INSULIN ASPART EFFICACY AND SAFETY COMPARED TO HUMAN SOLUBLE INSULIN
AND HUMAN PREMIX INSULIN (30/70) IN PATIENTS WITH TYPE 2 DIABETES MELLITUS

Aims: The aim of the present study was, in an open-labelled, randomised, 3-arm parallel-group design
including a 1-3 weeks titration period and a 3 months maintenance period to compare in patients with
OHA or premix insulin treated type 2 diabetes the efficacy and safety of (1) preprandial insulin aspart
(IAsp) (with or without bedtime NPH insulin), (2) preprandial human soluble insulin (HI) (with or without
bedtime NPH insulin), (3) with human premix insulin (MIX) (once or twice daily).

Patients and Methods: 231 (130 M/ 101 F) type 2 patients from 30 centres with a mean age of 62.2
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completed the trial according to the protocol. HbAlc, 7-point blood glucose (BG) profiles, fasting blood
glucose, insulin dosage, hypoglycaemic episodes, adverse events and standard safety parameters were
measured. The primary efficacy endpoint was the change of HbAlc from baseline to the last visit.
Analysis for equivalence was performed by T-tests with alpha = 0.83% for each of 3 subtests.

Results: Equivalence with regard to HbAlc between the 3 therapies could not be demonstrated. HbAlc Obj ectives (1)
decreased by 0.91% (SEM 0.12) in the IAsp group, by 0.73% (SEM 0.10) in the HI group and by 0.65%

(SEM 0.13) in the MIX group. Postprandial BG levels decreased most pronounced in the IAsp group: 8
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