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Baselinea Demographics and Characteristics
Maintenance Period Population

Study was sponsored by Eli Lilly and CompanyGastroenterology/Hepatology Advanced Practice Providers (GHAPP); Las Vegas, USA/Virtual; 9-11 September 2021

Absence of Bowel Movement Urgency 
Induction Period

ABBREVIATIONS
ASA=aminosalicylic acid; CI=confidence interval; EB=exposure-based; IBDQ=Inflammatory Bowel 
Disease Questionnaire; IV=intravenous; Miri=mirikizumab; Q4W=every 4 weeks; Q12W=every 12 
weeks; R=randomization; SC=subcutaneous

REFERENCES
1. Neurath MR. Cytokine Growth Factor Rev. 2019;45:1-8.
2. Sandborn WJ, et al. Gastroenterology. 2019;[Epub ahead of print].
3. D’Haens GGR, et al. J Crohn’s Colitis. 2019;13:S26-S27.
4. Casellas F, et al. Dig Liver Dis. 2017;49:152-156.
5. Sandborn WJ, et al. Inflamm Bowel Dis. 2019;25:S16-S16.

■ All mirikizumab-treated patients with bowel movement urgency at baseline had 
improvement in bowel movement urgency at Week 12; improvements were 
significant versus placebo for the mirikizumab 200-mg and 600-mg groups 

■ Numerical differences in treatment effect were observed as early as Week 4; 
difference versus placebo was statistically significant at Week 8 
in the mirikizumab 200-mg group

Sustained Absence of Bowel Movement Urgency in Clinical Responders
Maintenance Period 

■ Patients who had urgency at baseline and were clinical responders in the Induction Period 
sustained improvement in bowel movement urgency with minimal variation in response in 
the Maintenance Period

* p<0.05, † p<0.01 vs placebo by logistic regression analysis

a 1.5- to 3-fold increase to a maximum 600-mg dose; b 2- to 12-fold increase to a maximum 600-mg 
dose; c Patients who responded to mirikizumab at Week 12 were stratified according to their clinical 
remission status and re-randomized at a 1:1 ratio to receive mirikizumab 200 mg SC Q4W or Q12W 
through Week 52. Clinical response was defined as a Week 12 decrease in 9-point Mayo subscore
(rectal bleeding, stool frequency, and endoscopy) inclusive of ≥2 points and ≥35% from baseline with a 
decrease of rectal bleeding subscore of ≥1 or a rectal bleeding subscore of 0 or 1; d Patients who did 
not meet clinical response criteria at Week 12 had the option to continue in an unblinded study 
extension period or to discontinue from the study

Bowel Urgency Definitions and Analyses

Key Eligibility Criteria

■ Patients used a paper diary to report daily symptoms, including presence or absence 
of bowel movement urgency each day

– Data were collected throughout the 52-week trial
■ Instruction to patients: “Please indicate the presence or absence of bowel urgency 

today”
■ Possible patient responses: Urgency was present; urgency was absent
■ Analyses: “Absence of urgency” defined as 3 consecutive days of patient-reported 

“absence of bowel urgency today” prior to each scheduled visit, excluding day of 
procedure (endoscopy) and day(s) subject took bowel preparation

Urgency Variable Assignment
Binary Variable = Absence of urgency (Yes/No)

3 Days Prior 
to Visit

2 Days Prior 
to Visit

1 Day Prior
to Visit 

Absence of
Urgency
(Yes/No)

Response Urgency was 
absent

Urgency was 
absent

Urgency was 
absent Yes

Response Anything other than “Urgency was absent” No

■ Analyses were based on the Intent-to-Treat population with patient-reported bowel 
movement urgency at baseline

■ Logistic regression analysis was conducted to evaluate the treatment differences in 
absence of urgency among patients with urgency present at baseline for the first 12 weeks

■ The proportion of patients with absence of urgency was calculated for the maintenance period 
among patients with urgency present at baseline and reached clinical response at Week 12, 
irrespective of urgency status at Week 12

■ Patients who had missing urgency data were imputed as having experienced urgency, 
irrespective of treatment assignment

– Missing data were imputed using non-responder imputation

Inclusion Criteria

 Male or female, ≥18 and ≤75 years of age

 Moderately to severely active UC:
− Mayo score 6-12 and endoscopic subscore ≥2 within 

14 days before the first dose of study treatmenta

 UC extending beyond the rectum (≥15 cm of involved colon)

 Treatment history:
− Inadequate response, loss of response, or intolerance 

to current treatment with corticosteroids or 
immunomodulators, or a history of corticosteroid 
dependence

OR
− Inadequate response, loss of response, or intolerance 

to treatment with ≥1 biologic agent 

RESULTS
Baseline Demographics and Characteristics Induction Period 
Population

Statistical Analyses
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BACKGROUND
■ Interleukin (IL)-23 is a key cytokine in the 

pathogenesis of inflammatory bowel disease1

■ Mirikizumab, a p19-directed IL-23 antibody, 
demonstrated efficacy and was well tolerated during 
12 weeks of induction followed by an additional 
40 weeks of maintenance treatment in a Phase 2, 
randomized clinical trial (NCT02589665) in patients 
with moderately to severely active ulcerative 
colitis (UC)2,3

■ Bowel movement urgency is one of the most 
bothersome and important symptoms experienced by 
patients with UC and an often-overlooked aspect of 
their quality of life (QoL)4

OBJECTIVE
■ To evaluate the effect of mirikizumab on 

patient-reported bowel movement urgency

KEY RESULTS CONCLUSIONS
■ In patients who reported bowel movement urgency at 

baseline, mirikizumab treatment resulted in 
significantly higher proportions of patients with 
absence of bowel movement urgency compared to 
placebo at Week 12
– Numerical improvements in bowel movement 

urgency were observed as early as Week 4 and 
statistically significant improvements were 
observed by Week 8

■ The improvement in bowel movement urgency 
was sustained through Week 52

■ To the authors’ knowledge, this is the first study to 
assess the effects of IL-23 on bowel movement 
urgency 

■ Reduction in bowel movement urgency is consistent 
with improvements in the signs and symptoms of UC 
and QoL following treatment with mirikizumab in the 
Phase 2 AMAC clinical trial2,3,5

a Partial Mayo score of ≥4 and other eligibility criteria must have been met before endoscopy was 
performed as a study procedure

Data are mean (standard deviation) unless otherwise indicated
a Absence of urgency defined as 3 consecutive days prior to baseline

Data are mean (standard deviation) unless otherwise indicated
a Baseline defined as Week 0
b Absence of urgency defined as 3 consecutive days prior to baseline, irrespective of urgency status at Week 12
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