
 
 
 
 
 
 
 
 
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: 0634 NCT00000000 

Study Phase: III 

Official Study Title: Clinical study to investigate the efficacy and tolerability of acarbose 
(BAY g 5421) versus placebo in diabetic children receiving 
conventional insulin treatment, with particular regard to variations in 
the blood glucose level 

Therapeutic Area: CV Risk Management 

Test Product 

Name of  
Test Product: 

Acarbose (BAY G 5421) 

Name of  
Active Ingredient: 

Acarbose 

Dose and  
Mode of Administration: 

50 mg (one tablet) q. i.d, orally (i.e. 200 mg/day) 

Reference Therapy/Placebo 

Reference Therapy: Matching placebo 

Dose and  
Mode of Administration: 

50 mg (one tablet) q.i.d,.orally 

Duration of Treatment: 18 weeks 

Date of first subjects’ first visit: 23 May 1991 Studied period: 

Date of last subjects’ last visit: 03 Mar 1992 

Study Center(s): One investigational site treated patients in one country: One center in 
Germany. 

Methodology: This was a unicentre, randomized, placebo-controlled, double-blind 
two-arm group comparison study. The study consisted of a screening-
visit, 6 to 1 week prior to randomisation and 4 visits to the clinic 
during the 18 weeks of treatment. One tablet was to be swallowed 
with the first mouthful of each of the three main meals and late snack. 
The dosage is either: one placebo tablet 4 times a day, or one 50-mg 
acarbose tablet 4 times a day (= 200 mg/day). During the study, the 
patients received dietary and insulin treatment optimized to meet their 
individual needs in respect of energy intake and metabolic status, as 
determined on the basis of age. 

Indication/ 

Main Inclusion Criteria: 
- Overt type-1-diabetes mellitus (IDDM) 

- Age: 6 - 16 years 

- Receiving conventional insulin treatment beyond the remission phase 
(≥ 0.5 IU/kg/day) 

- HbA1c 6 - 12% 
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- History of diabetes > 3 months 

Study Objectives:  Overall: 

To investigate the effect of acarbose versus placebo, on parameters of 
metabolic control, including the difference between daily maximum 
and minimum blood glucose concentrations and acarbose's tolerability 
in out-patient diabetic children receiving conventional insulin 
treatment. 
 Primary: 

Not applicable. 
 Secondary: 

Not applicable 

Evaluation Criteria: 

 

 
 

 

 

 

 

 

 

 

 Efficacy (Primary): 

Difference between the maximum and the minimum blood glucose 
concentration each day, expressed as a mean of the values obtained 
over 7 days of self-monitoring. 
 Efficacy (Secondary): 

HbA1c, fructosamine, urinary glucose, hydroxybutyrate/creatinine 
ratio, and cortisol/creatinine ratio. 
 Safety: 

Judged by clinicochemical and hematological parameters and patients' 
reports of any adverse events. 

Statistical Methods:  Efficacy (Primary)  -  if applicable: 

Mean difference between blood glucose maximum and minimum 
during the 18th week of treatment was evaluated by analysis of 
covariance with adjustment for the corresponding baseline values. 
 Efficacy (Secondary)  -  if applicable: 

The secondary efficacy criteria of HbA1c fructosamine, and urinary 
glucose were analysed descriptively (mean, standard deviation, 
median, minimum, maximum, lower quartile, and upper quartile. 
 Safety: 

Not applicable. 

  

Number of Subjects: 

 
A total of 31 patients were randomized into this study, 15 to the 
acarbose (5 boys, 10 girls) and 16 to the placebo-group (11 boys, 5 
girls). One patient was randomized incorrectly.  

Study Results 

Results Summary — Subject Disposition and Baseline 

Out of 31 patients randomized into this study, 27 patients (15 acarbose, 12 placebo) were 
valid for efficacy analysis and all 31 patients (15 acarbose, 16 placebo) were taken for safety 
analysis. There was only one drop-out in this study (in placebo group) which was not related 
to any adverse event. 

The mean age (± standard deviation) was 12.4±2.2 years in the acarbose, and 12.4±2.8 
years in the placebo group. The mean height was 155.8±13.2 cm in the acarbose group and 
153.2±13.6 cm in placebo group. The children receiving acarbose weighed 50.5±14.6 kg and 
patients in placebo weighed 45.2±12.1 kg. 
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All children were type-1-diabetics, treated with neither sulfonylureas nor biguanides. None of 
them showed diabetic complications. None had known allergies nor drug intolerabilities. The 
median duration of diabetes was 63 (8-150) months in the acarbose and 51 (16-166) months 
in the placebo group. For all children, a diet was prescribed from the onset of diabetes which 
contained 7442±1132 kjoule/day in the acarbose group and 7968±1444 kjoule/day in the 
placebo group. 

The patients were treated since 59 (8-150) months with insulin for acarbose group or since 
51 (16-166) months with insulin for placebo group. The total insulin dosage was 40.60±12.23 
IU/day in the acarbose group and 37.94±14.51 IU/day in the placebo group. 

At the start of the study, one patient (placebo) suffered from neurodermatitis and alopecia 
areata. One patient (acarbose) suffered from bacteriuria and leucocyturia (both 
asymptomatic) and was treated with medication. Another patient (in acarbose group) 
suffered from angina tonsillaris. 

Results Summary — Efficacy 

The mean difference between max. and min. of daily blood glucose during the start of study 
(week 0) was 138.1±57.3 mg/dl in acarbose group and 143.6±47.5 mg/dl in placebo group. 
In week 18 the mean values decreased to 115.6±55.4 mg/dl (acarbose group) and 
118.0±49.8 mg/dl (placebo group). The change in the difference between max. and min. of 
daily blood glucose after 18 weeks when compared to week 0 was -22.5±38.0 mg/dl 
(acarbose group) and -25.6±36.7 mg/dl (placebo group). 

 
Table 1: Difference between max. and min. of daily blood glucose [mg/dl] 

(means ± SD) (5 measurements/day for 7 days)  
Acarbose Placebo 

Week 0 138.1 ± 57.3 143.6 ± 47.5 
Week 6 128.6 ± 53.9 128.4 ± 40.1 
Week 12 124.9 ± 55.2 124.9 ± 36.3 
Week 18 115.6 ± 55.4 118.0 ± 49.8 
Change in the difference between max. and min. of daily blood glucose, compared 

to week 0 [mg/dl] 
After 6 weeks -9.5 ± 45.6 -15.2 ± 38.0 
After 12 weeks -13.2 ± 42.6 -18.7 ± 31.7 
After 18 weeks -22.5 ± 38.0 -25.6 ± 36.7 

 

The mean HbA1c (%) values during the start of study (week 0) was 7.72±1.40% in acarbose 
group and 7.99±1.82% in placebo group. The mean values in week 18 were 7.77±1.37% 
(acarbose group) and 7.62±1.40% (placebo group). The change in the difference in HbA1c 
after 18 weeks was 0.14±1.32% (acarbose group) and -0.12±0.80% (placebo group). 

Table 2: Mean HbA1c (%) values 
 Acarbose (mean ± SD) Placebo (mean ± SD) 
Week 0 7.72 ± 1.40 7.99 ± 1.82 
Week 18 7.77 ± 1.37 7.62 ± 1.40 

Difference in HbA1c (%points) (mean ± SD) 
After 18 weeks 0.14 ± 1.32 -0.12 ± 0.80 

 

The mean fructosamine (μmol/l) values during the start of study (week 0) was 424.53±76.19 
μmol/l in acarbose group and 442.09±132.23 μmol/l in placebo group. In week 18 the mean 
values decreased to 400.86±99.26 μmol/l (acarbose group) and 415.08±95.80 μmol/l 
(placebo group). The change in the difference in fructosamine after 18 weeks was 
-23.15±70.16μmol/l (acarbose group) and -10.66±65.83 μmol/l (placebo group).  
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Table 3: Mean Fructosamine (μmol/l) values 
 Acarbose (means ± SD) Placebo (means ± SD) 
Week 0 424.53 ± 76.19 442.09 ± 132.23 
Week 18 400.86 ± 99.26 415.08 ± 95.80 

Difference in fructosamine (μmol/l) (means ± SD) 
After 18 weeks -23.15 ± 70.16 -10.66 ± 65.83 

During the study period the placebo-treated patients did not excrete glucose with their urine 
on 50% of all days, in the acarbose group, however, the rate of urinary-glucose-free days 
was 69%.  

The mean insulin dosage (IU/day) values during the start of study (week 0) were 36.6±10.6 
IU/day in acarbose group and 38.1±14.8 IU/day in placebo group. The mean values in week 
18 were 39.4±11.5 IU/day (acarbose group) and 39.5±15.5 IU/day (placebo group). The 
change in the difference in insulin dosage after 18 weeks was 2.8±6.0 IU/day (acarbose 
group) and 1.4±2.6 IU/day (placebo group). The number of hypoglycemic symptoms during 
the night decreased slightly in the placebo group, while the decrease is more marked in the 
acarbose group. The number of patients with/without nightly hypoglycemic symptoms per 
week was not changed in the placebo, but markedly reduced in the acarbose group (-62%). 

Results Summary — Safety 

Nine acarbose-treated patients (60%) and 3 placebo-treated patients (19%) experienced 
adverse events, almost exclusively of gastrointestinal nature or hypoglycemias. None of these 
adverse events led to the drop outs, there was only one drop-out in this study (in placebo 
group) which was not related to any adverse event. None of the patients died. The adverse 
events were not considered as "serious" by the investigator. 

The systolic and the diastolic blood pressure as well as the heart rate remained almost 
constant during the study. The patients' body weight increased during the 18 weeks of 
treatment in the acarbose-group by approximately 1 kg and in the placebo-group by 
approximately 2 kg. After 18 weeks of treatment, the height of patients in both the groups 
increased by approximately 1 cm when compared to visit 2. 

Conclusion(s) 

Eighteen weeks acarbose treatment was well tolerated by diabetic children. The metabolic 
control that had already been well at the beginning of the study was not changed. The 
difference between the daily blood glucose maximum and minimum showed no difference 
between acarbose and placebo which might be due to an insufficient number of daily 
measurements and an insufficient accuracy of home monitoring methods. A conclusion on the 
beneficial effect of acarbose as compared to placebo can be drawn from the improved, i.e. 
reduced frequency of patients with signs of nocturnal hypoglycemia and from the increased 
number of days without excretion of urinary glucose. 

Date Created or  
Date Last Updated: 

22 July 2011 
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