
 
 
 
 
 
 
 
 
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: 9981 NCT00000000 

Study Phase: N/A 

Official Study Title: 

 
Assessment of efficacy and tolerability of Acarbose in children under 
16 years 

Therapeutic Area: Endocrinology 

Test Product 

Name of  
Test Product: 

Acarbose (BAY G 5421) 

Name of  
Active Ingredient: 

Acarbose 

Dose and  
Mode of Administration: 

Four dose ranges were administered as follows 

50-150 mg (n=23); >150 - 300 mg (n=34); >300-450 mg (n=2); 
>450-600 mg (n=6) 

All the doses were administered orally 

Reference Therapy/Placebo 

Reference Therapy: Not Applicable 

Dose and  
Mode of Administration: 

Not Applicable 
 

Duration of Treatment: Majority of patients were treated upto 74 days (n=46) and few 
patients underwent treatment upto 135 days (n=19) 

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

Date of last subjects’ last visit Not Available 

Study Center(s): Not Available 

Methodology: This was a prospective, open label, uncontrolled study evaluating the 
efficacy & safety of acarbose 50-600 mg in children less than 16 years 
of age with type I diabetes mellitus (TIDM) and obesity. The efficacy 
and tolerability of acarbose was investigated in children with diabetes 
mellitus or obesity (n = 73) on the basis of the data pool. As 
expected, all 65 diabetes patients were TIDM. Most of the cases 
(n=46) were treated for upto 74 days The majority of the patients 
with diabetes (n = 58) had to adhere to a diet The daily diet contained 
on an average 2198 kilocalories. During treatment with acarbose, the 
patients received on average 223 g carbohydrate, 86 g fat and 111 g 
protein. These data were in part documented only for a small number 
of the patients (n = 27 and 16). 

Indication/ Children under 16 years of age with type I diabetes mellitus 
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Main Inclusion Criteria: 

Study Objectives: 

 
 Overall: 

To test the efficacy and tolerability of acarbose in children under 16 
years of age 
 Primary: 

To test the efficacy and tolerability of acarbose in children under 16 
years of age 
 Secondary: 

Not Applicable 

Evaluation Criteria:  Efficacy (Primary): 

The primary assessment parameteres were reduction of fasting and 
2 hr post-prandial blood glucose, HbA1c and urine glucose at the end 
of acarbose therapy. 
 Efficacy (Secondary): 

Not Applicable 
 Safety: 

The safety assessment parameters were change from baseline in body 
weight, blood pressure, laboratory examination (hematology and 
serum chemistry) and occurance of adverse events  

Statistical Methods:  Efficacy (Primary)  -  if applicable: 

Since data was heterogeneous, the methods of closed statistics and 
significance tests were not applied in the statistical evaluations. The 
results of these evaluations are to be regarded as an exploratory data 
analysis. 
 Efficacy (Secondary)  -  if applicable: 

Not Available 
 Safety: 

Not Available  

  

Number of Subjects: 

 
A total number of 73 patients participated in the study, type I diabetes 
mellitus (n=65) and obesity (n=8) 

Study Results 

Results Summary — Subject Disposition and Baseline 

Out of total of 73 subjects participating in the study, 49 (67.1%) subjects completed the 
study. Five (6.9%) subjects prematurely discontinued treatment due to the following 
reasons; gastrointestinal side effects (2 subjects), non-gastrointestinal (1 subject), non-
medical causes (1 subject) and concomitant diseases (1 subject). 19 (26.0%) subjects were 
considered drop outs with no information. 

The median age of the 65 children with diabetes (all IDDM) was 13 years. They weighed on 
average 42 kg (males) and 43 kg (females), and the mean height was 151 cm. The majority 
of the children were female (n = 35)  

Maximum incidence of concomitant diseases was observed in endocrine/nutritional/metabolic 
diseases seen in 4 (5.4%) subjects and symptoms/signs/ill-defined conditions seen in 4 
(5.4%) subjects. Fifty six (76.7%) subjects did not have any concomiatant illness. Majority of 
subjects ie.68 (93.15%) did not report use of any concomitant medications. Insulin 
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preparations with a medium duration of effect were most frequently recorded (n = 42). In a 
number of patients, the insulin dose was changed during treatment (up to 8 times). During 
treatment with acarbose, the first documented insulin dose in the majority of children (n=48) 
with diabetes was between 21 and 60 IU/day. 

Results Summary — Efficacy 

During acarbose therapy a clear reduction in post-prandial blood sugar was observed. There 
was a mean reduction of 42 mg/dl from baseline in the 2 h post-prandial blood sugar (after 
breakfast) on acarbose therapy. The reduction in the fasting values was far less marked        
(- 11 mg/dl). A mean reduction in HbA1c of 0.57 percentage points was achieved.irrespective 
of the duration of therapy. A more marked reduction of 0.78 percentage points was seen in 
HbA1c in subjects with a treatment duration of ≥ 2 months Excretion of urinary glucose also 
decreased by end of therapy (-0.14g/24h). Following table summarizes the pre-treatment 
and end of therapy results obtained for the efficacy variables. 

 

Summary of Change from Baseline for Efficacy Variables 
Efficacy Variable Examination time N Mean (SD) 

Pre-treatment 36 208.9 (81.4) 
End of therapy 36 198 (90.0) 

Fasting Blood Glucose        
(mg/dL) 

Difference 36 -10.9 (88.1) 
Pre-treatment 33 261.0 (80.8) 
End of therapy 33 218.7 (100.4) 

Post-Prandial Blood Glucose 
(mg/dL) 

Difference 33 -42.3 (125.5) 
Pre-treatment 29 10.6 (3.3) 
End of therapy 29 10.1 (2.8) HbA1c (%) 
Difference 29 -0.6 (1.9) 
Pre-treatment 25 33 (30.9) 
End of therapy 25 19 (26.8) 

Urine Glucose (Total 24 hr) 
(gm/24Hrs) 

Difference 25 -14.0 (30.0) 

 

Body weight remained almost constant after therapy with acarbose (baseline and post-
therapy values approximately 45 kg). Blood pressure both systolic as well as diastolic also 
hardly changed incomparison with the baseline 

 

Results Summary — Safety 

Majority of the children (n=34) received daily dose of >150-300 mg and most of the cases 
(n=46) were treated for upto 74 days. 

The clinical, biochemical and haematological laboratory examinations that were carried out in 
order to evaluate tolerance, provided no evidence of any intolerance. 

Among the 73 children, 37 (50.7 %) exhibited undesirable side-effects, in some cases several 
per person. The number of subjects with digestive side-effects was 30 (41 %). The 
distribution of the 60 side-effects reported shows that in most cases they occurred as 
flatulence seen in 18 (24.7 %) subjects or diarrhea seen in eight (11 %) subjects. Other 
adverse events seen with incidence of more than 5% were hypoglycaemia and increased 
appetiite seen in 7 (9.6%) subjects each and abdominal pain seen in 6 (8.2%) subjects. Five 
(6.9 %) subjects prematurely discontinued treatment while on acarbose therapy. Of these, 
two subjects discontinued due to gastro-intestinal side-effects and one patient on account of 
other side-effects. Remaining two subjects withdrew due to concomitant diseases (1 subject) 
and non-medical causes (1 subject). Following table presents frequency distribution of 
adverse events by primary class. 
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Frequency Distribution of Adverse Events by Primary Organ Class 
Primary System Organ Class  Total No. of patients (%) 
Body as a whole 7 (9.6) 
Cardiovascular system 1 (1.4) 
Digestive system 30 (41.1) 
Metabolic and nutritional disorders 7 (9.6) 
Nervous system  1 (1.4) 
Psychiatric diosorders 1 (1.4) 
Skin and appendages 1 (1.4) 
Unclassified 3 (4.1) 

 

At the end of therapy there were no noticeable differences from the baseline values in 
laboratory parameters. Only in isolated cases changes from the baseline values were found 
lay outside the physiological range for the parameter in question. Slight changes from the 
baseline values were determined only for triglycerides (-35 mg/dL) and cholesterol (-7 
mg/dL). 

Conclusion(s) 

• At the end of therapy there was a mean reduction in fasting blood glucose by 11 mg/dl 
(n=36), mean reduction in 2 hr post-prandial blood glucose by 42 mg/dl (n=33), mean 
reduction in HbA1c by 0.6 % (n=29) and mean reduction in urine glucose by 14 gm/24hr 
(n=25) 

• However in Patients who underwent treatment for > 2 months, at the end of therapy 
there was a mean reduction in 2 hr post-prandial blood glucose by 98 mg/dl (n=10) and 
mean reduction in HbA1c by 0.8 % (n=21) 

• There was no significant change of body weight or blood pressure noticed from 
baseline to end of therapy, a mean variation of 0.6 Kg in body weight was observed (n=46) 
and a mean variation of 0.2/2 mmHg in blood pressure was observed (n=22) 

• The laboratory examinations of hematology and serum chemistry results showed no 
significant evidance of intolerance to acarbose thearpy 

• Adverse events were observed in 51 % of patients (n=37) and 41 % (n=30) of the 
adverse events involved digestive system  

• In the course of study 8.2% (n=6) patients discontinued prematurely, 2.7% (n=2) 
due to gastro-intestinal adverse events, and other reasons for discontinuation were either 
non-gastrointestinal adverse events, non-medical reason or due to concomitant diseases. 

 

Date Created or  
Date Last Updated:  

02-Sep-2011 
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