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Clinical Study on the Treatment of Gastrointestinal Flu of Summer-Dampness Syndrome with Huoxiang
Zhengqi Oral Liquid ( %7 1F/< 11 %) : a Multicentered, Randomized, Placebo-Controlled, Double-Blind
Clinical Trial
ZHANG Shengsheng', WU Yongdong®, FENG Peimin’, HUANG Jianwei*, SHEN Chen', YANG Xiaojun’,
HU Yunlian®, JIN Yu’, JIN Xiaojing®, ZHAO Zhandong’, LIN Hai'’, ZHAO Qi'"', ZHENG Liang", XIAO
Huizhen”, GUO Yongze", LI Xucheng”, Liu Aimin', ZHAO Zhiying”, YI Qiong", CHEN Qiao",
ZHANG Yu”
1. Beijing Hospital of Traditional Chinese Medicine, Capital Medical University, Beijing, 100010; 2. Beijing Friendship Hospital,
Capital Medical University; 3. Affiliated Hospital of Chengdu University of Traditional Chinese Medicine; 4. The Fifth Hospital Affilia—
ted to Guangzhou Medical University; 5. Chongqing Traditional Chinese Medicine Hospital; 6. Hubei Province Hospital of Traditional
Chinese Medicince; 7. Shenzhen Second People’s Hospital; 8. Nanjing Hospital of Chinese Medicine; 9. Xiangyang First People”s
Hospital; 10. People’s Hospital of Quzhou City: 11. The Second Affiliated Hospital of Guiyang University of Traditional Chinese
Medicince; 12. The Second Chinese Medicine Hospital of Jiangsu Province; 13. The Guangzhou Hospital of Integrated Traditional
Chinese and Western Medicine; 14. Affiliated Hospital of Hebei University of Engineering; 15. Wuhan Hospital of Traditional
Chinese Medicine; 16. Fuling Central Hospital of Chongqing; 17. The Second Hospital of Baoding City; 18. Hospital of Traditional
Chinese Medicine of Meishan City; 19. Traditional Chinese Medicine Hospital of Liuzhou City; 20. Traditional Chinese Medicine Hos—
pital of Handan City
ABSTRACT Objective To evaluate the efficacy and safety of Huoxiang Zhengqi Oral Liquid ( #71FS 0 RIK) in
treatment of gastrointestinal flu of summer-dampness syndrome. Methods A prospective randomized, double blin—
ded, placebo—controlled and multicentered clinical trial was conducted in 20 clinical centers in China. The 240 sub-
jects confirmed of summer-dampness syndrome of stomach and intestine type enrolled were randomly divided into 3
groups, with 80 cases in each group. A high dose group treated with Huoxiang Zhengqi Oral Liquid 20 ml, twice a
day; a low dose group treated with Huoxiang Zhengqt Oral Liquid 10 ml and Huoxiang Zhengqi Oral Liquid mimetic
agent 10 ml, twice a day; and a placebo group treated with Huoxiang Zhengqi Oral Liquid mimetic agent 20 ml, twice
a day. All the groups were treated for 5 days. The main efficacy indexes including recovery rate on the third day and
the time of disease recovery, the secondary efficacy indexes including total score of gastrointestinal flu symptoms, total
score of traditional Chinese medicine ( TCM) symptoms and syndrome effectiveness, the disappearance rate of single
symptoms of TCM and adverse reactions were observed. Results In the high dose group, low dose group and pla—
cebo group, the 3-day cure rates was 72.00% , 37.33% and 14.29% respectively. The differences are statistically
significant ( P <0.05) . Compared with the superiority test, the 95% CI lower limit of the difference in recovery rate
between the groups was greater than 0, and the superiority was established. The median illness cure-time were 2. 0,
4.0 and 5. 0 days respectively, and the total scores of symptoms after 3-day treatment were 1. 04 £1.70, 2. 70 +2. 50
and 3. 69 +2. 65 respectively; the total scores of TCM symptoms after S-day treatment were 0. 45 +0. 96, 0. 69 1. 46
and 1.39 + 2. 15 respectively, and the effective rates of TCM symptoms after 5-day treatment were 100. 00% ,
100. 00% and 90. 91% respectively. The differences of the groups mentioned above were statistically significant ( P <
0.05) . Meanwhile, there were significantly statistical differences in the 3 groups in the disappearance rate of single
symptom such as nausea and/or vomiting, body trapped ( P <0.05) . No related adverse effects were reported in 3
groups during the treatment. Conclusion Huoxiang Zhengqi Oral Liquid can improve the clinical symptom of gas—
trointestinal type flu of summer-dampness syndrome, shorten the course of disease with high safety.
Keywords Huoxiang Zhengqi Oral Liquid ( #7%5 1E < 0 RWK) ; gastrointestinal flu; summer-dampness syndrome;
randomized controlled clinical trial
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