
 
 
 
 
 
 
 
 
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: 0696 NCT00000000 

Study Phase: III 

Official Study Title: Double-blind, cross-over clinical study at a single centre to compare 

acarbose (BAY G 5421) with placebo in respect of efficacy and 

tolerability in patients with cystic fibrosis and pathological glucose 
tolerance (pilot study) 

Therapeutic Area: Endocrinology 

Test Product 

Name of  
Test Product: 

Acarbose (BAYG5421) 

Name of  
Active Ingredient: 

Acarbose 

Dose and  
Mode of Administration: 

BAY G 5421-active substance, 50-mg-tablets; t.i.d., orally 

Reference Therapy/Placebo 

Reference Therapy: Matching Placebo 

Dose and  

Mode of Administration: 
BAY G 5421-placebo, 50-mg-tablet, t.i.d., orally 

Duration of Treatment: 2 periods of 5 days each, separated by 1 day of wash out 

Date of first subjects’ first visit: 09 Nov 1993 Studied period: 

Date of last subjects’ last visit: 02 Sep 1995 

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

Methodology: Single-centre, randomized, double-blind, placebo-controlled cross-

over; test substance administered for five days; on test days (profiles 

in the morning) administered with a test meal consisting of a 

commercially available nutrient drink used for hyperalimentation, 
equivalent to 1.75 g carbohydrates/kg body weight, maximum 75 g.  

Indication/ 

Main Inclusion Criteria: 

•Age: 7 to 25 years 

•Proven cystic fibrosis 

•Pathological glucose tolerance after a test meal as described below: 

•Blood glucose fasting < 120 mg/dl (6.7 mmol/l) and 2h pp > 120 

mg/dl (6.7 mmol/l); 

or 

•Blood glucose fasting < 120 mg/dl (6.7 mmol/l) and at least two 

mid-test (30, 60, 90 min pp ) values > 180 mg/dl (10 mmol/l) 

•No antidiabetic treatment within 6 months before start of study 

•No serious impairment of liver or renal function 
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Study Objectives:  Overall: 

Effect of acarbose on postprandial profiles of blood glucose, insulin, 

and C-peptide in patients with cystic fibrosis and pathological glucose 

tolerance. 

Evaluation Criteria: 

 

 

 

 

 

 Efficacy (Primary): 

Serum concentrations of blood glucose, insulin, and C-peptide (time 

courses, C-peptide/insulin). 

 Safety: 

Patient's subjective symptoms (adverse events) and routine 

biochemical and hematological parameters. 

  Pharmacokinetics: 

Cmax, AUC, Cmax/AUC for blood glucose, insulin, and C-peptide 

Statistical Methods:  Efficacy (Primary)  -  if applicable: 

The mean values (at 0, 30, 60, 90, 120, and 180 min) of glucose, 

insulin and C-peptide were analyzed by an exploratory testing 
procedure. 

The residual effect (carry-over, treatment-period interaction) and 

period effect were tested and analyzed using a two-sided t-test. 

Additionally, the treatment effects in the 1st and 2nd periods were 
investigated separately by two-sided t-tests. 

The means and standard deviations of the efficacy parameters were 

calculated for both treatments to estimate the effect of the study 

medication without regarding the special conditions of the cross-over 

design. 

 Safety: 

Adverse events and changes in routine laboratory values were 

considered. 

  Pharmacokinetics  -  if applicable: 

Cmax, AUC and the quotient of Cmax and AUC were analysed by an 

exploratory testing procedure. 

Number of Subjects: Total no. of subjects: 12 (5 males and 7 females). 

Every patient received every treatment (cross-over). 

Twelve patients were valid for efficacy analysis (6 of them received 

first acarbose, then placebo and 6 received first placebo, then 
acarbose). 

There were no drop-outs in the study. 

Study Results 

Results Summary — Subject Disposition and Baseline 

The 12 patients enrolled into this study were 8 to 22 years of age (median: 15 years); 5 were 

male and 7 were female. Their heights ranged from 129 cm to 179 cm, their weights from 

21.0 kg to 58.0 kg. They had suffered from cystic fibrosis (CF) for a median 162 months 

(range: 72 to 260). Their impaired glucose tolerance (lGT) had been known for a median 5.5 
months (0 to 21). 

There were no drop-outs and major protocol violations. Three patients suffered from 

concomitant diseases. All patients took concomitant medication. All of them were treated with 

digestive enzymes and vitamins; antibiotics and expectorants were admistered to them 
during hospitalization. 
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Results Summary — Efficacy 

The mean blood glucose value at the start of the study (baseline) was 8.9 mmol/L. The mean 

blood glucose values at the end of acarbose and placebo periods were 6.1 mmol/L and 7.5 

mmol/L respectively. 

The mean serum insulin value at the start of the study (baseline) was 50 mmol/L. The mean 

serum insulin values at the end of acarbose and placebo periods were 27.2 mmol/L and 38.9 
mmol/L respectively. 

The mean C-peptide value at the start of the study (baseline) was 1.8 mmol/L. The mean C-

peptide values at the end of acarbose and placebo periods were 1.1 mmol/L and 1.7 mmol/L 
respectively. 

The relative changes of mean postprandial glucose, insulin and C-peptide with acarbose when 

compared to placebo were -18.7%, -30.1% and -35.3% respectively. 

Table 1: Efficacy parameters  
Blood Glucose  Serum insulin  C-peptide   

Mean 0 – 180 [mmol/L] (SD) (approx)  
Baseline 8.9 (1.2) 50.0 (23.1) 1.8 (0.5) 
Acarbose 6.1 (0.8) 27.2 (12.7) 1.1 (0.5) 
Placebo 7.5 (1.4) 38.9 (16.7) 1.7 (0.4) 
Relative change (%) -18.7% -30.1% -35.3%  

Results Summary — Safety 

Eight patients suffered from a total of 19 adverse events in which 5 events started before 

treatment, one during wash-out, 5 during placebo and 12 during acarbose treatment. With 

acarbose, 9 out of 12 events were of gastrointestinal nature (flatulence, diarrhea, abdominal 

cramps) and with placebo one out of 5 was of gastrointestinal nature (flatulence). After the 

end of the study, all adverse events were resolved. 

Severity was rated as mild to moderate, except one which was "severe" with placebo. All 

events were reversible and 4 events required remedial action. No drop-outs, serious adverse 
events or deaths occurred. 

Physical finding, i.e. concomitant diseases, remained unchanged during the study. 

 

Results Summary — Pharmacokinetics 

The mean (±SD) Cmax (with AUC) for blood glucose at the start of the study (baseline) was 

13.5±2.0 mmol/L (9.2±1.5). The mean Cmax (with AUC) values at the end of acarbose and 

placebo periods were 8.0±1.8 mmol/L (6.2±0.9) and 11.6±2.7 mmol/L (7.6±1.6) 
respectively. 

The mean(±SD) Cmax (with AUC) for serum insulin at the start of the study (baseline) was 

95.8±49.2 mmol/L (54.8±27.2). The mean Cmax (with AUC) values at the end of acarbose 

and placebo periods were 45.2±25.2 mmol/L (28.3±13.2) and 80.5±44.6 mmol/L 
(41.5±18.1) respectively. 

The mean (±SD) Cmax (with AUC) for C-peptide value at the start of the study (baseline) 

was 2.9±0.8 mmol/L (1.9±0.5). The mean Cmax (with AUC) values at the end of acarbose 

and placebo periods were 1.7±0.7 mmol/L (1.2±0.5) and 2.6±0.7 mmol/L (1.8±0.5) 

respectively. 

The relative changes in Cmax for mean postprandial glucose, insulin and C-peptide with 

acarbose when compared to placebo were -31.0%, -43.9% and -34.6% respectively. 
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Table 2: Pharmacokinetic parameters [mean(SD)] 
Blood Glucose  Cmax [mmol/L] AUC [mmol/L x 180 min] C max / AUC 
Baseline 13.5 (2.0) 9.2 (1.5) 1.5 (0.1) 
Acarbose 8.0 (1.8) 6.2 (0.9) 1.3 (0.2) 
Placebo 11.6 (2.7) 7.6 (1.6) 1.5 (0.2) 
Relative change (%) -31.0% -18.4% -13.3% 
Serum insulin 
Baseline 95.8 (49.2) 54.8 (27.2) 1.7 (0.2) 
Acarbose 45.2 (25.2) 28.3 (13.2) 1.6 (0.2) 
Placebo 80.5 (44.6) 41.5 (18.1) 1.9 (0.6) 
Relative change (%) -43.9% -31.8% -15.8% 
C-peptide 
Baseline 2.9 (0.8) 1.9 (0.5) 1.5 (0.2) 
Acarbose 1.7 (0.7) 1.2 (0.5) 1.4 (0.1) 
Placebo 2.6 (0.7) 1.8 (0.5) 1.5 (0.2) 
Relative change (%) -34.6% -33.0% -6.7%  

Conclusion(s) 

In this study, Acarbose statistically significantly reduced postprandial blood glucose, serum 

insulin and C-peptide values, calculated as mean pp-value, maximum concentration (Cmax) 

and area under the curve (AUC) in patients suffering from cystic fibrosis and showing 
pathological glucose tolerance. 

Date Created or  

Date Last Updated: 
22 July 2011 
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