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Abstract: Objective To explore a randomized, double-blind, placebo-controlled multicenter phase III clinical trial of Yangxue
Qufeng Zhitong Granules in treatment of patients with frequent tension-type headache (qi and blood deficiency syndrome). Methods
A total of 474 patients with frequent tension-type headache (qi and blood deficiency syndrome) included in each research center from
May 2018 to March 2021 were selected as the research subjects. They were divided into control group (119 cases) and treatment group
(355 cases) by stratified block randomization. Patients in control group were treated with the simulation agent of Yangxue Qufeng
Zhitong Granules. Patients in treatment group were given Yangxue Qufeng Zhitong Granules for treatment. They were given 2 bags
cach time, twice daily. The treatment period for both groups of patients was 12 weeks. The conditions related to headache attacks, TCM
syndrome scores and HIT-6 scores of two groups were observed and compared. Results After treatment, the number of days and
frequency of headache attacks, the duration of headache attacks, and the intensity of the most severe headache in both groups were
significantly lower than those before treatment in the same group (P < 0.05). After treatment, the number of days and frequency of
headache attacks, the duration of headache attacks, and the intensity of the most severe headache in the treatment group were all lower
than those in the control group (P < 0.05). The effective rates of headache in the control group and the treatment group were 23.70%
and 87.80% respectively, and the treatment group was higher than the control group (P < 0.05). After treatment, the TCM syndrome
scores of both groups of patients decreased significantly (P < 0.05), and those of the treatment group were lower than those of the
control group (P < 0.05). The disappearance rates of headache, dizziness, memory loss, palpitations, poor appetite, spontaneous
sweating, shortness of breath, fatigue and pale complexion in the treatment group were 33.8%, 59.9%, 72.0%, 82.3%, 87.4%, 87.8%,
83.6%, 58.8%, and 84.2% respectively. The comparison of the above indicators between the two groups showed statistically significant
differences (P < 0.05). After treatment, the HIT-6 scores of both groups were significantly lower than those before treatment in the
same group (P < 0.05). After treatment, the HIT-6 score of the treatment group was significantly lower than that of the control group
(P <0.05). Conclusion Yangxue Qufeng Zhitong Granules can effectively relieve and solve the clinical symptoms of patients with
frequent tension-type headache (qi and blood deficiency syndrome) with obvious therapeutic effect, few adverse reactions and high
safety.
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Table 1 Comparison on headache attacks between two groups ( x+ s)

A n/p) ST [E] Sk RAE R ¥ud Sk RAE IR RAEHFEEIR ] /min B — ISR R R

STHE 119 YRITRT 7.10+2.44 7.80+3.31 214.65+97.08 5.28+0.86
BITE 4.90+2.74* 5.30+2.89" 186.214+117.34" 440+1.36"

WIT 355 JRITH 7.20£2.65 8.00+3.46 224.65+121.27 5.27+0.77
BIT R 1.60+1.90™* 1.50+1.75™ 71.75+131.64™ 2.09+1.78™

SRMBEITRILE: "P<0.05; S5XIARITIEE: 4P<0.05

*P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment

®2 WABHATRIEFEIERRILE ( x+s)

Table 2 Comparison on TCM syndrome scores before and after treatment between two groups ( xts)

ZH 5] n/f WL LI} 7] R BEAE R 2
VRIT HT 10.30+2.26
barid 119 {Z‘ﬁﬁu .
BTG 7.90+3.13
. VIR 10.60+2.38
bR 335
7 VI )G 3.10+2.87*

HRM®ETATHE: "P<0.05; SXHEARITEE: 4P<0.05

*P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment

#*3 MATEIHZRTHEIRHA R

Table 3 Comparison on disappearance rates of TCM syndromes individual indicators between two groups

A MERFRKR K meaEH SOYR IEIIBEE SN BT P HF M=) KM

X w/l 114 25 35 84 111 47 52 107 49
MEERIEA 4 8 15 20 10 22 19 15 16
HRE /% 3.50 32.00 42.90 23.80 9.00 46.80 36.50 14.0 32.7

BT n/l 343 76 111 257 324 164 156 330 195
HREIE 116 64 97 185 194 135 137 194 163
HIRE% 33.80" 84.20" 87.40" 72.00" 59.90" 82.30" 87.80"° 588" 83.6"

LR R "P<<0.05,
“P < 0.05 vs control group.
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Table 4 Comparison on HIT-6 scores between two groups
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*P <0.05 vs same group before treatment; 4 P < 0.05 vs control group
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