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[ Abstract] Objective To investigate the efficacy and safety of 4-week cluster immunotherapy with house dust mite

extracts in patients allergic to house dust mites. Methods From August 2022 to May 2024, 80 patients with house dust mite-
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induced allergic rhinitis, complicated with or without asthma, were recruited from multiple centers ( including Peking Union Medical
College, et al ) to undergo 4-week dose-escalation subcutaneous cluster immunotherapy with house dust mites. Patient symptoms,
medication use, quality of life, asthma control test ( ACT ) results, as well as local and systemic adverse reactions were recorded
at 0, 1, 6, and 12 months, respectively. Results Significant differences were observed in the daily total symptom scores ( P <
0.001 ), daily nasal scores ( P < 0.001 ), daily ocular scores ( P = 0.009 ), and total symptom and medication scores ( P = 0.003 )
across different time points during cluster immunotherapy, respectively. Significant differences were also found in the activity RQLQ
(P <0.001), sleep RQLQ ( P = 0.002 ), non-eye/nose symptom RQLQ ( P = 0.032 ), practical problems RQLQ ( P < 0.001 ),
nasal symptom RQLQ ( P < 0.001 ), emotional RQLQ ( P = 0.011 ), total RQLQ ( P < 0.001 ), and children’s ACT scores ( P <
0.001 ), respectively. The longer the time, the lower the score. During the dose-escalation period, 22 patients ( 27.5% ) experienced
local adverse reactions, and 5 patients ( 6.3% ) experienced systemic adverse reactions. A total of 35 (3.6% ) injections resulted
in adverse reactions, including 27 (2.8% ) injections with local reactions and 8 (0.8% ) injections with systemic reactions.

Conclusion Four-week cluster immunotherapy with house dust mites shows significant efficacy in patients allergic to house dust mites.
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Table 1 House dust mite cluster inmunotherapy dose-escalation phase regimens

Wi A T 5 s ] 25 W/ (SQ-U/mL) AT /mL F4E /SQ-U
550 & 550 4r4h 1 100 0.1 10
5530 Jrfh 2 1 000 0.1 100

5 60 435 3 10 000 0.1 1 000

1 250 434h 3 10 000 0.2 2 000
5530 434 3 10 000 0.4 4 000

55 60 434 3 10 000 0.4 4 000

52 E NIl 4 100 000 0.1 10 000
55 30 434 4 100 000 0.2 20 000

5560 434 4 100 000 0.4 40 000

553 AR 4 100 000 0.4 40 000
5530 434 4 100 000 0.6 60 000

554 550 434 4 100 000 1.0 100 000
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Table 2 WAO systemic adverse reaction classification
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Table 3 General conditions of the enrolled patients with house dust mite-induced allergic rhinitis

5 PN
%50 H (n=80) H1H (n=50) %6 H (n=25) H12 H (n=14)
Hm (%) 41 (51.2) 25 (50.0) 16 (64.0) 7 (50.0)
AR L LM (Pys, Pis) , %] 12 (8, 28) 12 (8, 30) 11(8, 22) 14 (8, 33)
BRAEERG /n (% ) 45 (56.2) 26 (52.0) 11 (44.0) 6 (42.9)
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Table 4 Symptom and medication composite score results

W A A Ll AP A P £ P £ P
%0 N 1A %6 A 12 H

HY RIS 0.8(02,1.2) 05(02,08) 05(0, 1.0) 04(02,0.6) 3531 <0.001 243 0.119 570 0.017 4037 <0.001
HIYREITES  0(0, 12)  0(0,05) 05(0,05) 0(0,01) 358 0058 041 0523 1026 0001 11.67  0.009
g H AR M4 06(02, 1.0) 03(0.2,0.5) 03(02,0.8) 02(0.1,05) 4054 <0.001 121 0271 842 0.004 5056 <0.001
£ H 259 834 0(0, 20) 1.0(0, 1.0) 0(0, 1.0) 0(0, 1.0) 010 0756 1.83 0.176 582 0016 672 0.081
SERAZE Y ZEE 1.2(03,2.7) 1.2(03,23) 07(02,23) 03(0.2,20) 285 0091 216 0.142 1043 0001 13.67 0.003
i)

de ML ASE 0 A, PN e A5 0 Ak, c omE 12 55 0 A, MR 0 A EIEE 12 AR L
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Table 5 Results of ACT and asthma medication score

5 A L Pl PR A P £ P AR P
) 04 H1H el H12 A
WA ACT ¥4 21 (20, 24) 23 (21, 23) 23, 24° 23, 24 0.09 0.764 1.05 0.306 1.02 0313 190 0.593

JLEACT 34y 23 (20, 26) 27(22,27) 27(24,27) 24,27 234 0126 542 0020 17.88 <0.001 19.65 <0.001
BEZGYIESY 00, 08)  0(0, 1.6) 04(0,09) 0(0, 1.6) 288 009 017 0684 007 0794 885 0.031

T NS LS 0 AR, " ONEE 6 HSH 0 H LB, ONER 12 A5 0 H IR, O AER 0 A EIHS 12 H iR
WGEIHE; © th TRACEDN, RREGETT UKL, T LR R fy IME AT R A

®6 HEERETSER

Table 6 Results of Rhinoconjunctivitis Quality of Life Questionnaire

moH AT JE PET P E" PE FCME PE CEY PE
%0 A 1A %6 A #5127
13 RQLQ 1.0(0, 1.9) 0(0, 1.3) 1.0(0, 2.0) 0(0, 1.0) 1523 <0.001 0.19 0.66 2249 <0.001 32.42 <0.001
BEAR RQLQ 03(0, 1.3) 0(0, 1.0) 0¢(0, 1.0) 0(0,05) 684 0009 012 0729 7.93 0.005 14.61 0.002
JEHR SRk RQLQ 0.3 (0, 1.1) 03 (0, 1.3)  0(0, 0.9) 0(0, 05) 323 0072 036 0551 691 0009 880 0.032
SEPRAE RQLQ 0.8 (0, 20)  0(0, 1.4) 0(0, 2.0) 0(0, 0.5) 1940 <0.001 1.80 0.180 13.66 <0.001 30.27 <0.001
BERER RQLQ 1.0 (0, 2.0) 05(0, 1.6) 1.0 (0, 2.1) 0(0, 1.1) 2517 <0.001 033 0568 1420 <0.001 40.70 <0.001
RFRER RQLQ 02 (0, 1.0)  0(0, 0.8) 0(0, 05) 0(0,03) 539 0020 062 0429 399 0046 7.52 0.057
158 RQLQ 0.1(0, 1.2) 0(0, 1.2) 0(0, 05) 0(0, 04) 551 0019 1.18 0277 934 0.002 1124 0.011
S RQLQ 0.7(0.1, 1.4) 03 (0, 1.1) 06 (0, 1.0) 0(0, 0.7) 2206 <0.001 092 0.338 15.03 <0.001 35.10 <0.001

TE: ONER 1 A S5 0 H B, "ONE 6 H S5 0 H g, < ON5 12 H 5% 0 H g, AR 0 A 315 12 H &z ik
g
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Table 7 Adverse reactions in the dose-escalation phase

SRR KR In (%)

B2 [A] kel HEHAF /mL F TR R BN In (%)

0 A 1 0.1 80 0 0 0

2 0.1 80 0 0 0

3 0.1 80 0 0 0
1A 3 0.2 80 2(2.5) 1(1.2) 2(2.5)

3 0.4 80 2(2.5) 0 2(2.5)

3 0.4 80 2(2.5) 0 0
ol 4 0.1 80 3(3.8) 2(25) 1(1.2)

4 0.2 80 3(3.8) 1(1.2) 1(1.2)

4 0.4 80 4 (5.0) 2(2.5) 1(1.2)
553 )8 4 0.4 80 1(1.2) 0 0

4 0.6 80 1(1.2) 2(2.5) 0
o4 4 1.0 80 1(1.2) 0 1(1.2)
it 960 19 (2.0) 8 (0.8) 8 (0.8)
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