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Table 1 Baseline characteristics of patients with DFU compared with the full analysis set.
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Introduction Table 2 Complications associated with DFU events.

e Diabetic foot syndrome, which includes diabetic foot ulcer (DFU), is
a leading cause of hospitalisation among all possible complications
in patients with type 2 diabetes (T2D),"? with >10% of these
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— Information on diabetes complications and risk factors for DFU
was collected at baseline.

e In the LEADER trial, a selective and targeted approach to safety-
data collection was applied, and reporting was required only for
events meeting the definition of a serious adverse event (SAE) or a
prespecified Medical Event of Special Interest (MESI). DFU was a MESI

*A total of 21 events in 21 patients identified by the MedDRA search, but subsequently found to be unrelated to DFU, or reported as complications to a previously reported DFU were excluded from the
analysis. BMI, body mass index; DBP, diastolic blood pressure; DFU, diabetic foot ulcer; HbA. , glycated haemoglobin; LDL, low-density lipoprotein; MedDRA, Medical Dictionary for Regulatory Activities;

N, number of patients; OAD, oral antidiabetic drug; SBP, systolic blood pressure; SD, standard deviation.

Figure 1 Cumulative incidence plot of time to first DFU events

among all patients in the LEADER trial.

Figure 2 Mean number of DFU events per 100 patients during the

LEADER trial.

e Among patients with DFU events during the trial compared with
the full analysis set, more were male, had longer diabetes duration
and poorer glycaemic control, were receiving insulin and had a
medical history of DFU at baseline. Within the group of patients
who reported at least one DFU event, baseline characteristics
were overall similar between the liraglutide and placebo treatment

people with diabetes 2007. Available from: http://iwgdf.org/consensus/
amputations-in-people-with-diabetes.
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infection, DFU involving underlying structures and DFU requiring
peripheral revascularisation between the liraglutide and
placebo groups.
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regression model with treatment as a fixed factor, and cumulative
incidence was estimated using the Aalen-Johansen method with
death as a competing risk.

Aalen-Johansen plot, with death as a competing risk factor.
This figure includes data from the first DFU events in 176 liraglutide-treated and 191 placebo-
treated patients. Cl, confidence interval; DFU, diabetic foot ulcer; HR, hazard ratio.

This figure includes data from 260 DFU events in 176 liraglutide-treated patients and 291 DFU
events in 191 placebo-treated patients. DFU, diabetic foot ulcer.
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