Efficacy and Safety of Subcutaneous Guselkumab Induction
Therapy In Patients with Ulcerative Colitis: Results Through
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Week 12 results from ASTRO establish
the efficacy of SC induction therapy
with GUS in UC
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TABLE 2: UC-related medication history and baseline UC

medications

Full analysis set, N
Naive to BIO/JAKIi/S1Pi, n (%)
BIO/JAKIi/S1Pi-IR, n (%)

One class®

Two classes®

Three or more classes®

At least one anti-TNF? (regardless of
other BIO/JAKi/S1Pi)

Vedolizumab?® (regardless of other
BIO/JAKIi/S1Pi)

JAK inhibitors? (regardless of other
BIO/S1Pi)

Ozanimod? (regardless of other
BIO/JAKI)

History of IR or dependence to
corticosteroids, n (%)

History of IR to 6-MP or AZA, n (%)
Baseline oral corticosteroid use, n (%)
Baseline use of 6-MP, AZA, or MTX, n (%)

Placebo

SC

139
79 (56.8%)
56 (40.3%)
39 (69.6%)
13 (23.2%)
4 (71%)

39 (69.6%)
25 (44.6%)
11 (19.6%)
2 (3.6%)

104 (74.8%)

56 (40.3%)
46 (331%)
28 (20:1%)

Combined
GUS 400 mg SC q4w

279
164 (58.8%)
112 (401%)
78 (69.6%)
21(18.8%)
13 (11.6%)

88 (78.6%)
49 (43.8%)
19 (17.0%)
3 (2.7%)

208 (74.6%)

108 (38.7%)
91(32.6%)
56 (20:1%)

aDenominator is patients who were BIO/JAKi/S1Pi-IR. 6-MP=6-mercaptopurine, AZA=Azathioprine, BIO=Biologic,
GUS=Guselkumab, IR=Inadequate response, JAKi=Janus kinase inhibitor, MTX=Methotrexate, g4w=Every 4 weeks,
S1Pi=Sphingosine 1-phosphate inhibitor, SC=Subcutaneous, TNF=Tumor necrosis factor, UC=Ulcerative colitis
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[l GUS Induction (400 mg SC or 200 mg IV)

Cl=Confidence interval, GUS=Guselkumab, IV=Intravenous, SC=Subcutaneous

FIGURE 3: Clinical remission at Week 12: SC or IV GUS induction in
naive to BIO/JAKi/S1Pi vs BIO/JAKi/S1Pi-IR
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BlO=Biologic, ClI=Confidence interval, GUS=Guselkumab, IR=Inadequate response, IV=Intravenous, JAKi=Janus kinase inhibitor,
S1Pi=Sphingosine 1-phosphate inhibitor, SC=Subcutaneous

Data presented as n (%); A (adjusted treatment difference) vs placebo. Subpopulation analyses were not multiplicity controlled.
Patients who, prior to Week 12, had an ostomy or colectomy, a prohibited change in concomitant UC medications, discontinued study
agent due to lack of efficacy or an AE of worsening UC were considered not to meet the endpoint criteria at Week 12. Patients who
discontinued study agent due to COVID-19 related reasons (excluding COVID-19 infection) or regional crisis had their observed data
used, if available. Patients who discontinued study agent for other reasons prior to Week 12 were considered not to meet the endpoint
criteria at Week 12. After accounting for these scenarios, patients who were missing data necessary for calculation of the outcome
measure at Week 12 were considered not to have achieved that endpoint at Week 12. AE=Adverse event, BIO=Biologic, ClI=Confidence
interval, GUS=Guselkumab, IR=Inadequate response, JAKi=Janus kinase inhibitor, g4w=Every 4 weeks, S1Pi=Sphingosine 1-phosphate
inhibitor, SC=Subcutaneous, UC=Ulcerative colitis

Symptomatic remission at Week 12

® Symptomatic remission: A stool frequency subscore of O or 1and
not increased from baseline, and a rectal bleeding subscore of O

FIGURE 5: Symptomatic remission at Week 12
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Data presented as n (%); A (adjusted treatment difference) vs placebo. Subpopulation analyses were not multiplicity controlled.
Patients who, prior to Week 12, had an ostomy or colectomy, a prohibited change in concomitant UC medications, discontinued study
agent due to lack of efficacy or an AE of worsening UC were considered not to meet the endpoint criteria at Week 12. Patients who
discontinued study agent due to COVID-19 related reasons (excluding COVID-19 infection) or regional crisis had their observed data
used, if available. Patients who discontinued study agent for other reasons prior to Week 12 were considered not to meet the endpoint
criteria at Week 12. After accounting for these scenarios, patients who were missing data necessary for calculation of the outcome
measure at Week 12 were considered not to have achieved that endpoint at Week 12. AE=Adverse event, BIO=Biologic, CI=Confidence
interval, GUS=Guselkumab, IR=Inadequate response, JAKi=Janus kinase inhibitor, q4w=Every 4 weeks, S1Pi=Sphingosine 1-phosphate
inhibitor, SC=Subcutaneous, UC=Ulcerative colitis

Patients who discontinued study agent for other reasons prior to Week 12 were considered not to meet the endpoint criteria at .

Week 12. After accounting for these scenarios, patients who were missing data necessary for calculation of the outcome measure at Mild 42 (30.2%) 62 (22.2%)
Week 12 were considered not to have achieved that endpoint at Week 12. AE=Adverse event, BIO=Biologic, CI=Confidence interval,

GUS=Guselkumab, IR=Inadequate response, JAKi=Janus kinase inhibitor, q4w=Every 4 weeks, S1Pi=Sphingosine 1-phosphate inhibitor,

SC=Subcutaneous, UC=Ulcerative colitis

Moderate 24 (17.3%) 43 (15.4%)
Histo-endoscopic mucosal Improvement at Week 12
Severe 7 (5.0%) 5 (1.8%)
® Histo-endoscopic mucosal improvement: Achieving a
combination of histologic improvement (neutrophil infiltration in Serious AEs, n (%) 11(7.9%) 7(2.5%)
<56% of crypts, no crypt destruction, and no erosions, ulcerations
or granulation tissue per Geboes grading system) and endoscopic AEs leading to discontinuation of 8 (5.8%) 3 (11%)
. study agent, n (%)
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FIGURE 7: Histo-endoscopic mucosal improvement at Week 12 Infections,? n (%) 28 (20:1%) 42 (151%)
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Patients who, prior to Week 12, had an ostomy or colectomy, a prohibited change in concomitant UC medications, discontinued study group: : : :

agent due to lack of efficacy or an AE of worsening UC were considered not to meet the endpoint criteria at Week 12. Patients who
discontinued study agent due to COVID-19 related reasons (excluding COVID-19 infection) or regional crisis had their observed data

used, if available. Patients who discontinued study agent for other reasons prior to Week 12 were considered not to meet the endpoint “Infections were defined as any adverse event coded to the MedDRA system organ class ‘Infections and infestations’
criteria at Week 12. After accounting for these scenarios, patients who were missing data necessary for calculation of the outcome AE=Adverse event, GUS=GuseII§umab,. MedDRA=MedlcaI Dictionary for Regulatory Activities, q4w=Every 4 weeks,
measure at Week 12, including an unevaluable biopsy, were considered not to have achieved those endpoints at Week 12. SC=Subcutaneous, UC=Ulcerative colitis

AE=Adverse event, BIO=Biologic, ClI=Confidence interval, GUS=Guselkumab, IR=Inadequate response, JAKi=Janus kinase inhibitor,
g4w=Every 4 weeks, STIPi=Sphingosine 1-phosphate inhibitor, SC=Subcutaneous, UC=Ulcerative colitis
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