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A doubled-blind, crossover-RCT in T2DM for evaluatinghypoglycemic effect of P.
indicus, M. charantia, P. vuigaris and A.paniculatainCentral Java

Abstract
This study investigated whether mixture extract of Prerocarpus indicus, Momordica
charantia, Phaseolus vulgaris and Andrographis paniculatacould lowering plasma glucose in

Revisi Rou...

Type 2 Diabetes Mellitus (T2DM) parienrs.tFm‘ry—threeh"ZDM balien15| participated in this } Give actual mumber

possitive-controlled, double-blind. and crossover clinical study withadministration of either | Conmeriecfs2 Male or female?
mixture extract (22 mg/kg BW) or glibenclamide 5 mg daily in breakfast time. Treatment of
extract or glibenclamide was administered for a month. then medication was changed after a
week of washout period and finally combination therapy was administered after wash out
period as well. The efficacy of mixture extracts was measured by using fasting plasma
glucose (FPG) and two-hour postprandial plasma glucose (PPG). Forty-one subjects
completed the study. Data was analyzed using SPSS 19 with Student’s ¢ test, and p<0.05 was
considered significant.FPG level signiticantly decreased 16.07 mg/dlafter extract. 43.34
mg/dl after glibenclamide and 50.16 mg/dl after combination treatment. Two-hour PPG level
decreased 25.88 mg/dl after extract. 66.61 after glibenclamide and 58.93 after combination
treatment. We concluded that extract administration could lowering FPG and PPG although
not as good as glibenclamide treatment did and combination treatment was the best to
lowering FPG.

Keywords: anti-diabetic. extract. herbal-medicine. clinical-trial
Clinical Trial Registry: UMIN000022442 (http:/www umin.ac.jp/)
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the study. Overall there were no relevant statistical differences between both groups at baseline
(all p>0.05). Standard deviation (SD) of almost clinical characteristics shown in wide range
because of subjects recruitment due to limited patients that why could not be determined in
more homogenous characteristics. There are no adverse event during the study based on our
clinical monitoring include subjective complaint. physical examination. weight loss. liver and
renal function parameters and hypoglicemic condition. b|

p
| Gonmenied[s11}: Statistical data analysis are not discussed . J

TTable 1. Clinical characteristics between the groups participating in the study™
Group A Group B pf Total
n=21 n=20 n=41
Age (years) 49.81+7.41 49.75+6.97 0.979 49.78+£7.11
Sex 0.46677
male(%) 4(19) 5(25) 9(22
female(%) 17(81) 15(75) 32(78)
Systolic BP (mmHg) 146.19+£24.29 132.00+27.83 0.090 139.27+26.78
Diastolic BP (mmHg) 85.71+£12.07 83.50+21.83 0.668 84.63=17.34
Heart Rate (times/minute) 87.52:£7.32 84.70+9.60 0.295 86.15£8.53
BMI (kg/m?) 26.44+10.45 26.59+4.48 0.951 26.51+8.00
Respiratory Rate (times/minute) 20.57+1.8 21.2+1.88 0.281 20.88+1.85
Random Plasma Glucose (mg/dl) 175.48+12.04 170.30+56.89 0.769 172.79+55.38
HbLAILC 9.16x1.73 8.67+1.63 0.289 8.91x1.67
SGPT 18.76+8.23 19.66x£10.45 0.754 19.17£9.30
Creatinin 0.75+0.40 1.09+0.39 0.405 0.91+0.38
FPG (mg/dl) 198.22+93.35 184.90+83.59 0.453 196.68+82.67

PPG (mg/dl) 261.24+113.98 244.05+103.04 0.610  254.10+102.92
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Pratibha H <editor2@informaticsglobal.com> Tue, Aug 16, 2016 at 4:34 PM
To: mahalul.azam@mail.unnes,ac.id

Dear Mr. Mahalul Azam

Thank you for submitting your manuscript 7539 titled “A doubled-=blind, crossover=RCT in T2DM for evaluating
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