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Abstract  

Objective. To evaluate the safety and efficacy of insulin detemir in patients with diabetes mellitus in Indonesia. 

Methods. This was a multi-centre, prospective, 12-week observational study in patients with diabetes mellitus conducted 
in Indonesia.   

Results. A non-randomized sample of 1290 patients with diabetes mellitus in which most of them were type 2 diabetes 
(1285 patients, 57.4% males, mean age 54.1 ± 9.0 years, mean BMI 23.5 ± 4.1 kg/m

2
, mean duration of diabetes 6.5 ± 

4.9 years) were recruited from 121 sites. No serious adverse drug reactions (SADRs) including major hypoglycaemic 
episodes were reported at 12 weeks. The rate of total and major hypoglycaemic episodes decreased from 0.0248 to 
0.0031 episodes/patient years and from 0.0022 to 0 episodes/patient years from baseline to 12 weeks, respectively. 
Treatment with insulin detemir was associated with a reduction in HbA1c of -2.0%-point (95% CI,  -2.13 to -1.93) from 
baseline to 12 weeks. Insulin detemir also improved FPG. A slight increase of 0.12 kg (95% CI,  -0.05 to  0.29) in body 
weight was observed from baseline to 12 weeks. 

Conclusions. 12-week treatment with insulin detemir was safe and well-tolerated in Indonesian patients with type 2 
diabetes. It improved glycaemic control, decreased the risk of hypoglycaemia and was relatively weight neutral. 
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Table 1. Baseline Characteristics – type 2 diabetes
Patients previously on ‘OAD + insulin’ 

therapy 
Patients previously on ‘OAD 

therapy only’ 
Total

N 182 582 1285 

Age (Mean ±SD), years 56.0 (7.6) 55.4 (8.0) 54.1 (9.0) 

Gender, M/F (%) 57.7/42.3 56.2/43.8 57.4/42.6 

Weight (Mean ±SD), kg 58.1 (11.1) 63.2 (10.9) 61.9 (11.4) 

BMI (Mean ±SD), kg/m
2

22.6 (4.9) 23.9 (3.8) 23.5 (4.1) 

HbA1c (Mean ±SD), % 9.2 (1.5) 9.5 (1.7) 9.4 (1.8) 

Diabetes duration (Mean ±SD), years 7.3 (5.4) 6.2 (4.7) 6.5 (4.9) 

Reason(s) for starting a new therapy, n (%)    

  i) Improve glycaemic control 117 (64.3) 551 (94.7) 1078 (83.9) 

  ii) Try new insulin 144 (79.1) 324 (55.7) 762 (59.3) 

  iii) Improve weight control 41 (22.5) 259 (44.5) 488 (38.0) 

  iv) Patient dissatisfaction with current therapy 31 (17.0) 190 (32.6) 373 (29.0) 

  v) Reduce plasma glucose variability 26 (14.3) 212 (36.4) 348 (27.1) 

  vi) Unstable diabetes 25 (13.7) 176 (30.2) 306 (23.8) 

  vii) Reduce risk of hypoglycaemia 62 (34.1) 118 (20.3) 289 (22.5) 

  viii) Side effects from current therapy 9 ( 4.9) 56 ( 9.6) 138 (10.7) 

  ix) Change due to insulin pen 12 ( 6.6) 52 ( 8.9) 130 (10.1) 

SD: Standard deviation; Percentages are based on the number of subjects with non-missing values; A subject may have findings in more than one 
category in ‘Reason(s) for starting a new therapy’; BMI: Body Mass Index
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Table 2. Hypoglycaemia Reported during Treatment

Total hypoglycaemia Daytime hypoglycaemia Nocturnal hypoglycaemia

All events Major events All events Major events All events Major events

Previously on OAD + insulin  

Baseline, N=182 

N (%) 10 (5.5%) 1 (0.5%) 10 (5.5%) 1 (0.5%) 8 (4.4%) 0 (0.0%) 

Episodes/patient years 0.0247          0.0014          0.0137          0.0014          0.0110          0.0000          

Week 12, N=182 

N (%) 2 (1.1%) 0 (0.0%) 2 (1.1%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 

Episodes/patient years 0.0055          0.0000          0.0055          0.0000          0.0000          0.0000          

Previously on OAD

Baseline, N=582 

N (%) 23 (4.0%) 2 (0.3%) 21 (3.6%) 2 (0.3%) 19 (3.3%) 0 (0.0%) 

Episodes/patient years 0.0202          0.0009          0.0112         0.0009          0.0090          0.0000          

Week 12, N=582 

N (%) 5 (0.9%) 0 (0.0%) 5 (0.9%) 0 (0.0%) 2 (0.3%) 0 (0.0%) 

Episodes/patient years 0.0047          0.0000          0.0039          0.0000 0.0009          0.0000          

All patients

Baseline, N=1285 

N (%) 60 (4.7%) 8 (0.6%) 56 (4.4%) 7 (0.5%) 47 (3.7%) 3 (0.2%) 

Episodes/patient years 0.0248          0.0022          0.0153         0.0016          0.0096          0.0006          

Week 12, N=1278 

N (%) 8 (0.6%) 0 (0.0%) 8 (0.6%) 0 (0.0%) 2 (0.2%) 0 (0.0%) 

Episodes/patient years 0.0031          0.0000          0.0027          0.0000 0.0004          0.0000          

Table 3. HbA1C and FPG Change during Treatment
Variable (SD) N Baseline Final visit Absolute change 

Previously on OAD + insulin    

HbA1c, % 9 9.0 (1.6) 7.4 (0.8) -1.6 (0.8) 

FPG, mg/dL 59 206.3 (94.8) 140.7 (29.9) -65.6 (84.9) 

Previously on OAD    

HbA1c, % 147 9.5 (1.7) 7.4 (1.0) -2.1 (1.4) 

FPG, mg/dL 342 207.6 (62.6) 134.9 (34.2) -72.7 (57.1) 

All patients     

HbA1c, % 306 9.4 (1.7) 7.4 (0.9) -2.0 (1.7) 

FPG, mg/dL 615 209.3 (64.8) 136.4 (33.0) -72.9 (61.1) 

Data presented as Mean (SD)
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