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LEADER: Study design

Liraglutide 0.6–1.8 mg OD + standard of care

Placebo + standard of care

Duration 3.5–5 years

9340 patients
• T2DM
• HbA1c 7.0%

Randomisation (1:1) End of treatment

Primary endpoint
• Time from randomisation to a composite

outcome of the first occurrence of CV
death, non-fatal MI, or non-fatal stroke

Key secondary endpoints
• First occurrence of an expanded composite

CV outcome of CV death, non-fatal MI, non-
fatal stroke, revascularisation, unstable
angina or hospitalisation for chronic heart
failure

Key inclusion criteria
Minimum age of 50 years at screening and concomitant
CV, cerebrovascular or peripheral vascular disease, or
chronic renal or heart failure
Minimum age of 60 years at screening and other
specified risk factors of vascular disease



Baseline characteristics

Patient characteristics Total
(N=9340)

Mean age (yrs ± SD) 64.3 ± 7.2

Male gender  (%) 6003 (64.3)

Mean BMI (kg/m2 ± SD) 32.5 ± 6.3

Mean HbA1c (% ± SD) 8.7 ± 1.5

Mean diabetes duration (yrs
± SD ) 12.7 ± 8.0

Insulin use (%) 3905 (41.8)
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160 patients with T2 DM and microalbuminuria
Mean diabetes duration 5 years

7.8 years intervention



160 patients with T2 DM and microalbuminuria
Mean diabetes duration 5 years

7.8 years intervention

Conventional Intensive

Haemoglobin A1c (%) <7.5 <6.5
Cholesterol (mmol/l) <6.5 <4.5
Triglycerides (mmol/l) <2.2 <1.7
Systolic BP (mmHg) <160 <130
Diastolic BP (mmHg) <95 <80
ACEi irrespective of BP No Yes
Aspirin, primary prevention No Yes
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Intensive Therapy

Cholesterol
<4.5 mmol/l

Triglycerides
<1.7 mmol/l

Systolic BP
<130 mm Hg

Diastolic BP
<80 mm Hg

Conventional Therapy

P=0.06

P<0.001

P=0.19
P=0.001

P=0.21

Gæde P et al. N Engl J Med 2003;348:383-393
Gæde P et al. N Engl J Med 2003;348:383-393



Median survival benefit 7.9 yrs

Median delay to 1st CV event 8.1 yrs
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Insulin switch
Insulin add

















• Social media





















124 patients
5% increase in time in target range








































































