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Table 1  Comparison of general information of patients with

acute pharyngitis of wind-heat syndrome in two groups

T H AL (10861)) XTHELL (5441 uyfHE  PIE
RIS, mes 35.49+13.78  33.15+13.35  1.03  0.3042
R/, s 22.11+7.03 22.76+7.48  -0.55 0.5856
BFlem, X+s  165.4127.13  166.48+7.66  -0.88 0.3793

ATi/kg, ¥+s  61.63+11.50  62.18+12.76 -0.28 0.7827
PR (%) 1.40 0.2364
% 32 (29.63) 21 (38.89)
L 76 (70.37) 33 (61.11)
B%M (%) 0.80 0.3708
DU 104 (96.30) 54 (100.00)

D R 4 (3.70) 0
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Table 2 Comparison of VAS scores of sore throat at different times before and after treatment in two groups of patients with acute

pharyngitis of wind-heat syndrome based on FAS analysis (Jr, x+s)
Mm% VRSTHT BRI 1R BRI 2K RITER 3R RITH 4K RITH S K o5 6 KB
I ZH 108 5.47+0.91 5.38+0. 56 4.34+0.91" 3.27+1. 26" 2.32+1.27" 1.25+1.07" 0. 36+0. 83"
Xf HRZH 54 5.50+0. 84 5. 48+0. 63 4. 63+0. 93" 3.52+1. 00" 2.61+1.19" 1. 63+1.30" 0. 55+0. 89"
2= -0.19 -0.76 -1.70 -1.13 -1.25 -1.56 -0.75
P 0.8515 0. 4456 0.0914 0. 2599 0.2124 0. 1218 0.4533

e VAS, WSEAHIIE k.
a) SARAIBITRTEAEL, P<0.01.

R3 AL ANEME R XHPGIER E IR RS AR AR VASIE 5 5T 4E (PPS) H#K

Table 3 Comparison of VAS scores of sore throat at different times before and after treatment in two groups of patients with acute

pharyngitis of wind-heat syndrome based on PPS analysis (4r, x+s)
25 kS YT I AN I 2R RT3 R RIS RPN G RPN 55 6 KBS
e 105 5. 46+0. 91 5.36+0. 56 4. 3320. 92" 3.27+1. 27 2.32+1.28" 1.25+1.08" 0. 3720. 84"
X HE 2 53 5.51+0. 85 5. 4720. 62 4. 62+0. 93 3.51=1. 00V 2.62+1. 20" 1. 64=1. 30" 0. 55+0. 89"
il -0.35 -0. 59 -1.58 -0.95 -1.21 -1.48 -0.62
P 0. 7275 0. 5590 0. 1157 0. 3248 0.2282 0. 1400 0. 5365

H: VAS, PSRRI .
a) SAR4UBITATILE, P<0.01,
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Table 4 Comparison of traditional Chinese medicine syndrome scores of patients with acute pharyngitis of wind-heat syndrome

in the two groups before treatment and at follow-up on day 6 (4F, X+s)
) FAS 3 Hi PPS 43
TRITH 55 6 KB fE P{H TRITHT EPNLGviny 21 PA
15 H 14. 73+3.72(104) 1.55+4.35(104)  -30.90 <<0. 0001 14.70+3.74(102) 1.53+2.59(102) -30.45 <<0.0001
Xt HRZH 14.91+3.18(52) 2.78+3.81(52) -22.97 <<0.0001 14. 92+3.20(52) 2.69+2.49(52) -22.97 <<0.0001
tfH -0.30 -1.48 -0.38 -2.67
P{H 0. 7666 0. 0066 0.7039 0. 0085

e FAS, @HT4E; PPS, fFarESE; O WNFIEL
RS I APENE 98 KAAIE B2 6 K BETIIN H BRI 7 2L F

Table 5 Comparison of the effectiveness of traditional Chinese medicine syndrome between the two groups of patients with acute

pharyngitis of wind-heat syndrome at day 6 follow-up [ % (B8 S %0
a5 FAS /M PPS J3#7
G4l 61.54(64/104)  30.77(32/104)  4.81 (5/104) 2.88(3/104) 60.78(62/102)  31.37(32/102)  4.90 (5/102) 2.94(3/102)
XTHEZH  30.77(16/52) 46.15(24/52)  23.08(12/52) 0(0/52) 30. 77(16/52) 46.15(24/52)  23.08(12/52) 0(0/52)
TE: FAS, &70HrdE; PPS, FFaigide.
P=0.0003); IXEAL . X HEAIE R A28 92. 31% RS FTREAISCHOA R ) oA 2 1) 3 il vk,

(96/104) . 76.92% (40/52), ZRAG i3 X KAEFN1.23%; Ho g0 gl & A 1 6] 2 51k S
(Y=7.34, P=0.0067); iXEH . X PELH A RER) RGP, RN, BE, B4R HN0.93%;
30397 06% (99/104) . 100.00% (52/52), 225 SFHEZEL A 1 1 B B R e . RIS,
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Clinical Effectiveness and Safety of Bairui Granules (i Pik:) in Treating Patients with Acute Pharyngitis
with Wind-Heat Syndrome: A Multi-Center, Double-Blind, Double-Simulation, Randomized Controlled Trial
LIU Siming', ZHOU Hu#*, LI Qiang’, ZHOU Min*, WU Qixiang’, YANG Shanjun®’, WANG Jun’, YUAN
Jingjing', ZHANG Ying', ZHU Ziqi', HU Jingyi', WU Shuang', LI Mengting', YAN Zhanfeng'
1. Dongzhimen Hospital, Beijing University of Chinese Medicine, Beijing, 100700; 2. Affiliated Hospital of Chengdu University ;
3. Luohe Hospital of Traditional Chinese Medicine, Henan Province; 4. Luoyang Third People’s Hospital, Henan Province ;
5. Kaifeng Hospital of Traditional Chinese Medicine, Henan Province; 6. The Second Affiliated Hospital of Heilongjiang University
of Chinese Medicine; 7. The Second Affiliated Hospital of Shandong University of Traditional Chinese Medicine
ABSTRACT Objective To evaluate the clinical effectiveness and safety of Bairui Granules ( 71 & J%: ) in the
treatment of acute pharyngitis with wind-heat syndrome. Methods A multicenter, double-blind, double-simulation,
randomised controlled trial was conducted, in which 162 patients with acute pharyngitis and wind-heat syndrome from
7 centers were recruited, and each center was divided into trial group and control group on the ratio of 2 : 1. In the trial
group, 108 cases were orally administered with Bairui Granules plus Reyanning Granules (4% FWikr ) simulant, and
in the control group, 54 cases were orally administered with Reyanning Granules plus Bairui Granules simulant for 5
days, with a follow-up visit on the 6th day. Full analysis set (FAS) analysis and per protocol set (PPS) were used for
analysis, respectively. The primary efficacy index was the disappearance rate of sore throat after 5-day treatment; the
secondary efficacy indexes were the disappearance rate of sore throat after 3-day treatment, as well as the visual
analogue score (VAS) of sore throat before treatment, every day during the treatment, and follow-up on day 6, and the
traditional Chinese medicine (TCM) syndrome score was performed before treatment and at the follow-up on day 6. The
effectiveness on TCM syndrome was evaluated at the follow-up on day 6, and the changes of vital signs, blood routine,
urine routine, liver functions, kidney function, the adverse events before and after the treatment were recorded, and
safety analysis set (SS) was analysed. Results 162 patients entered the FAS and SS analyses, and 158 cases (105
cases in the trial group and 53 cases in the control group) entered the PPS analysis. FAS analysis showed that the dis-
appearance rate of sore throat after 5-day treatment was 80. 56% (87/108) in the trial group and 64. 81% (35/54) in
the control group, and the difference between groups was statistically significant (x* = 5. 10, P = 0. 0239). PPS analysis
showed that the disappearance rate of sore throat after 5-day treatment was 80. 00% (84/105) in the trial group and
64. 15% (34/53) in the control group, and the difference between groups was statistically significant (x> =4. 85, P =
0.0277). FAS and SS analyses both showed that the difference in disappearance rate of sore throat between groups on
3-day treatment was not statistically significant (P>0.05). Compared with those before treatment, the VAS scores
of sore throat were lower in both groups during treatment on day 2, 3, 4, 5, and follow-up on day 6 (P<<0.01),
but the difference between groups at each time point was not statistically significant (P>0.05). TCM syndrome
scores of both groups at the follow-up were lower than that before treatment, and those of the trial group were lower
than those of the control group (P<<0.01). The cure rate and effective rate of TCM syndrome of the trial group were
significantly higher than those of the control group (P<<0.01). There was no significant difference in blood routine,
urine routine, liver function, kidney function between groups before and after treatment (P>0.05), and no serious
adverse events occured in both groups. Conclusion Bairui Granules showed clinical effectiveness in the treatment of
acute pharyngitis of wind-heat syndrome, and it could significantly improve the clinical symptoms, accelerate the disap-
pearance time of sore throat with good safety.
Keywords acute pharyngitis; wind-heat syndrome; sore throat; Bairui Granules (713 #i#%) ; randomised controlled
trial
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