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Table 1 Basic characteristics of two groups of cough variant asthma patients with lung and kidney deficiency and exuberant

wind-induced spasms and tension syndrome

WiH BITH (5241]) X HEZH (49 144]) Xz P{E

PERME (%) 5 18 (34.6) 13 (26.5) 0.775 0.379
'y 34 (65.4) 36 (73.5)

U (%) B 31 (59.6) 30 (61.2) 0.027 0. 869
G 21 (40.4) 19 (38.8)

T s (%) H 39 (75.0) 29 (59.2) 3.315 0. 069
o 13 (25.0) 20 (40.8)

HPESL A | BESE S] (%) H 18 (34.6) 12 (24.5) 1. 894 0. 344
J 34 (65.4) 37 (75.5)

EIEIY, xs 41.46%15. 80 47.16%14.77 -1. 870 0. 064

BMI/kg-m™, Xis 23. 62+3. 60 23.77+3. 68 -0.206 0. 837

JRLE, M (P, P,) 50 (12.5, 156.0) 40 (19.5, 104.0) -0. 082 0.935

e BMI, REFEEL
T2 YNGR S i i B R . IXUBSZE SR AR AN TR S R 5 T TR] L 732 ) M2 AR PR T3 B R bR 0 e e

Table 2 Comparison of daytime, nighttime and total cough symptom scores at different time points in two groups of cough variant

asthma patients with lung and kidney deficiency and exuberant wind-induced spasms and tension syndrome (47, X+s)
415 i} ] % H 8] R AR P43 AL RTINS IEIAEAR 53
HITH RITHT 52 1. 54+0. 50 1. 3340. 76 2.87+0.72
BT 52 1. 15+0. 67 0.81+0.77" 1.96+1.19
RITESR 52 0. 9620. 69 0.63+0. 72" 1. 60+1.23"
ST 52 0. 92+0. 65 0. 62+0. 72" 1.54+1.23"
XJHEEH IRYTTI 49 1. 53+0. 62 1.51+0. 74 3. 04+0. 94
HIT 49 1. 06+0. 56* 0.61+0. 61 1. 67+0. 97"
RIFEER 49 1. 02+0. 69 0.57+0. 65 1.59+1. 19"
SR 49 0. 88+0. 70 0. 47+0. 58 1.35+1. 11"

H:oa) SARABITETE, P<0.01,
T3 PILLNZIAR PR i R . XU AR ST AR AN [T R ] 7 N i R 3 O 1 O LA

Table 3 Comparison of cough relief and disappearance at different time points in two groups of cough variant asthma patients with lung

and kidney deficiency and exuberant wind-induced spasms and tension syndrome

215 s ] 1145 %0k (%) ZI I g (%) WK ZE NIRRT, txs  WEURIEC RBUK, xes
I AL BT 52 28 (53.8) 21 (40.4) 27.36+14. 05 18.10£13. 01
IT 4 52 36 (69.2) 28 (53.8) 49.14+30. 15 34.96+26. 02
Fifi 1545 o 52 38 (73.1) 32 (61.5) 94.92+57. 65 65.78+50. 95
X} A 2] BT 49 33 (67.3) 23 (46.9) 26.70+11.76 12.09+9. 41
TRITEE R 49 36 (73.5) 29 (59.2) 52.56+24. 92 25.90+19. 62
Fiti iz 49 39 (79.6) 34 (69.4) 100. 46+49. 77 58.24+42. 06
B, ZRHgiteE X (P>0.05), 0.01),
3.4 WAEEAFEEPEIEERS . T 3.5 WL R BT A B ) AR A5 AR pL AR
VAS#ESH. LCQ 5 ik K5, PUBESMESFEV,, FEV %pred,

F4on, PR BAE AR S P BRI . % FVC. PEF418] AN HL#, 2R TG E X
WK VAS P4 . LCQ PFArdl e tbds, #5851t (P>0.05).

R (P>0.05), SARMEIFATHLE, P4 H 3.6 WABEEARIENLER
FIGITH . IGIT S5 DA K 15 235 7R Bt A P BE IR A AR TRYT HTIE P4 R B I B T RE R oK & B0 HLAT I PR

Oy VAWK VAS PO R R, LCQ YTk (P< EXH R R . WAL A AN RS 28 41
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Ra DI S W AR XU AR S SR AN TR I E) P BRAIE AR ALY . WA VAS PSR L LCQ PP AL

Table 4 Comparison of total TCM syndrome scores, cough VAS scores, and LCQ scores at different time points in two groups of cough

variant asthma patients with lung and kidney deficiency and exuberant wind-induced spasms and tension syndrome (43, X+s)

25 Fif ] % P B IEAE R %0k VAS PS> LCQPESY
TRITA ey gili} 52 17.90+5. 06 4. 17+2.02 12.57+3. 60
BT 52 12.92+6. 00" 2.69+2. 01" 14.313. 56"
TRITLE R 52 10. 69+5. 57" 2.3122. 17" 15. 18+3. 84"
SERviE 52 10. 31+5. 83" 2.40+2, 33" 15.73+3. 82"
Xof B2 TRITHT 49 17. 06+6. 37 4.00+2. 17 12. 18+3. 96
BRI 49 11.88+5. 81 2.29+1. 68" 14. 89+3. 75"
RIS 49 11.51+6.75% 2.49+2. 17" 14. 87+4. 10
B 145 R 49 10. 826. 73" 2.10+1.70" 15. 42+3. 89"

W VAS, MU R; LCQ, ZEMIITRR ka4,
a) SARAIAIFRTEES, P<0.01,

RS LGOS S R L XU 2R S AR AN ]I [ T D REFE A LA

Table 5 Comparison of lung function indicators at different time points between two groups of cough variant asthma patients

with lung and kidney deficiency and exuberant wind-induced spasms and tension syndrome (x+s)

415 ] ik FEV /L FEV, %pred/% FVC/L PEF/L-s™
bepig:l VRITHT 52 2. 66+0. 83 91. 69+12. 59 3.36+0. 98 6.74+1.97
TRITEE R 52 2.71=0. 83 92.49+12.22 3.39+0. 92 6.89+1.96

ST 52 2. 66+0. 83 91.98+11. 40 3.37+0. 94 6.92+2.01

it HE 2 IRITHT 49 2.48+0. 73 95.45+15.22 3.13=0. 80 6.14=1.78
RIT4s 49 2.52+0.72 96. 82+13. 43 3.19=0. 82 6.50+1.73

SN 49 2.5120.70 96. 3011. 50 3.180. 77 6. 54=1. 59

{E: FEV,, $1RIIIEAER; FEV %pred, S5 VRMTIF ARG BUHET /2 1L; FVC, TIJIMiEE; PEF, WP .

W, HAayrdL 15 gk, MR 13 Bk, FeE R
B R R, MARRSGEERERT
Gt E L (P>0.05), ARFMFLEDAMNE L
WP TR . BR KRR N E, RS2
Ko JRITH LB B . 0T, L EL OGS,

X REZH 2 )t BRSNS, e RE S G WA
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Xiangi Qinglong Formula ({lif£75J77) for the Treatment of Cough Variant Asthma with Lung and Kidney
Deficiency and Exuberant Wind-induced Spasm and Tension Syndrome: A Randomized, Positive-controlled ,
Non-inferiority Clinical Trial
CHEN Xiaochun', YANG Jianya’, XIAO Jingmin’, FAN Feiting’, ZHOU Mingjuan’, WU Lei’, LIN Lin'",
CHEN Yuanbin'**
1. The Second Clinical Medical College of Guangzhou University of Chinese Medicine/ State Key Laboratory of Dampness Syndrome of
Chinese Medicine, Guangzhou, 510405; 2. The First Affiliated Hospital of Henan University of Chinese Medicine; 3. Guangdong
Province Traditional Chinese Medical Hospital ; 4. Guangdong Provincial Key Laboratory of Clinical Research on Traditional Chinese
Medicine Syndrome
ABSTRACT Objective To evaluate the clinical efficacy and safety of Xiangi Qinglong Formula (li&E#& %77, XQF)
in the treatment of cough variant asthma (CVS) patients with lung and kidney deficiency and exuberant wind-induced
spasm and tension syndrome. Methods A randomized, positive-controlled, non-inferiority clinical trial was designed.
Totally, 102 CVS patients with lung and kidney deficiency and exuberant wind-induced spasm and tension syndrome
were randomly divided into a treatment group (52 cases) and a control group (50 cases). The treatment group was given
XQF granules orally, 1 dose per day, 2 bags each time (9. 25 g/bag) , twice a day, after breakfast and dinner; the
control group was given XQF granules placebo orally combined with inhaled fluticasone propionate inhalation aerosol
(125 pg each time, twice a day). Both groups were treated for 12 weeks and followed up for 12 weeks, with a total of
24 weeks. The primary outcome was the cough symptom score (including daytime, nighttime and total score) ,
evaluated before treatment (at enrollment) , during treatment (after the 6th week of enrollment) , at the end of treat-
ment (after the 12th week of enrollment) , and at the end of follow-up (after the 24th week of enrollment). The
non-inferiority was determined by the lower limit (LCL) of the unilateral 95% confidence interval. The secondary out-
comes included cough relief and disappearance, total score of TCM syndrome, cough visual analogue (VAS) score,
Leicester Cough Questionnaire (LCQ) score, and lung function indicators including forced expiratory volume in 1 second
(FEV1), percentage of predicted forced expiratory volume in 1 second (FEV1%pred), forced vital capacity (FVC),
and peak expiratory flow (PEF). Blood routine and liver and kidney function were tested before and after treatment,
and the adverse events were recorded. Results A total of 101 patients were included in the full analysis set (FAS),
including 52 cases in the treatment group and 49 cases in the control group. After treatment, the daytime, nighttime
and total cough symptom scores during treatment, at the end of treatment and at the end of follow-up all decreased in
both two groups (P<<0.01). The unilateral 95% LCL of the total cough symptom scores during treatment, at the end
of treatment and at the end of follow-up of the two groups were —0. 14, —0.47 and -0.27 (95% LCL all>-0.6).
There were no significant differences in the cough relief rate, cough disappearance rate, cough relief days and cough
disappearance days between the two groups at each time point (P>0.05). Compared to those before treatment, the
TCM syndrome scores and cough VAS scores during treatment , at the end of treatment and at the end of follow-up
decreased in both groups, while the LC(Q scores increased (P<<0.01), but there were no significant differences in
FEV1, FEV1%, FVC and PEF before and after treatment (P>>0. 05). There were no significant differences in TCM
syndrome scores, cough VAS scores, LCQ scores, FEV1, FEV1%, FVC, and PEF between the two groups at each
time point (P>>0. 05). No clinically significant abnormal liver and kidney function were found in the two groups before
and after treatment. Conclusion XQF is not inferior to fluticasone propionate inhalation aerosol in relieving cough
symptoms, reducing cough scores, decreasing the number of cough attack days, and improving the quality of life
when treating CVS patients with lung and kidney deficiency and exuberant wind-induced spasms and tension syndrome,
and relatively safe.
Keywords cough variant asthma; lung and kidney deficiency; spasms and tension due to exuberant wind; Xiangi
Qinglong Formula (IEEF Je 77 ) 5 inhaled glucocorticoids ; non-inferiority trial

(ki I8 : 2024 -05 -07; Z 1R HIY: 2024 -07 -26)

[shdf. XF 4]



