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Introduction: Insulin glargine provides a peak-less glucose lowering profile
and a prolonged duration of action that permits once daily dosing. Biosimilar
insulin analogues are compared on immunogenicity, safety and efficacy to
the reference biological product.

Objective: Primary objective is to evaluate percent change in anti-insulin anti-
body [AIA] to glargine in Glaritus® or Lantus® treatment arms from baseline
to six months. Secondary objective is to evaluate the change in HbA1c and
safety in both arms at six months as well as immunogenic response and safe-
ty in Glaritus® arm at 12 months.

Methods: This is a prospective, open-label, randomized, controlled, multi-
centre study in 180 type 2 diabetes mellitus (T2DM) patients inadequately
controlled on oral hypoglycaemic agents. Eligible patients were randomized
to either Glaritus® for 12 months or Lantus® for six months. Treatment was
started at 10 units once daily, which was subsequently adjusted according to
the subject’s glycaemic control. This is an interim analysis of the six months
data from the ongoing study.

Results: Out of 90 patients each randomized to Glaritus® and Lantus® arms
across 10 sites, 76 (84.4%) and 68 (75.6%) patients completed six months
treatment, respectively. There was no significant difference in percent change
in AIA titre between the groups at six months (least square [LS] mean differ-
ence[95% Cl]: 3.4% [-15.1%,21.9%], p=0.7181). In terms of reduction in HbA1c
at six months, the difference between two arms was not significant (LS mean
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