Corticosteroid-Sparing Effects of Treatment with Guselkumab in Patients with Moderate to Severely Active
Ulcerative Colitis: Phase 3 QUASAR Maintenance Study Results Through Week 44
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Background

maintain clinical remission while minimizing corticosteroid use

@W An important goal in the treatment of ulcerative colitis (UC) is for patients to achieve and
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Methods

QUASAR Maintenance Study Design

Target Patient Population: Adults with moderately to severely active UC, defined as induction baseline modified Mayo score of 5 to 9 with a Mayo rectal bleeding subscore =1 and a Mayo endoscopic subscore = 2 based on central review

'JAK inhibitor therapy included tofacitinib.Randomized Full Analysis Set: Randomized patients in maintenance with modified Mayo score 5-9 at induction baseline who received at least 1 maintenance study treatment dose.

Disease Characteristics at Maintenance Baseline

Randomized full analysis set, N

Clinical remission, n (%)®

Endoscopic improvement, n (%)"

Endoscopic remission, n (%)°

Modified Mayo score (0-9), mean (SD)

C-reactive protein, median in mg/L (IQR)

Fecal calprotectin (mg/kg), median in mg/kg (IQR)*

Receiving oral corticosteroids (other than budesonide and
beclomethasone dipropionate) at maintenance baseline

Daily prednisone-equivalent corticosteroid dose (mg/day)
Mean (SD)
Median (IQR)

“Clinical remission: A Mayo stool frequency subscore of O or 1and not increased from baseline, a Mayo rectal bleeding subscore of O, and a Mayo endoscopic subscore of O or 1 with no friability. "Endoscopic improvement:
A Mayo endoscopic subscore of O or 1 with no friability. °Endoscopic remission (normalization): A Mayo endoscopic subscore of 0. “Based on PBO, N=188; GUS 100 mg, N=185; GUS 200 mg, N=187; Total, N=560.
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A=29.2 (95% Cl: 14.4, 44.0)***

Conclusions

Among patients with moderately
to severely active UC who were
receiving concomitant oral
corticosteroids at maintenance
baseline, the majority of
GUS-treated patients eliminated
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Randomized Full Analysis Set Randomized Full Analysis Set. A=Adjusted treatment difference compared with placebo. ***Nominal P<0.001.
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