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BACKGROUND AND 
OBJECTIVE

• Ulcerative colitis (UC) is a relapsing-
remitting, chronic disease classically 
characterized by mucosal inflammation 
of the rectum and colon; symptoms 
include diarrhea, rectal bleeding, bowel 
urgency, and tenesmus.1,2

• Patients with UC experience a 
substantial disease burden on their 
functioning and well-being, and across 
QoL domains.3

• Mirikizumab, an anti-IL-23p19 
monoclonal antibody, demonstrated 
efficacy vs placebo in adult patients 
with moderately-to-severely active UC 
in 12-week induction LUCENT-1 
(NCT03518086) and 40-week 
maintenance LUCENT-2 
(NCT03524092) studies.4,5

• We evaluated the effect of mirikizumab 
vs placebo on SF-36 (version 2) scores 
in LUCENT-1 and LUCENT-2 studies.

CONCLUSION
Mirikizumab demonstrated 

statistically significant and 

clinically important 

improvement in SF-36 

Mental and Physical 

Component Summary 

scores in patients with 

moderately-to-severely 

active UC during LUCENT-1 

induction and LUCENT-2 

maintenance studies.

Study design
• LUCENT-1 and LUCENT-2 are phase 3, multicenter, randomized, 

double-blind, parallel-arm, placebo-controlled studies. 
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Study outcome and assessments
Endpoints assessed at Week 12 (induction) and Week 40 (maintenance) 
were:

• Change from baseline in SF-36 PCS, MCS, and 8 domain scores
• MCID response (≥5-point improvement from baseline6) rates for PCS 

and MCS.

Statistical analyses
• Analyses were carried out in the modified intent-to-treat population: All randomized patients who received study 

treatment.a

• Baseline for induction and maintenance studies: Last nonmissing assessment recorded on or prior to the date of 
the first study drug administration at Week 0 of induction treatment.
aExcluding patients impacted by the electronic clinical outcome assessment transcription error in the wording used for assessment of rectal bleeding (Poland) and stool frequency (Turkey) Mayo subscores.

Mirikizumab showed significant improvement in SF-36 PCS and 
MCS scores vs placebo at Weeks 12 and 40

Data are presented as LSM (SE) change from baseline using ANCOVA with mBOCF (mITT population).

PCS and MCS MCID (≥5-point improvement) response rates were 
significantly higher in mirikizumab vs placebo at Weeks 12 and 40
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Patient demographics and baseline disease characteristics 
were generally balanced between the two treatment groups 
across induction and maintenance studies 

aMirikizumab-treated patients who achieved ≥2 points and ≥30% decrease from baseline in modified Mayo score, and ≥1-point decrease from baseline in 
the rectal bleeding subscore or the rectal bleeding score of 0/1.

Study population
Inclusion criteria

• Age 18–80 years with moderately-to-
severely active UCa at screening.

• Inadequate response, loss of response, or 
intolerance to conventional therapy 
(corticosteroid or immunomodulator), or 
prior biologic or tofacitinib therapy.

Exclusion criteria

• Patients receiving anti-IL12p40 or 
anti-IL-23p19 antibodies for any indication. 

• Failed ≥3 biologic therapies for UC.
aModified Mayo score of 4–9 with an endoscopic subscore ≥2

Data are presented as proportion of patients who achieved MCID response. Estimated common risk difference with 95% CI (Mantel-Haenszel-Sato method) and 
p-value (CMH test) vs placebo using NRI (mITT population).

*p<0.05, **p<0.01, ***p<0.001 vs placebo. Data are presented as LSM change from baseline using ANCOVA with mBOCF (mITT population)

Mirikizumab showed significant improvement in SF-36 domain scores vs placebo at Weeks 12 and 40
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