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[Abstract] Objective To evaluate the safety and efficacy of Yinhua Pinggan granule of Qingjie Xuantou
lung defense prescription in the treatment of patients with upper respiratory tract infection accompanied by traditional
Chinese medicine (TCM) syndrome of pathogen stagnated in lung—defense phase and to explore the best effective
dose. Methods A randomized double blinded, positive drug parallel controlled and multicentric clinical trial was
conducted, 270 patients with upper respiratory infection were collected from the First Affiliated Hospital of Zhejiang
Chinese Medical University, Affiliated Hospital of Jiangxi Medical University, the Second Affiliated Hospital of Tianjin
University of TCM, Tongde Hospital of Zhejiang Province, and Fujian Province Institute of TCM, after screening only
242 cases were consistent with the criteria of enrollment into the Per—Protocol Set (PPS) population, and they were
divided into three groups: high dose observation group (82 cases), low dose observation group (79 cases) and control
group (81 cases). The high and low dose observation groups were treated with Yinhua Pinggan granule (5 g per bag),
high dose means once 1 bag orally taken 3 times a day, low dose indicates once 1 bag taken twice a day; the control
group was treated with Yinqiao Jiedu granule (5 g per bag) once 1 bag, 3 times a day; the curative effects of the above
groups were all evaluated after consecutive oral administration of the drug respectively for 1 therapeutic course
(3 days). The main efficacy evaluation indexes included the TCM syndrome total score and the total score of main
symptoms of upper respiratory tract infection; the secondary efficacy evaluation indexes included the situations of
patients with different scores of main symptoms of fever and chills, and of disappearance of TCM symptoms; the clinical
comprehensive therapeutic effect and the changes of proportion of neutrophils were observed and the safety of drugs
was evaluated. Results In PPS population, after treatment the TCM syndrome total score and the total score of main
symptoms in the control group and the high and low dose observation groups were all significantly lower than those
before treatment, on the 3rd day statistical significant differences were shown (4.4+3.9 vs. 15.5+4.6, 3.7+3.2 vs.
15.0+4.3,3.0+2.7vs. 152+3.9,2.8+2.6vs.9.7+2.7,23+2.1vs. 9.5+2.5,2.0+1.9 vs. 9.6 +2.4, respectively, all
P < 0.01). After treatment for 1 day, the numbers of patients with 6 score in the control group and the high and low dose
observation groups were reduced significantly compared with those before treatment in main symptoms of fever with chills
(7 vs. 32 cases, 6 vs. 31 cases, 4 vs. 28 cases, respectively); 3 days after treatment, compared with those before treatment,
the numbers of patients with main symptoms of fever with chills score being 0 were significantly increased in the above
three groups (65, 73, 77 cases vs. O cases, respectively), the numbers of patients with the score being 3 were significantly
decreased (16 vs. 47 cases, 5 vs. 46 cases, 5 vs. 52 cases, respectively); the control and high dose observation group had
no patients with the score being 6, there was only 1 case with the score being 6 in the low dose observation group. The
results showed that the treatments of high and low dose observation groups and the control group all could alleviate the
clinical symptoms, and the changes of numbers of patients with the scores being 0 and 3 in high and low dose groups
were more significant than those in the control group (respectively 73, 77 vs. 65 cases, 5, 5 vs. 16 cases, all P < 0.05),
showing that the antipyretic effect of Yinhua Pinggan granule was superior to that of the Yinqiao Jiedu granule. The
disappearance rates of fever with chills symptoms in high and low dose observation groups were significantly higher than
that in the control group [respectively 93.9% (77/82), 92.4% (73/79) vs. 80.2% (65/81), all P < 0.05]. The TCM syndrome
cure and obvious effect rate and effective rate in high and low dose observation groups were higher than those in the
control group [respectively 87.80% (72/82), 79.75% (63/79) vs. 74.07% (60/81) and 98.78% (81/82), 96.20% (76/79) vs.
96.30% (78/81)]; the cure and marked effective rate and effective rate of controlling symptoms of upper respiratory tract
infection in high and low dose observation groups were higher than those in the control group [respectively 78.05% (64/82),
74.68% (59/79) vs. 65.43% (78/81) and 98.78% (81/82), 96.20% (76/79) vs. 96.30% (78/81)], comparisons of efficacy
among the three groups possessed clinical practical significance, but the differences were not statistically significant
(all P > 0.05). The percentages of neutrophils in high and low dose observation groups and control group were
significantly lower than those before treatment (respectively 0.61+0.08 vs. 0.63 +0.08, 0.62+0.08 vs. 0.64+0.08,
0.61 £0.09 vs. 0.64+0.09, all P < 0.05). Yinhua Pinggan granule was safe in the prescribed course of treatment and
range of therapeutic dose. Conclusions Yinhua Pinggan granule is a safe and effective drug in the treatment of
patients with upper respiratory tract infection accompanied by syndrome of pathogen stagnated in lung—defense phase.

[Key words] Upper respiratory tract infection; Syndrome of pathogen stagnated in lung—defense phase;
Wind heat syndrome; Qingxie Xuantou lung defense method; Yinhua Pinggan granules; Safety; Effectiveness;
Randomized double blinded, positive drug parallel controlled and multicentric clinical research;  Prospective study
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