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Efficacy and Safety of Dulaglutide 3 mg and 4.5 mg vs Dulaglutide 1.5 
mg:  
52-Week Results from AWARD-11 
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Background/Introduction: 
Dulaglutide (DU) is approved at 0.75 and 1.5 mg doses for treatment of T2D. This phase 3 
study, compared once-weekly DU 3 mg and 4.5 mg to DU 1.5 mg for efficacy and safety 
through 52 weeks (primary endpoint at 36 weeks) in patients with inadequately controlled 
T2D on metformin therapy. 
 
Methods: 
Patients were randomized (1:1:1) to DU 1.5 mg (n=612), DU 3 mg (n=616), and DU 4.5 mg 
(n=614). All patients were initiated on DU 0.75 mg for 4 weeks, followed by stepwise dose 
escalation every 4 weeks to the randomized dose of 1.5 mg, 3 mg, or 4.5 mg. Efficacy 
measures were analyzed based on data on-treatment without initiation of rescue medication. 
 
Results: 
At baseline, mean age was 57.1 years, mean A1C was 8.6%, and mean body weight (BW) 
was 95.7 kg. DU 1.5 mg, 3 mg and 4.5 mg showed significance (p<0.001) compared to BL 
for A1C, BW and fasting serum glucose. At 36 weeks, the A1C change for DU 1.5 mg, 3 mg 
and 4.5 mg was -1.53, -1.71 (p<0.05) and -1.87 (p<0.001), respectively. The BW change was 
-3.1, -4.0 (p<0.05) and -4.7 kg (p<0.001) and the FSG change was -44.2, -47.9 and -52.3 
(p<0.001). At 52 weeks A1C change for DU 1.5 mg, 3 mg and 4.5 mg was -1.52, -1.71 
(p<0.05) and -1.83 (p<0.001), respectively. The BW change was -3.5, -4.3 (p<0.05) and -5.0 
kg (p<0.001) and the FSG change was -43.1, -48.7 (p<0.05) and -52.7 (p<0.001). As 
expected for the GLP-1 receptor agonist class, commonly reported adverse events were 
nausea, diarrhea, and vomiting. There were no new safety findings with the higher DU 
doses. 
 
Conclusion: 
In conclusion, escalation from DU 1.5 mg to DU 3 mg or 4.5 mg provided clinically relevant, 

dose-related improvements in glycemic control and body weight with an acceptable safety 

profile. 


