 ZhH i AD JLE B A TN R, FFRF PG, ATIEMER 7L, BERA AL Dupilumab
WBIT R EEE AD LB IIT RO A, RIEIRIETT SR B A . SRS HER S KR .

2. ARG F®E
2.1. HARM®

AR FH A ORTREYE BT, T 2023 4F 01 A 2 2024 4 07 A T 5 K= s B2 B AR 45 ) v Ft
I"1i2#2%Z Dupilumab V597 (¥ 0.5~14 % i 5 AD JLFE 5 . AR AT 3R 75 8 K22 B R AR B 51 2%
MHEGEES: QYFYWZLL29360).

PINFRE: 1) FERAE 05~14 B ZIA]; 2) & (H EREN I B %1297 $5 9 (2020 hi)) [11]H e E L
# AD GRS WibRiE; 3) MRAEAS M I 2 % 193 [12] (Scoring Atopic Dermatitis, SCORAD) i, 14 F5 %k
> 25 4y, BIEHAHEE; 4) NARETERNEA R RFELGYIEITRMAE, SRS
Dupilumab ¥547I& M 1IE; 5) M4 282 Ak A =45, TR OREE WM 6) ¥R AT AR AT H HAb A= 1 7] o

HEBRARE: 1) NZLAT 4 JA AT R G855 . S e 750 70 Bis (R EE) L 1 s 2) A7 AE e B
OB S EER TN E RGP BN, 3) AIESMEE RSV, NALAT 2 B A A A St
PUER, PUREY, BUEERZPIEFA R, PUEEHAYIGRIT: 4) X Dupilumab 35 P R SO Ad AT (74 R
HREHU N 5) ARYEWTFTE FI, M40 A TS BUR A% .

22. ARG ZE

221 REHHFR

k% 2 Dupilumab Z5¥) Ui W45, MR A R 1A o S A e BORS HERF A€ 15 T4 2570 A Jim SRR S, 24577
o R /3 SMUAE TR S B AL, BEAT B RER, b SRR RN, A LRI . fE
Dupilumab 97 11A], T3 Al ORIE 6T (BE R PRIBIEIER >2 W), Brfy i3 AN 4L)s BIER & s o
B B2 5T R (TCS) (AR oK ke, &R H 1 UMM T 18, A5 G2 g g dse , A/ m A P60 1l 1 e 410
#F(TCI) (4 0.03%At ve 5 ] Fmt e =], &3 2 IR) Esh4EHFiadT .

2.2.2. WRFFBOTHY

IRYE RS B F 0 AW AN 0.5~6 UM 7~14 S H, Lo Hi A RIEE BRI B2 R 03k
F£53#r Dupilumab Y597 T X697 )5 4 Ji. 8 Ji. 12 Ji SCORAD P45 IR FEAE BUA v & # 38 [13] (Pruritus-
Numerical Rating Scale, P-NRS). 5% Jik i 4= 75 i f: 45 41 [14] (Dermatology Life Quality Index, DLQI). 35
% H IR UEM[15] (Patient-Oriented Eczema Measure, POEM)F43 K 14> T BEFERE, DAL ATHPRAG V6 I7 208 -
FRER A, RUPB B AR IE R R R R RN R R R AIERR IR YT
LRI FEI) [16]F SCORAD istrhriti, K SCORAD i3 KA N EIE R, SCORAD 3K (%) =
[(7597 AT SCORAD 1 — 757 /5 SCORAD fH)/¥577 #if SCORAD fH] x 100%.SCORADS50/75 %7~ SCORAD
LV B 50%. 75%. [FIRT, TEVRIT AT YEITIEER 12 JE RREUE S R 40 A (L SR DY s
N GR35 S SR A2 B IX ) B DU I R RO A

2.2.3. SEREFM
KA Phadia A7 Immuno CAP 2 4t (% i EX f 2 v2%) Ko Il 28 2 i 50 afn 37 e S 2 3R A E (Total
immunoglobulin E, tIgE). /2 221 (Der p) #1220 (Der f) K &) & 458 57 M L BREE 1 E (Specific
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immunoglobulin E, SIgE)JiiA/K T, sIgE >0.35 kU/L 5& XCNFHYE. FHKH B shik M5 AT A0 0 g 2 14 i
ZH fits (Eosinophilic Granulocytes, EOS) 47K T,

224, REMFM
A A2 B R AT U 0 1) A W FC ) A AR A R, RSO AER BB IR T i AR T I 25 AT
RARKEL, FE1EH 5 Dupilumab 259 AH R

2.3. GESW

12 Excel AT EIE TN, 5B SPSS27.0 Guil-# M- Hds it AT BEF AT TR LA £k
B n Q)13 IFEFREERE RS0, UIH + FrlER(X £5)8 R A& IESS MmN 2%
BECL A B0(25% DU 737 8, 75%0U 70 i 50 B M (P25, P75)%7~. &R Shapiro-Wilk K46 3E 1IE 457>
Ai, R Wilcoxon FREE IS SHVATT T G &IPS . L7 tigE 2 EOS 13047 e, DA P < 0.05 1 %
S BB GRS AR -

3. /R
3.1. —fR&ER

RWFFALN 77 Gl EE AD JLE B, Hop B 43 171(55.8%), “FI4#(8.24 +357)% . Hrh,
0.5~6 % 41 27 f1(35.1%), 7~14 24 50 151(64.9%). i FH IELLIA— M TORIE L% 1,

Table 1. General information of children at baseline (n = 77)

F 1 BILE&H—RERN=77)

E=17)
PE5I(5) [61(%)] 43 (55.8)
FER(F, X +9) 8.24 +3.57
0.5~6 % [171(%)] 27 (35.1)
7~14 B [H(%)] 50 (64.9)
JRFE(FF) 458 £3.23
HAETE LR ) [11(%)] 5 (6.5)
& I B B A 5[4 (%)] 13 (16.9)
B I RL U 5 [ (%)] 32 (41.6)
SBR[ (%)] 50 (64.9)
Der p sIgE BHE[51(%)] 60 (77.9)
Der f sIgE FHM:[#711(%)] 62 (80.5)
AR A SIgE BAME[(%)] 42 (54.5)
tIgE (KU/L) [M (P25, P75)] 903.0 (169.5, 2291.5)
EOS (109/L) [M (P25, P75)] 0.38 (0.25, 0.75)

3.2. Fr¥UEMf

3.2.1. Dupilumab AT RIBIERTT BRI
e N4 B34 Dupilumab Y697 12 A JERERIIIE % . 1697 4 AJ5, SCORAD 74+ P-NRS iF
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7y« DLQI ¥/« POEM ¥ BIABE 2 15 8 2% T B (P < 0.05);  HLEEZE IR 7 I Al IO SEA, IXM R BRAERTT
4 5. 8. 12 FWiE A EA G FE X (P < 0.05), BEARKHE W% 2. SCORAD #4>. P-NRS 34>,
DLQI ¥4+ POEM V¥4 BMEHLHELL T % 7 L WL 1.

SCORAD P-NRS DLQl POEM
1 1 1
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Figure 1. Percentage decrease in the mean scores of clinical efficacy compared to the baseline

B 1 ImARTTROT S ERE L T EE DL

s

Table 2. Changes in scores of various indicators in AD patients before and after dupilumab treatment
2. AD BEEEN X BHUAT AT STURRTS L

€2 FEZR I 4 & 8 J& 12 &
SCORAD 52.5 (39.9, 57.4) 35.6 (28.5, 42.6)" 26.0 (20.5, 35.9)" 18.6 (12.2, 27.7)"
P-NRS 8.0(7.0,85) 6.0 (5.0, 7.0)" 4.0 (3.0,5.0)" 2.0 (2.0, 4.0
DLQI 18.0 (15.0, 20.0) 13.0 (10.5, 16.0)" 9.0 (6.0, 12.0)" 5.0 (3.0, 10.0)"
POEM 16.0 (14.0, 20.0) 13.0 (10.0, 16.0)" 9.0 (5.0, 12.0)" 5.0 (2.5, 10.0)"

. HIRLAITEHE, T P<0.001.

3.2.2. Dupilumab AT B B HE AT

bl 4 453 2 JLTE Dupilumab Y897 1T Y8975 26 12 JA A ERAL I B B i R, T LUR IR TEIRIT G
LB, 2 HAURETEIR . A2, 69T 12 R R BN LT e ek, WA GRDCE, B2 BEsE
Jfl, WA 2.

BE1EOA B 12 BH2 H0H B2 2R

Figure 2. Cutaneous lesion changes before and after dupilumab treatment in two patients

B2 2 plREEERLBaT R RIRE K
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3.3.0.5~6 ZF1 7~14 % 4H Dupilumab IEFRITHEL %L

SHERSHEAT 0 20T, 45 B oR AD 35 4 Dupilumab ¥R 77 )5 , 7625 8 Ji i, i 44 £ ik #1) SCORADS0
LA 39.0%. HH, 0.5~6 % 4HAI 7~14 % ZHiA F] SCORADSO0 [ L 733l l 44.4%7F1 36.0%, 2 [A]
oA 2 S e gi i (P > 0.05); PiZLI T 31k 5] SCORADT5, & 12 JH i, &4 H34 14 %] SCORADS0
A5l 61.0%, k%] SCORADT5 LGN 29.6%. HH, 0.5~6 %4 7~14 % 4H ik %] SCORADS0 ()Lt
%153 715 66.7%7H1 58.0%, k%] SCORADTS5 I LLHI 535y 29.6%H1 28.0%, (HPHALIA]Z R LS8+
X (P>0.05). HHEmtras Rion, BERITHS RN, AFERH HEE AD 15%] SCORADTS [ LLBIH F
Bk, HFEAEEG A, ZF LG (P > 0.05), HAREE L% 3.

Table 3. Proportions of achieving SCORAD50/75 in each age group among 77 AD patients after dupilumab treatment [n (%)]
52 3. 77 5] AD B3 Dupilumab ;87 [ & E#84Hi% F] SCORAD50/75 LEAI[Nn (%)]

SCORADS50 SCORAD75
434l
8 J# 12 & 8 J 12 &
0.5~6 % 12 (44.4) 18 (66.7) 0(0) 8 (29.6)
7~14 % 18 (36.0) 29 (58.0) 0(0) 14 (28.0)
P{E >0.05 >0.05 >0.05 >0.05

3.4. Dupilumab &7 R/ 2 & M5 tigE & EOS ML

Dupilumab 69728 12 Ji 5, & i tigE 7K *F[M: 903 KU/L vs. 395 KU/L, (P25, P75): (169.5, 2291.5)
KU/L vs. (138, 690.0) KU/L] S ZL £ AHEL 1%, Z 57 B A S L (P <0.001); #ME I EOS iH44[M: 0.38 x
10%/L vs. 0.42 x 10%/L, (P25, P75): (0.25, 0.75) x 10%L vs. (0.24, 0.56) x 10%/L)#HLR R %, HER LG T2
= X (P >0.05),

3.5. ZEMITEMN

7 12 JEIG 7 ], 3L 10 41(13.0%) B LR 7B AHRA R4 Horp, IREBEFE(@4 4, 5.2%), 45
5 (2 1], 2.6%) 5N W, HLAMEEFEES A R 1 41(1.3%) THHEBLLEE 1 51(1.3%) ARJE KL 1 4]
(1.3%). s 1 41(1.3%). 0.5~6 % 1A 7~14 % A IRARIGIT A AN RSO F4F Kk A 243 7 A 22.2% A1
8.0%, MRFBBFERAEZ AN 11.1%FM 2.0%, Z R Lgit =8 (P >0.05). ZHIAITHIA RFH/MF AR
Z, BRSFBURILPBIAYT, WK 4.

Table 4. Treatment-related adverse events during 12-week dupilumab therapy in 77 AD patients [n (%)]
= 4.77 5 AD B3 12 BEEFABIUATHAIEEXT REH[N (%)]

YRIT AR B N A S 4 10 (13.0) 5(22.2) 4 (8.0)
GEMER 2(2.6) 1(3.7) 1(2.0)
AR 2 o 4(5.2) 3(11.2) 1(2.0)
AR JA R 21 1(1.3) 0 1(2.0)
A R PR 1(1.3) 0 1(2.0)
THI #2135 1(1.3) 1(3.7) 0
(W atop2s 1(1.3) 1(3.7) 0
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4. #ig

M 7T B IR RS , 44 1 Dupilumab 3% —#24 A i 7005t T- B HR B AD BB LEIVATT /L
BRI, 45 TR iZZTE 12 G TT HH I R T JOR 22 A, NI IR PSR 2 5

AW FLER I 2 B[R] ASOW%E Dupilumab RIBNAS RUN KB, 1251 R8I 2 B0 R E R AD LIRS IR .
TEIRIT 4 JH 5, W E VPN ) SCORAD W7 3 T e, HBEETIRER, S RURFEg . AN, &
HVEE Y P-NRS 1775+ DLQI ¥4 POEM W4 SHF A FH P e —3, BRGHARE 4 HRET
B, HFFEGERE 12 &, XKW Dupilumab & 5CRE H 7 XUBCNFEA . 5 HAMBT AR L, AHTF 5045 3
I R0 —8th . Zhou SE[17]14E B St St 116 4 AD 554252 Dupilumab Y697 5 97 80 %
AR T, 16 Ji SCORAD B3 2314 52.97%, 1M AHF 7t X —Fa b5l 61.0%. 1X 3 — P IGHIE 1 Dupilumab
TEYRYT AD J7 A 350

HATA T RN, 1 %)% n] SRR RIS ) L 28 b S8 G R R 1 e IS, 40 20, IR1S U (1
TRITRUR7] [18]. A FAEER 7 JZ b et B, 0.5~6 %/ 4H AD i£%] SCORAD50. SCORADT5 [fitl
Bl kT 7~14 B4, (BERTLGHE L (P >0.05). REGHHGK AR EREFZER, HRUTHRA
PR, 2JL(1~12 H#%) AD 975 %(30.48%) B fit i 1~7 & ) LH# B %(12.94%) [2] [3], X —ILRATRE
ST B )L RGA T HOE R BB, AT R, AHELT RS LE, KR LE I R A
i1l 751 7D S S AT B A BBURK 3] [6] -

ARWFFARIRTT 12 JiJ5 B L tIgE K PREL IR 2 R P < 0.05). #4515 Dupilumab I{EH]
BUHI—2: IL-4/1L-13 J8id STAT6 JEEk{2iF B 4Hfe/= 4 IgE, T Dupilumab FEET IL-4Re J5 #X —id 72
[19]. wCAAE[18] =]t AT 7L 40N\ 60 i+ E 5 AD £, KIW 16 JE Dupilumab 777 J5 LG tIgE ¥I{E R
LR DUEFE[2010F FUiE— P UE S, WLERAH (30 M) FIXT B 2H.(30 B FEVR YT J 3 B IR S, B
PRI . =TS 70 (1 45 3L [F56E Dupilumab TEE % 1L-4/1L-13 BB A04] 1gE & 4>
T

AWEFH, AD JLEHz5Z Dupilumab JA97 12 J& J5 (B3 418 1 EOS THUE R A BT F %, HZER T4
TR (P > 0.05). Z45 RSB TR RN EOS JEE A Sl R R E X R . RS
[211%F Dupilumab #H5¢4ME I EOS 14 2 i) [H AMIm PR 7T 70 £ W, &3 EOS /KFAEVRYT 4~12 JA A &
PUEE T, 16 FGZE PR TRE, B 16 AR asHt BB SR LELEEEZR. HE
[fi, Dupilumab EZL@i ] EOS m) f IR LT RS RKAEMER, KB AR OB FE s A IR [22]:
Jki#a Ak R oK SFAR L AT g S8 EOS FH BT B AH[23] [24]. (EANF A M E FIX —sh SRR, Hif
SR HCE R LR HIL EOS Bl %R, $on L B3 v] BeA7(E AW AE S R R 3

AWFFRAERTT AR LA 10 12 L IR AR R4, R EEDURARFE 4 B 4R (2 Bl) i
W, ¥R HRSEIFS . 1 Dupilumab i 5 45158 5 A BARNLEI MATE 2, HArA iR M,
Dupilumab AHICHR BN 5 5L AD 7™ EFZFESE N [25] . SR8 2 b 2540 (g I A e R 15 a4k B
T, IgE, EOS i+#0)4bt T m/K-F-4HK[26].

K RIFAE—ERRYE: B, ARFFCNEG. BIEMERR, AANBE EERAFTBILX, Hif
PEMESARIAEE . B SE M mT RERSIAIE 7E 25 SR 1 3E ks IR, AT A xR L, HAEAREAIR, B
VIR 12 J o KSR aTiE— D R AR R, [FIRS I BE AL R L8 Dupilumab 5 6% 403697 1197 34
Z5, TEBEKIANT R TR

5. &g
g% FFTik, Dupilumab Y877 FHEJEE AD JLEETE 12 F N EBLH BT AOA AL R 2 4o b, BE 2 2%
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PRAEIR I PRI tIgE 7K°F, 7y Dupilumab 7E # 2 AD JL2 AR ISR 4E 1 PR IEE, SCRFEHAR Y
I BRRETT e ARFIELZ ot KIPABEVIHHTT, S PIRUEHAWYT R JoksHEiR T Sms 0
QAR T P
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