SREEgE 208 F 6

5. - CCMP97-RD-024

vk o B AR B 55 $H0E IR R T 48 R
o BB 2N

FE-
oP EA BT
Hm =
ipiuéﬁ%%$§&%m%ﬁﬁﬁ6@§%% R FRFLHER S

‘fff‘%k AT R R A2 12i% o d 20082 37 3 2009% 97 i > X eﬁﬁlZGfi,&"ﬁ ’
# ﬁlzol“?%xpéjf’?.& PO EHRATR o L1260 Fp A S % ?.—‘ﬁ* ‘
DI ARE Fy i 0 B¢ ipf BOSTH] 0 HRES5H] > 1 X FEE T TR
PERL O Ba Sl EKRY By - 22X 2
A F E_SF-36R B R A ERET AR 16 % “f?r FR N;w,g)i
Pmﬁfﬁm@"llﬁ?;\ﬁﬁ{%%m Foweis 8it Ba 1‘“3‘-’ '},333@41\
$ 48128 BB FEARDRRR LG w1 E RSB EY 458> 1235

AR 8123307 Y c AEROWEBERE S 6 0 B g R g
ko r23 0gad g eniph d MF e o b R A ¢ B(OWHGWWT B s
L

T TIR R RS INERCES EEEE E R TR

B - B pA SR A SRR G T A R TRA R

375



CREEgE 208 F 6

Number: CCMP97-RD-024

The Evaluation of Safety and Efficacy
of IWHGWT
on Diabetic Neuropathy

Tsai Chia-I
Taichung Veterans General Hospital

ABSTRACT

126 participants with diabetic neuropathy were egeel in endocrine and
metabolism clinics of Taichung Veterans General gitat and Chinese Medical
University Hospital. 120 of them were randomly disited into a double-blind,
12weeks, placebo-controlled procedure. 112 of thesre completely measured by
MNSI, SF-BPl SF-3§ SF-MCQ NCV, AC sugar HbAlc, lipid profiles liver
and kidney functions.

Safety evaluations including GPT and Creatinineead®d no deterioration after
treatment. Several domains in MNSF-BP| SF-36§ SF -MPQ questionnaires
revealed significant improvements. F-wave in peabrtbial nerves and distal latency
in tibial nerve in objective nerve conduction segli revealed significant
improvements.

Keywords: Diabetic neuropathy, Nerve conductiordi&s, Randomized clinical trial
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Table 1.Patient's Assignment, Values at Screeming Safety Values
Control Group Treatment Group P Value
Variable (N=55) (N=57)
Screening values
J 28(50) 29(51.79) 1.000
Male, n(%)
27(50) 28(48.21) 1.000
Female, n(%)
Age.vr 60.46+10.60 60.71+10.20 0.899
9y 162.1148.07 162.14+7.04 0.983
Height-cm
. 66.49+10.28 67.00+12.44 0.813
Weight-kg
_ 25.24+3.08 25.41+3.87 0.796
Body-mass index
, , 9.91+6.68 10.59+6.49 0.586
Duration of diabetes(years)
, 2.88+2.55 2.49+1.86 0.353
Duration of DPN(years)
Baseline safety values
GPT 23.04+8.24 25.82+13.67 0.195
. 1.06+0.22 1.06+0.25 0.883
Creatinine
, , 154.68+47.82 155.84+50.70 0.902
Fasting glucose-mmol/liter
HbAL 7.86+1.63 8.11+1.71 0.422
c
, , _ 200.76+183.67 171.69+195.91 0.421
Triglycerides-mmol/liter
187.18+49.22 189.65+38.08 0.767

Total cholesterol-mmol/liter

# : Data were presented as mean + SD
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Table.2.Short-Form 36 Questionnaire Scores

DOMAINS Control group N=55  Treatment group N=57 P Value
Baselint
PF 62.07+26.10 51.71+29.73 0.15
RP 31.03+42.60 13.57+27.35 0.06
BP 46.82+18.9 43.06£11.6 0.3¢
GH 35.48+18.22 29.43+13.60 0.13
VT 46.37+17.62 41.71+13.17 0.23
SF 64.22+19.1 60.71£17.7 0.4%
RE 55.17+44,79 34.29+46.08 0.07
MH 65.66+20.27 62.74+8.98 0.48
PC< 34.73+8.8. 31.26+6.9: 0.0¢
MCS 45.66+10.49 43.06+7.57 0.26
Time2-Baseline
PF -8.27+31.3! 4.00£32.1 0.1
RP -6.03+39.33 -1.43+35.33 0.62
BP 5.72+16.56 13.49+14.70 0.05
GH -3.791£14.4. 3.86+18.8 0.0¢
VT 0.34+18.27 8.43+£15.23 0.06
SF -4.74+19.31 2.50+22.44 0.18
RE -20.69+44.0 6.67+66.0: 0.0t
MH 1.52+22.41 10.17+9.37 0.06
PCS -0.82+8.39 1.3618.72 0.32
MCS -2.00£10.6! 3.93+10.6! 0.03*
Time3-Baseline
PF 8.65+27.15 21.85+36.25 0.14
RF 2.88+51.1! 48.15+£39.1 <.0001**
BP 9.12+19.36 28.30+17.20 <.0001**
GH -4.50+22.48 21.67+19.82 <.0001**
VT 2.88+20.0. 16.67+18.5 0.012*
SF 2.40+22.92 14.81+23.27 0.056
RE -16.67+63.42 48.15+68.77 <.0001**
MH 0.31+23.2. 10.81+11.7 0.046*
PCS 3.54+10.66 11.60+11.01 <.0001**
MCS -2.81+£13.59 7.61+12.16 0.004*
Time4-Baseline
PF 2.00+23.85 21.72+34.26 0.019*
RP -8.00156.24 50.86+47.00 <.0001**
BP 12.76+21.8 29.66+18.4 0.003**
GH -0.80+£23.06 24.14+23.24 <.0001**
VT 8.00+20.00 21.72419.65 0.014*
SF 4.00+26.2( 14.22+31.2 0.20:
RE -21.33+68.64 51.72+62.10 <.0001**
MH 7.52+27.09 17.52+16.26 0.115
PCS 1.58+10.3! 11.39+11.1 0.002*
MCS 0.18+16.01 10.23+13.95 0.017*

#PF: physical function& £ % %)) - RP: role limitation due to physical problemg@/[E ) -
BP : bodily pain&#5¥%JE) ~ GH : general perception of healtAGF{&EE) ~ VT : vitality(CE
JIAREE) ~ SF: social functioning{t:z21%%) ~ MH : mental health ,(\3E{#EF) - RE : role
limitation due to emotional problemg@HfRE %) - PCS: physical component scalgE4H ik
512) ~ MCS : mental component scalg@H4H S E)
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Table.3 Short-Form Brief Pain Instrument Questiarn&cores

DOMAINS Control group N=55 Treatment group N=57 P Value
Baselint
Sensory 20.79+8.68 26.03+9.80 0.03*
Daily life 28.08+15.98 31.20+11.37 0.4
Timez-Baselint
Sensory 0.83+9.85 -3.68+7.96 0.087
Daily life -0.68+13.57 -5.62+13.82 0.220
TimeZ-Baseline
Sensory -3.17+12.50 -14.38+9.65 <.0001**
Daily life -11.73£19.17 -15.58+13.02 0.414
Time4-Baseline
Sensory -6.58+10.50 -12.62+12.81 0.113
Dalily life -9.76+17.30 -19.48+15.05 0.073

e T E AT S E RN B A AN A 48 12 Al §
R FEL(Ae)o

Table 4. Modified Michigan Neuropathy Screeningimsient Questionnaire Scores

Control group N55 Treatment group N57 P Value
Baselin 32.95+14.3 45.02+£17.0 <0.001***
Time2-Baseline -1.02+9.01 -11.75+10.69 <0.001**
Time3-Baseline -2.97+11.65 - 23.05+13.58 <0.091*
Time4-Baselint -1.03+£11.4. - 28.05+£14.6 <0.001***

EAEERERARR L (SE-MPQhR AR F o 12 A AL AT 4.
8121 % % 812 Ak gs ity BFicLl(&1)e

Table 5. Short-Form McGill Pain Questionnaire Ssore

DOMAINS Control group N=55 Treatment group N=57 P Value
Sensory
Baseline 5.91+3.7 7.30£3.4. 0.046*
Time2-Baseline 0.04+3.04 - 1.93+2.58 0.001**
Time3-Baseline 0.13x£3.06 - 3.36£3.01 <0.001***
Time4-Baseline - 0.07+3.3¢ - 3.85+3.2( <0.001***
Affective
Baseline 1.66+1.7! 2.22+1.5¢ 0.077
Time2-Baseline 0.43+1.06 - 0.43+£1.52 0.003**
Time3-Baseline 0.26x1.13 - 0.93+1.60 <0.001***
Time4-Baseline 0.41+1.2¢ -1.07+1.6¢ <0.001***
VAS
Baseline 4.07+1.5: 4.98+1.3¢ 0.002**
Time2-Baseline -0.04+1.38 -1.55+1.16 <0.001***
Time3-Baseline -0.10+1.56 - 2.50+1.61 <0.001***
Time4-Baseline -0.31+1.6: - 3.10+1.6¢ <0.001***
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Table 6.Comparisons in Nerve Conduction Velocitygen control and treatment groups

Control group  Treatment group

Characteristic N=55 N=57 P Value
F-wave distal latency in tibial (m/s)

Pre-therapy 46.84+14.36 45.00+14.44 0.503

post-therapy 49.60+10.56 42.13+18.34 0.052
F-wave distal latency in peroneal (m/s)

Pre-therapy 43.67+17.58 38.53+20.34 0.156

post-therapy 46.86+15.81  34.74+22.09 0.012*
MNCYV in tibial (m/s)

Pre-therapy 43.31+5.88 42.31+11.11 0.550

post-therapy 43.58+5.44 42.43+13.27 0.402
MNCYV in common peroneal (m/s)

Pre-therapy 40.73+£9.74 41.41+10.30 0.719

post-therapy 54.06+71.27 40.35+9.63 0.267
Distal Latency sural (m/s)

Pre-therapy 1.91+1.38 1.86+1.42 0.857

post-therapy 1.83+1.44 2.16+1.36 0.335
Amplitude in sura l(uv)

Pre-therapy 6.42+6.33 6.37+6.37 0.969

post-therapy 6.91+7.49 7.87+7.37 0.600
Amplitude in tibial (uv)

Pre-therapy 7169.09+4193.38 7113.16+4587.18 0.946

post-therapy 6970.00£3322.08 7258.06+5003.12 0.787
Amplitude in peroneal (uv)

Pre-therapy 3645.45+2202.40 3357.02+2587.91 0.527

post-therapy 3631.43+2277.87 3325.81+3033.92 0.642
Distal latency in tibial

Pre-therapy 3.88+1.07 3.65+1.04 0.249

post-therapy 4.00+0.87 3.74+0.93 0.240
Distal latency in peroneal

Pre-therapy 4.16+1.24 4.28+1.16 0.589

post-therapy 4,43+0.97 4.80%+1.00 0.138

1 g S R ) (JWHGWWITEE Ao 4! G % & 0% ik

ERTER PR S F STY YRR SRy
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Table 7. Adverse Events.

Control group N=55 Treatment group N=57 P Value

Even
Adverse events No. % No. %
dry mouth 15 13.39 24 21.43 1.000
constipatiol 9 8.0 15 13.3¢ 0.052
bitter sensation of mouth 0 0 1 0.89 1.000
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