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Abstract: Objective
tacrolimus ointment combined with dupilumab injection in treatment of
adult atopic dermatitis (AD). Methods
Affiliated Hospital of Xuzhou Medical University were enrolled as study

To observe the clinical efficacy and safety of
Adult patients with AD in the

subjects. The control group was treated with tacrolimus ointment

(external use, twice a day) + ebastine tablets (oral administration,

10 mg - times ™'+ d™'), and the observation group received tacrolimus
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ointment + ebastine tablets + dupilumab injection (subcutaneous injection,

initial dose of 600 mg, followed by 300

mg - times ', once every two weeks) . The clinical efficacy, skin barrier indicators, serum thymic stromal

lymphopoietin (TSLP) and interleukin — 31 (IL —31) were compared between the two groups, and the safety was
assessed. Results A total of 140 cases (80 cases in control group and 60 cases in observation group) were screened
in this study. 48 pairs were successfully matched by the propensity matching score method according to the ratio of 1: 1.
Finally, 48 cases in control group and 48 cases in observation group were included. After 4 weeks of treatment, the
effective rate in observation group was 93.75% (45 cases/48 cases), which was significantly higher than 79. 17%
(38 cases /48 cases) in control group (P <0.05). the scoring atopic dermatitis (SCORAD) scores in observation and
control groups were (15.56 +3.33) and (21.50 £3.51) points, and the investigator global assessment (IGA) scores
were (1.98 £ 0.57) and (2.25 +0.44) points, and pruritus index ( NRS) scores were (2.85 +0.58) and
(3.19 £0.49) points, and dermatological life quality index (DLQI) scores were (10.04 £1.03) and (10. 88 £1. 16) points,
and AD disease control ( ADCT) scores were (7.00 £0.29) and (7. 17 £0.43) points, respectively. The transdermal
< h" and
- h™", and skin moisture contents were (26.46 +4.68)% and (22.23 +5.10)% , and
“?and (80.31 +3.73) pg + cm
observation group and control group were (138.81 +14.79) pg » mL™" and (148.30 £16.23) pg - mL™", and serum
IL - 31 levels were (74.63 +9.42) pg - mL™" and (85.34 +10.18) pg - mL™'

indicators in observation group were statistically significantly different compared with those in control group ( all

water loss ( TEWL) values in observation group and control group were (13.17 +2.37) g + m
(15.35£3.21) g+ m™°
sebum contents were (89.79 +3.44) pg - cm 2, respectively. Serum TSLP levels in
, respectively, and the above
P <0.05). During treatment, the adverse drug reactions in observation group were conjunctivitis, edema, diarrhea,
swelling and pain at the injection site, and the adverse drug reactions in control group were nausea and edema, and
there was no statistical significantly differences in the total incidence rate of adverse drug reactions between groups
(P >0.05). Conclusion Combination of dupilumab injection on the basis of tacrolimus ointment and ebastine tablets

has a significant clinical effect in the treatment of AD, and it can statically significantly improve the symptoms and skin

barrier, and reduce the levels of serum TSLP and IL -31.
Key words; dupilumab injection; tacrolimus ointment; adult atopic dermatitis; skin barrier; thymic stromal
lymphopoietin; interleukin —31
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Table 1  Comparison of general data between the two groups of
patients
Control Observation
[tem
(n=48) (n=48)
Gender(n, % )

Male 20(41.67) 22(45.83)
Female 28(58.33) 26(54.17)
Age(year, x £5) 38.52 +£5.44  38.46 +5.63
Disease course( year, x £s) 4.17 £1.21 4.29 +£1.29
BMI(kg - m~2, & +5) 22,76 £2.34  22.832.12

Disease severity(n, % )

Moderate 18(37.50) 15(31.25)

Severe 30(62.50) 33(68.75)
Family history(n, % ) 21(43.75) 19(39.58)
Laboratory examination(n, % )

IgE elevation 41(85.42) 40(83.33)

EOS elevation 22(45.83) 22(45.83)
History of glucocorticoid use within
6 months(n, % )

Mometasone furoate cream (0. 1% ) 30(62.50) 33(68.75)

Halometasone cream (0.05% ) 28(58.33) 25(52.08)

Hydrocortisone cream 37(77.08) 40(83.33)
Concurrent allergic rhinitis(n, % )

Mild 20(41.67) 19(39.58)

Moderate — to — severe 8(16.67) 6(12.50)
Concurrent with asthma(n, % )

Mild 12(25.00) 13(27.08)

Moderate — to — severe 6(12.50) 5(10.42)
Asthma control level (n, % )

Good control 16(33.33) 14(29.17)

Partial control 2(4.17) 4(8.33)
History of alcohol drinking(n, % ) 13(27.08) 15(31.25)
History of smoking(n, % ) 8(16.67) 10(20.83)
HR(time * min~', x +5) 82.38 £3.21 83.10 +4. 12
Systolic blood pressure( mmHg, x £s)  130.25 +2.24 130.46 £2.63
Diastolic blood pressure(mmHg, x +s) 83.63 +2.30  83.42 +2.50

BMI; Body mass index; IgE: Immunoglobulin E; EOS: Eosinophil; Control
group ; Tacrolimus ointment combined with Ebastine tablets; Observation group:

Tacrolimus ointment, ebastine tablets combined with dupilumab injection.
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Table 2 Comparison of clinical scores between the two groups ( points, x +s)

Control(n =48)

Observation(n =48)

e Before treatment After treatment Before treatment After treatment

SCORAD 56.38 £14.77 21.50 £3.51" 54.85 £12.42 15.56 £3.33*#
IGA 3.77 £0. 56 2.25+0.44" 3.65+0.53 1.98 +0.57 *#
NRS 6.35+0.76 3.19+0.49~° 6.17 £0.75 2.85+0.58**
DLQI 17.60 +3.31 10.88 £1.16 " 17.52 £3.33 10.04 £1.03 **
ADCT 14.85 +2. 11 7.17£0.43 " 15.25+1.70 7.00 +£0.29 *#

SCORAD; Scoring atopic dermatitis index; IGA score: Investigator global assessment; NRS: Pruritus index; DLQI: Dermatology life quality index; ADCT:

AD disease control; Compared with before treatment in the same group, * P <0.05; Compared with control group at the same time, *P <0. 05.
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Table 3 Comparison of skin barrier — related indicators with serum thymic stromal lymphopoietin ( TSLP) and interleukin — 31 (IL - 31)

levels between the two groups of patients(x +s)

Control (n =48)

Observation(n =48)

frem Before treatment After treatment Before treatment After treatment
TEWL(g-m=2-h"") 29.17 £3.65 15.35+3.21° 28.63 +3.67 13.17 £2.37 *#
Skin moisture content( % ) 6.92 +0. 87 22.23+5.10" 6.72 +0.83 26.47 +4. 68 **
Sebum content( pg + cm ~2) 67.37 4. 68 80.31 +3.73 " 66. 66 +4. 62 89.79 £3.44 **
Serum TSLP(pg + mL.~!) 201.36 +23.24 148.30 £16.23* 198. 44 £24.27 138.81 +14.79**

Serum IL -31(pg - mL™") 110. 55 +20. 33

85.34£10.18 "

111.32 £20. 55 74.63 £9.42**

TEWL: Transepidermal water loss; Compared with before treatment in the same group, * P <0.05; Compared with control group at the same time, *P <0. 05.

F4 2 YBHERAKI TR (n, %)
Table 4 Comparison of clinical efficacy between the two groups of

patients (n, % )

ltem Control(n =48) Observation(n =48)
Markedly effective 12(25.00) 16(33.33)
Effective 16(33.33) 18(37.50)
Improved 10(20. 83) 11(22.92)
Ineffective 10(20. 83) 3(6.25)
Total effective rate 38(79.17) 45(93.75)"

Compared with the control group, *P <0. 05.

i
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