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BACKGROUND
■ Bowel urgency is one of the most 

common symptoms experienced by 
patients with ulcerative colitis (UC) and 
may impact health-related quality of life 
(HRQoL)1

■ Mirikizumab is a humanized 
monoclonal antibody directed against 
the p19 subunit of IL-23

■ Mirikizumab demonstrated efficacy2, 
was well-tolerated, and significantly 
reduced bowel urgency3 in a phase 2 
52-week randomized clinical trial in 
patients with UC (NCT02589665)

■ Inflammatory bowel disease 
questionnaire (IBDQ) scores are 
indicators of patient health; higher 
IBDQ scores indicate higher HRQoL

OBJECTIVE
■ To explore the relationship between 

patient-reported bowel urgency and 
IBDQ scores in a pooled sample of 
patients participating in a phase 2 
clinical trial for UC

METHODS KEY RESULTS CONCLUSIONS
■ Absence of urgency is associated with 

improvements in HrQoL as measured 
by IBDQ total score and domain 
subscores

■ These findings suggest that bowel 
urgency is a distinct symptom that may 
be a useful surrogate marker of 
disease activity

■ Bowel urgency is an important 
symptom to discuss with patients with 
UC along with Stool frequency and 
Rectal bleeding 
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Figure 3. Change in IBDQ total score and domain 
subscores from baseline in patients stratified by bowel 
urgency absence or presence at week 52

Figure 1. Study Design
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a 2-12 fold increase to a maximum 600 mg dose; b 1.5-3 fold increase to a maximum 
600 mg dose; c Clinical response defined at Week 12 as a decrease in 9-point Mayo 
subscore (rectal bleeding, stool frequency, and endoscopy) inclusive of ≥2 points 
and ≥35% from baseline, with either a decrease of rectal bleeding subscore of ≥1, or 
a rectal bleeding subscore of 0 or 1.
IV=intravenous; Q4W=every 4 weeks; Q12W=every 12 weeks; R=randomization; 
SC=subcutaneous

Figure 2. Change in IBDQ total score and domain 
subscores from baseline in patients stratified by bowel 
urgency absence or presence at week 12

P value is for a comparison of change from baseline to week 12 between patients 
reporting urgency absent vs present. Data are mean ± standard error. 

P value is for a comparison of change from baseline to week 52 between patients 
reporting urgency absent vs present. Data are mean ± standard error.  

Clinical Outcome Measures
Figure 4. Inflammatory Bowel Disease 
Questionnaire (IBDQ) 

Domains: Each graded on a 7-point Likert scale
IBDQ total score improvement ≥16 (clinically meaningful improvement), 
IBDQ score ≥170 (remission)
HRQoL = Health related quality of life   

RESULTS
■ Patients with absence of bowel urgency at weeks 12 and 52 achieved higher IBDQ total and domain subscores 

compared to those with presence of bowel urgency (Figure 2 & 3)
■ Patients with absence of bowel urgency at weeks 12 and 52 also achieved a greater change from baseline in IBDQ total 

and domain subscores compared to those with presence of bowel urgency (Figure 2 & 3)
■ A patient’s rectal bleeding score was seen to have the greatest association with IBDQ total and domain subscores. Bowel 

urgency had similar magnitudes of association with change in IBDQ total score and domain subscores as stool frequency
(Figure 5) 

Figure 5. Magnitude of the partial correlation (R2) for Urgency status, Stool frequency, Rectal 
Bleeding, and Endoscopy for the IBDQ total score and domain subscores at week 12 

Table 1. Baseline Demographics and 
Characteristics

Key Eligibility Criteria Statistical Analysis
■ Absence of bowel urgency was defined as reporting 

three consecutive days of no bowel urgency prior to the 
week 12 and 52 visit dates. Missing bowel urgency data 
were imputed as having bowel urgency present at that 
visit.

■ HrQoL outcomes were assessed at week 12 by pooling 
the Intent-to-Treat population across treatment groups. 
Week 52 outcomes were assessed by pooling a subset 
of the Intent-to-Treat population that demonstrated 
clinical response at week 12.

■ Mean change from baseline was assessed using 
analysis of covariance (ANCOVA) models. Each 
ANCOVA model included absence of urgency 
status, geographic region, prior biologic experience, age, 
gender, and baseline value of the IBDQ score.

■ Multivariable linear models were fitted to compare the 
coefficient of partial determination (R2) between absence 
of urgency, stool frequency, rectal bleeding, and 
endoscopic score. Each linear model included the Week 
12 Mayo stool frequency score, rectal bleeding score, 
endoscopy score, absence of bowel urgency status, 
geographic region, prior biologic experience, age, 
gender, and baseline value of the IBDQ score

■ Modified baseline observation carried forward was used 
to impute missing Mayo score components and IBDQ 
values at weeks 12 or 52. 

R2 is a measure that represents the proportion of the variance for a 
dependent variable that is explained by an independent variable.
Stool Frequency remission: Mayo SF = 0 or 1, and a ≥ 1point decrease 
from baseline for both scores: Rectal bleeding remission: Mayo RB = 0; 
Endoscopic remission: Mayo endoscopy = 0 or 1

Abbreviations
UC= Ulcerative Colitis; IBDQ=Inflammatory Bowel Disease Questionnaire; 
IV=intravenous;; Q4W=every 4 weeks; Q12W=every 12 weeks; 
R=randomization; SC=subcutaneous; HRQOL= Health related quality of life; 
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