Absence of Bowel Urgency is Associated with Significantly Improved Inflammatory Bowel Disease Related Quality of Life in a
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= Bowel urgency is one of the most Figure 1. Study Design Figure 2. Change in IBDQ total score and domain Figure 3. Change in IBDQ total score and domain = Absence of urgency is associated with
common symptoms experienced by subscores from baseline in patients stratified by bowel subscores from baseline in patients stratified by bowel improvements in HrQol as measured
patients with ulcerative colitis (UC) and rym—r— T urgency absence or presence at week 12 urgency absence or presence at week 52 by IBDQ total score and domain
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OBJECTIVE .

. . a2-12 fold increase to a maximum 600 mg dose; ® 1.5-3 fold increase to a maximum
m To explore the relationship between 600 mg dose; ° Clinical response defined at Week 12 as a decrease in 9-point Mayo week week Scan or dlick the QR code or use this URL
patient-reported bowel urgency and subscore (rectal bleeding, stool frequency, and endoscopy) inclusive of 22 points (https://lillyscience.lilly.com/congress/ghapp2021)
IBDQ scores in a pooled sample of and 235% from baseline, with either a decrease of rectal bleeding subscore of 21, or for a list of all Lilly content presented at the congress.

g S i a rectal bleeding subscore of 0 or 1.
p?t'_e”ts partlmpatlng Ina phase 2 IV=intravenous; Q4W=every 4 weeks; Q12W=every 12 weeks, R=randomization; P value is for a comparison of change from baseline to week 12 between patients P value is for a comparison of change from baseline to week 52 between patients Other company and product names are trademarks of
clinical trial for UC SC=subcutaneous reporting urgency absent vs present. Data are mean + standard error. reporting urgency absent vs present. Data are mean + standard error. their respective owners.
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RESULTS

Key Eligibility Criteria Statistical Analysis m Patients with absence of bowel urgency at weeks 12 and 52 achieved higher IBDQ total and domain subscores Table 1. Baseline Demographics and

= Absence of bowel urgency was defined as reporting compared to those with presence of bowel urgency (Figure 2 & 3) Characteristics

: . . . m Patients with absence of bowel urgency at weeks 12 and 52 also achieved a greater change from baseline in IBDQ total
o \/ Inclusion criteria three consecutive days of no bowel urgency prior to the dd . b d? thy ith b | Fg 283 9
+ Moderate to severely active UC: week 12 and 52 visit dates. Missing bowel urgency data an _Om’aln su ScoreS.Compare 0 those with presence of bowe urg_en_cy ( _Igure ) . Bowel urgency status at Bowel urgency status at
- Mayo score 6-12 and endoscopic subscore 22 were imputed as having bowel urgency present at that m A patient’s rectal bleeding score was seen to have the greatest association with IBDQ total and domain subscores. Bowel week 12 week 52
within 14 days before the first dose of study g urgency had similar magnitudes of association with change in IBDQ total score and domain subscores as stool frequency o e Cletante et i G Pl GG s L e
e visit. (Figure 5) Baseline Variables Absent (N=91) Present(N=158) Absent (N=66) Present (N=40)
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subjectslvr:f_ltr: famllfy_ history t;f collorecttall LS the Intent-to-Treat population across treatment groups. Figure 5. Magnitude of the partial correlation (R?) for Urgency status, Stool frequency, Rectal b BRI oo DEEEEE 2500
personal nistory of increased colorecial cancerrisk, ' . . ) ’ ’ : i
age >50 years. or other known risk factor Week 52 outcomes were assessed by pooling a subset Bleeding, and Endoscopy for the IBDQ total score and domain subscores at week 12 Weight, kg 736(1668)  757(1666)  7L3(1661) 787 (1854)
¢ Treatment history- of the Intent-to-Treat population that demonstrated Disease duration, years 6.9 (5.71) 9.0(9.12) 8.3(6.81) 6.9 (6.57)
. . . Number of unique prior biologic
= Naive to biologic therapy and have inadequate clinical response at week 12. 18DQ Total Score Bowel Symptoms Systemic Symptoms therapies, n (%) 0.8(1.04) 1.2 (1.06) 0.7 (0.84) 1.0(1.13)
rgfﬁon?—te.z or itntolilranc.e to curren‘:itrlea:[ltment m Mean Change from baseline was assessed using Endoscopy Score Endoscopy Score Endoscopy Score Eonclomitar;t t)herapies at
with corticosteroids or immunomodulators, or a ; ; aseline, n (%): 5-ASA use 66(72.53) 118 (74.68) 54 (81.82) 31(77.50)
history of corticosteroid dependence anaIySIS of cova rl_ance (ANCOVA) models. Each Rectal Bleeding Score ':| Rectal Bleeding Score ':l Rectal Bleeding Score ': Corticosteroids 44 (48.35) 78 (49.37) 28 (42.42) 20 (50.00)
OR ANCOVA mOdeI InCIUded absence Of urgency Stool Frequency Score 7:| Stool Frequency Score 7:| Stool Frequency Score 7] Thiopurines 23 (25.27) 46 (29.11) 20(30.30) 9(22.50)
* Documented hlstory of failure to respond toor Status’ geographlc reglon, prlor bIOIOgIC eXperIence’ age’ Urgency Status—:l Urgency Status—:l Urgency Status—:l Total Mayo score n (%) 8.5(1.42) 8.9 (1.49) 8.8(1.47) 8.6 (1.60)
tolerate biologic treatment 1 biologic agent gender, and baseline value of the IBDQ score. R , , , R 9-point modified Mayo score 6.3(1.34) 6.7(1.26) 6.7 (1.40) 6.4 (1.41)
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¢ Diagnosed with indeterminate colitis, d . Each li del included the Week e —
proctitis, or crohn’s disease €NnaoscopIcC score. Each linear modael InCiu e evvee Endoscopy Score - Endoscopy Score - R2 is a measure that represents the proportion of the variance for a . . 407 (1035)  37.2(9.27) 38.6(9.49) 35.9(10.72)
12 Mayo stool frequency score, rectal bleeding score, RectalBleeding Score{ ] RectalBleeding Seore || dependent variable that is explained by an independent variable. Lol iz 2kl ElL] 50.4(14.45)  47.3(13.22)  49.7(12.85)  44.8(1229)
L . IBD ial d i
2 Partial Mayo score of 24 and other eligibility criteriamusthave been endoscopy score, absence of bowel urgency status, Stool Frequency Smre-:] Stool Frequency Score _:I Stool Frquency remission: Mayo SF =0 OI.' 1, and.a 2 1point decrease Q socia _°ma'“ _ 23.1(7.33) 19.8 (6.79) 21.6(7.48) 18.8 (6.15)
; : : ; : ; from baseline for both scores: Rectal bleeding remission: Mayo RB = 0; 520 0z cen 2l 19.4 (5.46) 17.2(5.43) 18.9 (5.44) 16.3(4.23)
met before endoscopy was performed as a study procedure geographic region, prior biologic experience, age 9 y ’
d db |: | fthe IBDQ ’ ’ Urgency Status || Urgency Status || Endoscopic remission: Mayo endoscopy = 0 or 1
Clinical Outcome Measures gender, and baseline value ot the score 000 002 004 006 008 000 002 004 006 008 Data are mean (standard deviation) unless otherwise indicated
Fi 4. Infl t B | Di = Modified baseline observation carried forward was used partial R"2 partial R™2 ASA=aminosalicylic acid; IBDQ = Inflammatory Bowel Disease Questionnaire .
ngure -1n an;ma g;y owel Uisease to impute missing Mayo score components and IBDQ
uestionnaire (IBD values at weeks 12 or 52
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