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Objectives : To demonstrate the importance of syndrome differentiation in clinical research of herb
medication, through the comparative study on efficacy and safety of herb medication according to cold-heat
tendency of OA knee patients.

Methods : During December 2010 to July 2011, 138 knee OA patients were randomly assigned to
WIN-34B  600mg(300mg, b.i.d), 1,200mg(600mg, b.id) and placebo b.id for 8 weeks. Patient were
re—classified into cold-heat tendency group according to cold-heat questionnaires. To investigate efficacy
and safety, we assessed the 100mm pain VAS at baseline and 8 weeks later, and we monitored adverse
event of patients during treatment period.

Results : 1. Efficacy study : In WIN-34B 1,200mg group, VAS mean changes of heat tendency group
showed slightly increase than those of cold tendency, but no significant difference within two groups. In
heat tendency group, WIN-34B 1200mg group showed a significant decrease of VAS compared to
placebo group. but there were no significant difference in cold tendency group.
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2. Safety study; In WIN-34B 600mg group, incidence of adverse events of cold tendency group was
o

higher than those of heat tendency, but not in WIN-34B 1,200mg group.

Key words

Conclusions
OA patients and WIN-34B is safe drug relatively, regardless of cold-heat tendency. In further clinical

research on efficacy and safety of WIN-34B, stratification using syndrome differentiation is required.
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Table 1. Descriptive Statics of Cold-heat Score

Total
(n=133)

Min Max

Cold-heat score,
mean(SD)

S-heat, mean(SD) | 5.34(1.41) 1.38 8.79
S-cold, mean(SD) | 6.64(1.73) 1.70 10.21
I-heat, mean(SD) |47.59(1257) | 1220 | 77.46
I-cold, mean(SD) |6340(16.39) | 16.16 | 97.08
WMCI, mean(SD) | 2.14(.99) 1.15 3.96

-1.30(1.96) | -565 3.89

WMC2, mean(SD) | 2.42(.71) .00 493
WMC3, mean(SD) | .79(.44) .00 1.89
WMC4, mean(SD) | 3.75(.88) 151 5.66
WMC5, mean(SD) | 2.71(1.15) .00 4.49
WMC6, mean(SD) | .18(.08) .00 35

Values are means(SD).

S-heat : heat score. S—cold : cold score.

I-heat : index number of heat. I-cold : index number of cold.
WMCi(i=1~6) : weighted means of 6 categories.

Table 2. General Characteristics according to
Cold-heat Tendency

Cold Heat

tendency tendency | p—value

(n=107) (n=26)
Agelyears). | oo 1/ 668) | 61.771058) | 202"
mean(SD)
OA disease
duration 69.01(64.45) | 73.85(70.23) | 736"
(months),
mean(SD)

2

BMI(ke/m®), | o) 20004y | 2482207 | 011"
mean(SD)
Sex, |Male 9(8.4) 10(38.5) 00"
n(%) | Female 98(91.6) 16(61.5) ‘
100mm pain .
VAS, meen(SD) 56.93(10.66) | 56.08(11.32) | 717
Cold-heat 1990141 | 1560.06) | 000
score, mean(SD)

Values are means(SD) or n(%).
* 1 tested by independent ¢-test.
# © tested by x2-test or Fisher's exact test.
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Fig.
changes among placebo group and treatment
groups in cold-Heat classification

Statistical signification are calculated by Mann-Whitney
U-test.
* 1 p<0.01. WIN-34B 1,200mg Vs. placebo.

1. Comparison of 100mm pain VAS mean

AtHp=143). WAl & AFL
T3 Yokt 7 %ﬁl@zi Fo]gk zpo]7} 319114

(=97l M=, A&
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Table 3. 100mm Pain VAS Mean Changes according to Cold-Heat Tendency, in Treatment Groups

WIN-34B 600mg(n=39)

WIN-34B 1,200mg(n=42)

C (n=29) H(n=10) C(n=35) H(n=7)
100mm pain VAS, |Baseline 54.11(10.74) 53.95(10.03) 59.72(10.28) 55.83(11.89)
mean (SD) Mean change week 8 -8.14(12.77) -7.30(11.91) -13.60(14.63) -15.71(8.3R)
p—value”(within group ) 004" 072 .000™ 026"

p-value (between group)

581

A43

Values are means(SD). C : cold tendency group. H : heat tendency group.

p-value* (within group) : tested by Wilcoxon test. p-valuet (between group)

% 1 p<0.06. #* 1 p<O.0L.

. tested by Mann-whitney test.
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Table 4. Incidence of Adverse Events According
to Cold-heat Tendency, in Treatment Groups

Incidence adverse

eventsn(%) p-value
WIN-34B C(n=32) 10(31.3) )
600mg(n=42) | H(n=10) 1(10.0) 20
WIN-34B C(n=38) 7(184) ;
1,200mg(n=46) | H(n=8) 2(25.0) o0

Values are n (%).
C : cold tendency group, H : heat tendency group.
* © tested by Fisher's exact test.

=A dehgoy, SAHCE {§o3 Aole glddth
(p=.645)(Table 4).
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&5 Bilou, w3t foldk Aol

A H(p=.100)

Cold (n=107) Hest [n=26)

B Placebo

W WIN-348 600mg
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Adverse event (%)

Fig. 2. Comparison of incidence of adverse
event among placebo group and treatment groups
in cold-heat classification

Statistical signification are calculated by Mann-Whitney
U-test.
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