
 
 
 
 
 
 
 
 
Clinical Study Synopsis 
 
This document is not intended to replace the advice of a healthcare professional and 
should not be considered as a recommendation. Patients should always seek 
medical advice before making any decisions on their treatment. Healthcare 
Professionals should always refer to the specific labeling information approved for the 
patient's country or region. Data in this document or on the related website should 
not be considered as prescribing advice. 
The study listed may include approved and non-approved formulations or treatment 
regimens. Data may differ from published or presented data and are a reflection of 
the limited information provided here. The results from a single trial need to be 
considered in the context of the totality of the available clinical research results for a 
drug. The results from a single study may not reflect the overall results for a drug. 
 
 
 
 
 
The following information is the property of Bayer HealthCare AG. Reproduction of all 
or part of this report is strictly prohibited without prior written permission from Bayer 
HealthCare AG. Commercial use of the information is only possible with the written 
permission of the proprietor and is subject to a license fee. Please note that the 
General Conditions of Use and the Privacy Statement of bayerhealthcare.com apply 
to the contents of this file. 
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Clinical Trial Results Synopsis 

 

Study Design Description 

Study Sponsor: Bayer Healthcare AG 

Study Number: 0428 NCT00000000 

Study Phase: II 

Official Study Title: 

 
Biometrically designed observation study with acarbose treatment and 

with preliminary and follow-up placebo periods in diabetic children 
(Type I) 

Therapeutic Area: Endocrinology 

Test Product 

Name of  
Test Product: 

Acarbose (BAYG5421) 

Name of  
Active Ingredient: 

Acarbose 

Dose and  
Mode of Administration: 

3 x one 50 mg tablet/day; oral 

Reference Therapy/Placebo 

Reference Therapy: Matching Placebo 

Dose and  

Mode of Administration: 
3 x one 50 mg tablet/day; oral 

Duration of Treatment: Total: 37 days  
7-day: Preliminary period 

next 10 days: Placebo 

next 10 days: Acarbose 

next 10 days: Placebo 

Date of first subjects’ first visit: Not available Studied period: 

Date of last subjects’ last visit: Not available 

Study Center(s): One investigational site treated 12 patients in one country: one center 
in Bulgaria 

Methodology: Open, non-randomized comparative study. 
The diabetic diet was adapted for use at home and followed for a 

period of several months. The patients were then put on the isocaloric 

diet (average: 2214 Kcal divided into 6 meals) again in hospital for 
the duration of the study. 

After a preliminary 7-day period, in which the patients were to 

accustom themselves to the hospital conditions (to reach steady 

state), they were initially given a placebo for 10 days, then 3 x 50 mg 

acarbose daily for 10 days and finally placebo again for a period of 10 

days. 

The urinary excretion of glucose and acetone along with blood 

pressure and body weight were measured daily. The daily blood-
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glucose profiles (7 determinations/day) were measured in each patient 

at start, in the middle and at end of each period. Determinations of 

the blood glucose with the patient's fasting (7:00 a.m.), 1 h after 

breakfast (9:00 a.m.) and of stool samples (to check for compliance) 
were carried out twice during each of placebo and acarbose periods.  

Indication/ 

Main Inclusion Criteria: 

Ten or more children with insulin-dependent diabetes (Type I) with 

age group of 10-15 and the duration of diabetes >18 months without 
remission 

Study Objectives: 

 
 Overall: 

To evaluate the efficacy and tolerability of acarbose therapy 
 Primary: 

To evaluate the efficacy and tolerability of acarbose therapy 

 Secondary: 

Not Applicable 

 

Evaluation Criteria: 

 

 

 

 

 

 

 

 Efficacy (Primary): 

Fasting blood sugar 

Postprandial blood glucose 

Urinary glucose 

Insulin doses 

 Efficacy (Secondary): 

Not Applicable 

 Safety: 

Laboratory values (haematological and clinico-chemical) 

Body weight 

Blood pressure 

Compliance 

Statistical Methods:  Efficacy (Primary)  -  if applicable: 

Since this was a non-randomized observation study, only descriptive 

statistics were presented. Mean values and standard deviations were 

calculated for the description of the group. Medians, minimum and 

maximum values were calculated for blood glucose, urinary glucose, 

age, weight, height, and the duration of diabetes. The areas under the 

curve (AUC, trapezoid rule) were calculated for daily blood-glucose 
profile. 

 Safety: 

The mean changes (mean values before and after treatment) were 

calculated for the tolerability parameters and plotted graphically in 
correlation diagrams. 

 

 

 

  

Number of Subjects: 

 
Twelve insulin-dependent Type-I diabetic children (6 boys and 6 girls).  
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Study Results 

Results Summary — Subject Disposition and Baseline 

Twelve insulin-dependent Type-I diabetic children (6 boys and 6 girls) with an average age of 

13 ± 1 year, an average weight of 42 ± 5 kg and an average height of 151 ± 9 cm were 

taken. The mean duration of diabetes was 34 months and the children were initially treated 
with 35 ± 10 units of insulin/day. 

Four patients were found to have various degrees of liver enlargement. None of the patients 

received any concomitant medication in the course of the study. One patient was temporarily 

discontinued from the study due to furunculosis which begun on the day of acarbose therapy. 
After ten days the patient was readmitted and given acarbose therapy. 

 

Results Summary — Efficacy 

The mean fasting blood-glucose value was 208 ± 109 mg/dl at the end of the first placebo 

period, decreased by 8th day of acarbose treatment (decrease of 28%) and then increased 

again to 161 ± 65 mg/dl by the end of the second placebo period. Under acarbose, the 

fasting values decreased in eight patients when compared with those in the first placebo 

period. One patient showed highest reduction from 357 to 71 mg/dl. During the second 

placebo period the values increased in four out of eight patients and decreased further in the 
other four. 

The mean postprandial blood glucose (after breakfast) was 293 ± 83 mg/dl at the end of the 

first placebo period, only 221 ± 96 mg/dl by the end of the acarbose period and there were 

no further changes in this parameter up to the end of the second placebo period (220 ± 91 

mg/dl). Under acarbose, the postprandial blood glucose (9:00 a.m.) decreased in 7 patients 

when compared to first placebo period. Two patients showed the most distinct changes (from 

446 to 125 mg/dl and from 390 to 100 mg/dl). During the second placebo period, only 4 out 
of 7 patients showed increased values. 

The mean postprandial increase (9:00 a.m.) was 85 ± 125 mg/dl at the end (day 8) of the 

first placebo period (from 208 to 293 mg/dl), 71 ± 107 mg/dl at the end of the acarbose 

period (from 149 to 221 mg/dl) and 59 ± 61 mg/dl at the end of the second placebo period 
(from 161 to 220 mg/dl).  

The mean postprandial blood-glucose value (afternoon) was 205 ± 76 mg/dl at the end of the 

first placebo period, decreased under acarbose treatment to 178 ± 85 mg/dl and then 

increased again to 231 ± 112 mg/dl by day 6 of the second placebo period. The values 

increased in 7 patients under acarbose when compared to those in the first placebo. One 

Patient showed the most distinct change (from 250 to 80 mg/dl) and 5 out of 7 patients 

showed increased values during second placebo period. 

The urinary glucose excretion decreased under acarbose when compared to placebo. The 

mean 24-h glucose excretion was 9.8 g at the end of the first placebo period, decreased 

considerably under acarbose to 0 g/24 h and again increased to 11.4 g/h in the second 
placebo period. 

The mean daily insulin dose remained unchanged throughout the entire study, fluctuating 
between 34 and 35 units/day (minimum 20, maximum 54 units/day). 

 

 

 

 

 

 



. 
 
 
 

Page 4 of 5 

 

Table1: Efficacy Variables (Mean)  

 
End of first 

Placebo therapy 
End of Acarbose 

therapy 
End of second 

Placebo therapy 
Fasting blood glucose 208 ± 109 mg/dl 149 ± 57 mg/dl 161 ± 65 mg/dl 
Postprandial blood glucose 
(9:00 a.m) 293 ± 83 mg/dl 221 ± 96 mg/dl 220 ± 91 mg/d 

Postprandial blood glucose 
(2:00 - 4:00 p.m) 205 ± 76 mg/dl 178 ± 85 mg/dl 231 ± 112 mg/dl 

24-h Urinary glucose 9.8 g/h 0 g/h 11.4 g/h 
Insulin doses 34 Units/day 35 Units/day 34 Units/day 

 

 

Results Summary — Safety 

In three patients the tolerability was reported as good and nine patients cited hunger as a 

side effect (some patients under acarbose, some under placebo and others under both). One 

patient complained of abdominal pain and diarrhoea under acarbose. One patient was 
dropped from the study due to furunculosis. 

Five patients showed elevated values of alkaline phosphatase in which one patient had 

elevated values before the acarbose treatment. Four patients had elevated triglyceride values 

which normalized under acarbose. 

The mean body weight was 42 ± 5 kg and changed slightly during the study. The individual 
changes ranged from a decrease of 0.3 kg to an increase of 2.9 kg. 

There were only slight fluctuations in mean systolic and diastolic blood pressures throughout 

the study. 

Conclusion(s) 

There was an improvement in the metabolic status of relatively unstable young Type-I 

diabetics under acarbose which gradually deteriorated after discontinuation of the acarbose 
treatment. The individual results characteristically showed wide fluctuations in some patients. 

The mean fasting values decreased by 28% under acarbose when compared to first placebo 

period. The postprandial blood glucose after breakfast (at 9:00 a.m.) also decreased by an 

average of 25% when compared to first placebo period and then remained constant during 

the second placebo period. 

The postprandial blood-glucose values in the afternoon (2:00 - 4:00 p.m.) decreased by 19% 

during the first placebo period which again decreased by 13% in the course of acarbose 
period.  

The mean postprandial rise was slightly less (16%) under acarbose when compared to first 

placebo period. There was no renewed increase in this value during the second placebo 

period. The mean postprandial blood-glucose rise after breakfast changed slightly under 

acarbose, but the initial levels (fasting values) were lower when compared to first placebo 
period. 

Acarbose treatment showed influence on the urinary glucose excretion. It decreased 

considerably under acarbose with no glucose excretion at all in few patients. During the 

second placebo period there was a gradual increase in the urinary glucose excretion. During 

the acarbose period the urinary glucose excretion was 50% lower than in first placebo period 
and 42% lower than in second placebo period. 

Some patients showed elevated triglyceride values which returned to normal range at the end 

of the acarbose period. The product was well tolerated. There was only one patient who 

complained of intestinal side effects (meteorism, diarrhoea). Out of twelve patients, all 
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except one complained of hunger as a side effect. The blood pressures also remained 

unchanged. The values of alkaline phosphatase with one exception, were already elevated 

before the acarbose treatment. The study showed that acarbose, when administered to 

insulin-dependent children, improves the metabolic condition as measured mainly by the 
urinary glucose excretion and also blood-glucose fluctuations. 

Date Created or  

Date Last Updated: 
07 July 2011 
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