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REDEFINE 1 trial design and PROs

†As an adjunct to a reduced-calorie diet and increased physical activity in adults with obesity or overweight during main phase only. ‡N represents the total REDEFINE 1 trial population. §N for cagrilintide 2.4 mg and 
placebo arms. ¶Transformed scores to a scale where the 2009 US general population has a mean of 50 and a standard deviation of 10.
IWQOL-Lite-CT, Impact of Weight on Quality of Life–Lite Clinical Trials Version; MWPC, meaningful within-person change; PRO, patient-reported outcome; QOL, quality of life; SF-36v2, 36-Item Short Form Version 2.
1. Garvey WT et al. N Engl J Med 2025;393(7):635–647; 2. Ware JE Jr et al. J Clin Epidemiol 1998;51(11):903–912; 3. Kolotkin RL et al. Clin Obes 2019;9(3):e12310; 4. Rubino D et al. Diabetes Obes Metab 
2024;26(7):2945–2955; 5. Kolotkin RL et al. Clin Obes 2021;11(5):e12477.

Treatment duration 
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Randomisation
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Treatment maintenance
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CagriSema 2.4/2.4 mg† 

End of 
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7 weeks

Semaglutide 2.4 mg†

Cagrilintide 2.4 mg†

Placebo†

N=3417‡

REDEFINE 1 design1

Phase 3, randomised, double-blind, placebo- and 
active-controlled study
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n=1007§

IWQOL-Lite-CT3

Weight-related QOL

SF-36v22

General QOL

• 20-item disease-specific 

PRO measure

• Clinical trials version

• Three composite scores 

(and a Total score):

• Physical Function

• Physical

• Psychosocial

• Composite scores of 0–100, 

with higher scores indicating 

better functional health and 

well-being

• MWPC: score increase of 

≥14.6 points5 

• 36-item generic PRO measure

• Eight domain scores (and two 

summary scores):

• Norm-based scores¶, with 

higher scores indicating better 

functional health and well-being

• MWPC: score increase of 

≥3.7 points4 

• Physical 

Functioning

• Role Physical

• Bodily Pain

• General 

Health

• Vitality

• Social 

Functioning

• Role 

Emotional 

• Mental Health

n=302

n=705

Measuring physical function
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Cagrilintide 2.4 mg Placebo

Greater improvements and MWPC in physical function 
scores with cagrilintide 2.4 mg versus placebo

Data are estimated mean values using the trial product estimand, unless otherwise stated. Higher scores indicate better physical functioning for both SF-36v2 PF and IWQOL-Lite-CT PF.
†MWPC was defined using established score-change thresholds of ≥3.7 points for SF-36v2 PF and of ≥14.6 points for IWQOL-Lite-CT PF.1,2 ‡Observed values. 
CI, confidence interval; ETD, estimated treatment difference; IWQOL-Lite-CT PF, Impact of Weight on Quality of Life–Lite Clinical Trials Version Physical Function; MWPC, meaningful within-person change; 
SF-36v2 PF, 36-Item Short Form Version 2 Physical Functioning. 1. Rubino D et al. Diabetes Obes Metab 2024;26(7):2945–2955; 2. Kolotkin RL et al. Clin Obes 2021;11(5):e12477.
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Among participants receiving cagrilintide 2.4 mg, MWPC in SF-36v2 PF 

was achieved by 62.2% of participants, and by 52.5% of those with poor 

physical function at baseline (versus 42.8% of those without)

Among participants receiving cagrilintide 2.4 mg, MWPC in IWQOL-Lite-CT PF 

was achieved by 63.7% of participants, and by 70.7% of those with poor 

physical function at baseline (versus 64.0% of those without)
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Greater changes in body weight and WHtR correlated with 
greater improvements in physical function scores 

Data are unadjusted correlations. 
IWQOL-Lite-CT PF, Impact of Weight on Quality of Life–Lite Clinical Trials Version Physical Function; R, correlation coefficient; SF-36v2 PF, 36-Item Short Form Version 2 Physical Functioning; WHtR, waist-to-height ratio.

SF-36v2 PF score IWQOL-Lite-CT PF score

Change from baseline to week 68 in IWQOL-Lite-CT PF score (points)
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Cagrilintide 2.4 mg Placebo

Cagrilintide 2.4 mg monotherapy improved physical function in people with 
overweight or obesity
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