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Official 

Title 

ChonBok National University Hospital Clinical Trial Center 

ChonBok National University Department of Laboratory Medicine, Professor D.C. Kim. 

Conducting 

Institute/ 

Lead 

Researcher 

An 8-week randomized, double-blind human trial to compare the efficacy and 

safety of GINST and placebo on improvement of glycemia 

ChonBok National University Hospital Clinical Trial Center 

S.Y. Kimm H.Y. Back, J.Y. Jun, M.H. Kim, S.H. Park, M.R. Oh, S.M. Han, M.J. Lee, 

B.L. Kim, J.H. Shin, S.K.Choi, J.H. Lee, M.J. Cho, J.Y. Yang, Y.H. Choi 

Study 

Researcher 

Objectives 

Clinical Study Designs 

Primary: 

   To assess the effectiveness and safety of  “GINST”  effect on glucose level control assessed 

by FPG and PPG level change data.  

Secondary: 

   To assess the effectiveness and safety of “GINST” about change of insulin(fasting plasma 

insulin <FPI>, postprandial insulin <PPI>), HbA1c, glycated albumin, fructosamine, total 

cholesterol, LDL, HDL-cholesterol and triglyceride. 
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현장 조사내용 

Randomized, double-blind, placebo human trail. 

Volunteers are treated with either GINST(960 mg/day) or placebo(960 mg/day) throughout the 

screening for 4-weeks. 

Subjects are evaluated with inclusion/exclusion criteria at screening visits.   

Subjects are recruited and randomized.  

Baseline studies were completed before  first treatment at the second visit. 

 

 

 

 

 
 

 

 

 

Experimental 

Protocol 

Clinical Trial design and Methods 

A 8-week randomized, double-blind and placebo-controlled  human trial  

GINST(960mg/day) Group 

Placebo(960mg/day) Group 

Within 4weeks 
First visit Second visit Third visit Forth visit Fifth visit 

Fasting Blood sugar Glucose Tolerance Glucose Tolerance Meal-load Meal-load Meal-load 
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GINST – Oral treatment two times per day 40 min before breakfast and dinner (480 mg/1time, 

960 mg/1day) 

Placebo - Oral treatment two times per day 40 min before breakfast and dinner (480 mg/1time, 

960 mg/1day) 

Intervention 

Effectiveness Evaluation 

 1) Primary Effectiveness Data 

     The change between Postprandial glucose(PPG) after(15, 30, 60, 90 and 120 min) consuming a 

standard meal and change of fasting glucose level between visits. 

 2) Secondary Effective Data 

   The change in fasting plasma insulin <FPI>, postprandial insulin <PPI>), HbA1c, glycated 

albumin, fructosamine, total cholesterol, LDL, HDL-cholesterol and triglyceride between visits 

Product compliance safety assessment  

 1) Adverse reactions, Laboratory medical results, Vital sign and Checkup 

Evaluation 

Criteria 

/Method 

Primary effectiveness evaluation 

  paired t-test, T-test  

Secondary effective evaluation 

  T-test, Chi-square test 

Rate of subjects who had adverse reactions were summarized and provided in double-blind test 

groups during human trial. The list of subjects out of normal range is also reported.  

Statistical 

analysis 

Clinical Trial design and Methods 
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1. The primary outcome 

  ① First · fifth visit (75-g Oral Glucose Tolerance Test(OGTT)) 

    Glucose level decreased in GINST group and increased in placebo group. 

It indicated statistically significant differences especially in changes of fasting plasma 

glucose level before(40min, p=0.002) dietary supplement and just before consuming glucose 

drink(0min, p=0.021) and also in postprandial glucose after 30min(p=0.024) and 

60min(p<0.001)  between the treatment groups. 

 ② Second · third · forth visit(meal-load) 

    Blood sugar level is decreased in GINST group and increased in placebo group  

It indicates statistically significant differences especially in changing of fasting plasma 

glucose (p<0.001) and postprandial glucose after 30min(p=0.002) and after 60min(p=0.018) 

between the treatment groups.  

2. The secondary outcome 

  ① First · fifth visit 

    It shows statistically significant differences(p=0.045) between administered groups by 

increasing the insulin level right before consuming glucose drink(0min) in placebo group.  

  ② Second · third · forth visit 

    The concentration of fasting insulin and after meal insulin, glycated albumin, 

fructosamin, total cholesterol, triglyceride, LDL-cholesterol, HbA1c did not showed any 

significant differences before and after 4∙ 8 weeks human trial product treatment in groups. 

HDL-cholesterol indicated likely decrease in GINST group. Changes showed statistically 

significant difference between treatment groups(p=0.032).  

Results 

Results 
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3. Stability trial results 

Among 60 different consumed human trial treatment, adverse events were reported during 

the intervention. But the number of adverse event subjects and occurrences is not 

significantly different between the groups.  

The results of laboratory medical , checkup, vital sign and ECG did not show any 

meaningful change clinically before and after the 4∙ 8 weeks human trial product treatment.  

Results 

Results 
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Insulin is likely to 

decrease after 

treated GINST 

         Placebo increase 

significantly just 

before glucose drink 

Insulin is likely to decrease in GINST and increase  in 

placebo after glucose drink during OGT Test 

Oral Glucose Tolerance Results (OGTT) - Insulin 

before administration 

after 8weeks 

 

before administration 

after 8weeks 
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Glucose levels decrease significantly at before (-40 min and 0 min)and after (30 

and 60 min) consuming a glucose drink in GINST compared to placebo during 

OGT test 

OGTT Results - glucose levels 
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Insulin levels decrease 

significantly just before 

meals in GINST 
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Insulin levels are likely to 

slight decrease after 

meals in placebo 

Results – Postprandial insulin test 

 
After 4weeks treatment 

after 8weeks treatment 
 

 

 
On the first day 

 
After 4weeks treatment 

after 8weeks treatment 
 

 

 
On the first day 

Postprandial insulin is likely to decrease in both GINST and placebo 

at postprandial insulin test but no difference between two groups 
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Glucose levels decrease 

significantly at fasting and 

after 30, 60 min meal in 

GINST compared to placebo 

Results – Postprandial glucose levels 
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Clinical Result-  Lipid blood test after a meal 

GINST 

GINST GINST 

     On the first day         After 4 weeks treatment         After 8 weeks treatment 

     On the first day         After 4 weeks treatment         After 8 weeks treatment 

     On the first day      After 4 weeks treatment After 8 weeks 

treatment 

     On the first day      After 4 weeks treatment After 8 weeks 

treatment 

Total cholesterol and LDL- C decrease significantly after a meal in 

GINST group during lipid blood test (all normal ranges) 
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 1. Fasting glucose level 

   Fasting glucose levels are more likely to decrease in GINST groups and increase in 

placebo groups. 

 2. Postprandial glucose level 

 Postprandial glucose level is more likely to decrease in GINST groups and increase     

 in placebo groups.  

3. The relative index of glucose level  

There were no significant differences between the treatment groups in fasting 

plasma insulin levels, postprandial insulin levels, glycated albumin, frctosamine, 

total cholesterol, triglyceride, LDL- cholesterol, HbA1c. 

HDL- cholesterol indicates likely decrease in the GINST group. 
 

GINST demonstrates glucose control function by decreasing 

fasting glucose levels and glucose level after 30, 60min meals 

significantly.  

 

Also, no adverse events or changes were reported(considered 

clinically significant), so there are no safety issues.  

Conclusions 
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Ilhwa Human Trial Statistics Analysis  

Supplementary Data 

 

 

A 8-week randomized, double-blind human trial  

to compare the efficacy and safety of GINST and placebo 

 on improvement of glycaemia 

 
2011. 09. 22.  

http://www.ilhwa.co.kr/


Ginseng Research Institute 

2. 시  장  현  황 
 

 

 
 
     

Fasting  plasma glucose and postprandial plasma glucose – revision of early stage fasting glucose, compare between two groups during the secondary visit 

Meal-load 

min 

min 

min 

min 

min 
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Fasting  plasma glucose and postprandial plasma glucose – revision of early stage fasting glucose, compare between two groups during the third visit 

min 

min 

min 

min 

min 
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Fasting  plasma glucose and postprandial plasma glucose – revision of early stage fasting glucose, compare between two groups during the forth visit 

min 

min 

min 

min 

min 
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Oral Glucose Tolerance Test(OGTT) 

Fasting  plasma glucose and postprandial plasma glucose – revision of early stage fasting glucose, compare between two groups during the primary visit 

min 

min 

min 

min 

min 

min 

min 
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Fasting  plasma glucose and postprandial plasma glucose – revision of early stage fasting glucose, compare between two groups during the fifth visit 

min 

min 
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min 

min 
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