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EVIDENCE SUMMARY:
TREMFYA® (guselkumab) for moderately to severely
active ulcerative colitis or Crohn’s disease
Inflammatory conditions have a significant impact on the patient and healthcare system

Inflammatory conditions are complex and may present
with extra-intestinal, extra-articular, and extra-
cutaneous manifestations

Psoriatic

PsO
skin, scalp,

nails®

Pre-treatment evaluation and monitoring® Maintenance
Induction

(200 mg IV)
200 mg IV over at least an hour
atWeeks 4, and 8

(400 mg SC)
400 mg SC given as two consecutive

of
4, al

has demonstrated clinical efficacy in

QUASAR clinical program
was evaluated in multicenter, randomized, double-blind, placebo-controlled induction and maintenance studies in

adult patients with moderately to severely active UC & prior response or intolerance to conventional or advanced

induction study (N=701) randomized patients 3:2 to receive TREMFYA® 200 mg IV q4w or placebo
maintenance study (N=568) took TREMFYA® Week 12 induction clinical responders and placebo crossover Week 24

and rerandomized to receive TREMFYA® 200 mg SC q4w, TREMFYA® 100 mg SC q8w, or placebo

TREMFYA® demonstrated fast-acting and long-lasting clinical results in

Primary endpoint atWeek 12

8%

23%

Select secondary endpoints atWeek 12

28%

A=16*

TREMFYA®

Nominal versus placebo. Endpoints were not adjusted for multiple
therefore, statistical significance has not been established.

Symptomatic response throughWeek 12 (click for more info)

Treatment-emergent adverse events at ~1 year from the QUASAR trial in UC®
Induction study

PBO IV

280
11.9

138 (49%)
20 (7%)

AEs leading to discontinuation 13 (7%)
43 (15%) 66 (16%) 63 (33%)

Serious 1(0.4%) 3 (1%)
For additional safety information, please see TREMFYA® prescribing information here.

Guselkumab for CD

GALAXI clinical
Two identical 48-week, multicenter, randomized,
double-blind, placebo- and biologic active-controlled,
parallel-group, treat-through studies in adult patients
with moderately to severely active CD, who had
inadequate response, loss of response, or intolerance
to oral CS, conventional IMMs, and/or biologic
therapies VDZ).

atients were randomized 2:2:2:1 to receive:
Induction: TREMFYA® 200 mg IV or PBO IV at Weeks O, 4, and 8;
or STELARA® (ustekinumab) ~6 mg/kg IV atWeek O
Maintenance: TREMFYA® 200 mg SC q4w starting at Week 12,
TREMFYA® 100 mg SC q8w starting at Week 16, STELARA® 90 mg
SCq8w starting at Week 8, or PBO starting at Week 12 in
PBO induction responders
Patients in the PBO group who met rescue criteria at Week 12 received an
induction dose of STEMARA® ~6 mg/kg IV atWeek 12 followed by a
maintenance dose of STELARA® 90 mg SC q8w starting atWeek 20

Both IV and SC induction demonstrated clinical remission and endoscopic response atWeek 12
Data originated from separate pivotal trials for the biologic.

Due to differences in trial designs, this is purely illustrative and should not be used for direct comparisons between agents.

Select secondary endpoints atWeek 12
GALAXI 2

linical |

| 10%

AU

GALAXI 3 atWeek
Clinical TREMFYA® 47% (138/293) vs PBO 15% (11/72);
Endoscopic TREMFYA® 36% (106/293) vs PBO 14% (10/72);AY

Clinical response through Week 12 (click for more info)

demonstrated long-lasting clinical results in CD

Select secondary endpoints atWeek 48

Clinica

Endoscopic

Deep
emission

Superiority vs STELARA® across all pooled endoscopic endpoints
~1/3 of patients were in deep remission at 1

TREMFYA® 200 mg IV q4w > 100 mg SC q8w
N=Pooled, 286
TREMFYA® 200 mg IV q4w > 200 mg SC q4w
N=Pooled, 296

Treatment-emergent adverse events at ~1 year from the GALAXI and GRAVITI trials in CD
Pooled safety atWeek 48 from GALAXI 2 &

100

296

46.2

261.8

22582

327.3

14.9

13

903

Infections®, n (%) 39 (25.5%)

Events/100 PYs of
follow-up

(4.0%)

For additional safety information, please see TREMFYA® prescribing information here.

Future considerations for Select ongoing phase 3 trials in IBD
ASTRO: Guselkumab SC induction and maintenance QUASAR Jr: Guselkumab for pediatric participants MACARONI 23: Guselkumab for
for adults with moderately to severely active with moderately to severely active pediatric participants withfor adults with moderately to severely active UC

more information on ongoing trials, go to ClinicalTrials.gov. For additional information, please see TREMFYA® prescribing information here.
United States. dosing for moderate to severe plaque PsO and active PsA: 100mg SC at weeks O and 4, and q8w thereafter. For moderately to severely active UC, induction: 20(

Weeks

vaccinatio

to

Patients from
remis

(non-suicidal).

W1

Hepatol.

1053/j.g

Immunologic therapies
present the highest cost
burden for commercial plans
Top 5 Therapy Classes for
Commercial Plans, by Percent of
Total PMPY Spending,

Inflammatory
Conditions

Diabetes

Multiple Sclerosis

(guselkumab) is a
fully human IL-23i indicated for
the treatment of adults

Moderate-to-severe plaque
psoriasis who are candidates for
systemic therapy or phototherapy

Active psoriatic arthritis

Moderately to severely active
ulcerative colitis

Moderately to severely
active Crohn’s disease

United States prevalence":

1,253,000 cases

1,011,000 cases

Site and presentation
of

UC:
Colon and the rectum, typically
appears in a continuous pattern

CD:
Anywhere in the GI tract from the mouth
to the anus, may appear in patches

Use the lowest effective recommended dosage
to maintain therapeutic response

20

Prefilled syringe (200 mg) or
pen (200 mg)

200 mg SC starting atWeek 12, anc
q4w thereafter

OR
Prefilled syringe (100 mg),
TREMEYA® pen (100 ma). cpen (100 mg), or
One-press injector (100 mg)
100 ma SC atWeek 16. and thereafter

of patients had prior
inadequate response

99% (178/180) of

group
achieved clinical
remission atWeek
were
free for 28

Over 1/3 of patients were in complete endoscopic remissior
atWeek 44

Maintenance of
clinical

Endoscopic
improvementi

Endoscopic
remission
(MES=

HEMIk

Corticosteroid-
free clinical
remission

LOOO=

versus

Maintenance
PBO SC
withdrawal) 100 mg SC q8w
192 186
34.0 40.534.0

131 (68%)
1(1%)

clinical
A 48-week, multicenter, randomized, double-blind,
placebo-controlled,
parallel-group, treat-through study in adult patients
with moderately to severely active CD, who had
inadequate response, loss of response, or intolerance
to oral CS, conventional IMMs, and/or biologic
therapies (TNFi, VDZ).

Patients were randomized 1:1:1 to receive:
Induction: TREMFYA® 400 mg SC q4w or PBO SC q4w atWeeks 4, and 8
Maintenance: TREMFYA® 200 mg SC q4w starting at Week 12,
TREMFYA® 100 mg SC q8w starting at Week 16, or continued on PBO SC
q4w (PBO induction responders)
Patients in the PBO group who met rescue criteria atWeek 16 received
an induction dose of TREMFYA® 400 mg SC starting at Week 16
followed by a maintenance dose of TRMFYA® 100 mg SC q8w starting
at

Co-primary endpoints atWeek 12

Clinical |remission?

Endoscopic

Additional multiplicity-controlled endpoints atWeek 48
60%

97% (67/69) and 99% (75/76) of patients treated with TREMFYA® (guselkumab)
400 mg 100 mg and TREMFYA® 400 mg respectively, who achieved
clinical remission atWeek 48 were CS-free for days (post-hoc

Other endpoints atWeek 48
Endoscopic remission and deep remission at Week 48 were prespecified but not
controlled formultiplicity. No statistical or clinical significance can be made.

30%

34%

20% 40% 60%
Proportion (95% Cl) of participants (%)

400 mg SC q4w
> TREMFYA® 200 mg SC

Pooled safety atWeek 48 from

PBO

67.3

(65.8%) 95 (82.6%) 92 (80.0%)

413.0

16 (13.7%)

10 (8.5%)

14.9

36

81.7

for adults with moderately to severely active UC?! withmoderately to severely active UC22 | pediatric participants with CD
The safety and efficacy of the investigational uses of this product have not been determined. There is no guarantee that the investigational uses
listed will be filed with and/or approved for marketing by the FDA.listed

in clinical
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1g each atWeeks

49%

Select secondary endpoints atWeek 44

43%

49%
52%

45%
49%

TREMFYA®
100 mg q8w

Week 24 responders (click for more ir

1900
39.2

133 (70%)
12 (6%)

59 (31%)
2 (1%)

900

Primary endpoint atWeek 44

45%
50%

the combined

corticosteroid:
weeks

|

1 A=31*

A=25'
Clinical

Clinica

Endoscopic
improven

Endoscopic

remission
(MES=

*=P<0.0001
versus placebo

Patients treated (n)
Average follow-up (weeks)
Deaths
Patients with one or more

Serious AEs
AEs leading to discontinuation

Serious

Clinical
remissiong

A=34

62%

75%

A=30*

4

A=18"

A=29

60%
Patients

TREMFYA®
200 mg q4w
(n=190)

11%

27%

5.0%

8%

24%

35%AVEA=10t

15%

17%

18%

44% A=26*

TREMFYA®
200 mg IV q4w

12.2
1(0.2%)"

208 (49%)
12 (3%)
(2%)

66 (16%)

previously failed
at least 1 biologicL=N

Patients (%)

(n=280)

60%

20% 40% 80%

TREMFYA®
200 mg SC q4w

100%

PBO SC
(n=190)

120 (65%)
5 (3%)
7 (4%)
59 (32%)
1(1%)

46%

previously failed

S

followed

A=25
4 |

60%

Patients (%)
TREMFYA® (n=289) PBO (n=76)

63%

P=0.024
% 7

P=0.001
AT
P=0.040

P=0.002

20% 40% 60%
Proportion (95% Cl) of participants (%)

TREMFYA® TREMFYA® STELARA®
100 mg 200 mg 90 mg
SC q8w SC SC q8w

999

46.

267.2

(77.9%)

353.5

(49.2%)

88.3

A=35
P<0.001

A=28
P<0.00138% 41%

Patients (%)
TREMFYA® (n=230)

44%

Ord

PBO (n=117)

20% 40% 20% 40% 60%

(10/72);

65%
70%

P=0.009

A2
P=0.512

P=0.058

vs

80%

~6
|

90 mg:

200

261.4

(78.7%)

340.5

35 (11.7)

88

126
(42.0%)

with moderately to severely active

1ereafte
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TREMFYA® 400 mg SC
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Safety Analysis Set, N
Average duration of
follow-up, weeks
Total PYs of follow-up,
years
Deaths, n (%)
Patients with 1 or more:
AEs, n (%)
Events/100 PYs of
follow-up

SAEs, n (%)
Events/100 PYs
follow-up

AEs leading to
discontinuation, n (%)
Events/100 PYs of
follow-up

Infections, n (%)
Events/100 PYs of
follow-up

Serious
n

66%

| A44P<0.001

A24
Nominal P<0.05
| A32Nominal P<0.05

Nominal P<0.05
A30
Nominal P<0.05

100 mg 200 mg
SC q8w SC q4wSC q8w
115

103.5

307.2

15 (13.0%)

4 (3.5%)
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EVIDENCE SUMMARY:
TREMFYA® (guselkumab) for moderately to severely
active ulcerative colitis or Crohn’s disease
Inflammatory conditions have a significant impact on the patient and healthcare system
Immunelegic therapies
present the highest cost
burden for commercial plans
Top Therapy Classes for
Commercial Plans, by Percent
Total PMPY

Multiple

is a
fully human indicated for
the treatment of adults

Moderate-to-severe plaque
who are candidates for

systemic therapy or phototherapy

Active psoriatic arthritis

Moderately to severely active
ulcerative colitis

Moderately to severely
active Crohn’s disease

has demonstrated clinical efficacy in

QUASAR clinical program
YA" was evaluated in multicenter. induction and maintenance studies in

adult patients with moderately to severely active UC & prior response or intolerance to conventional or

The induction randomized patients 3:2 to receive 200 q4w or placebo
maintenance y(N=568) took Week 12 induction clinical responders and placebo crossoverWeek 24
responders® and receive 200 mg SC TREMFYA@100 mg or placebo SC.

TREMFYA® demonstrated fast-acting and long-lasting clinical results in

Primary endpoint at Week 12

Select secondary endpoints at Week 12

TREMFYA®

versus placebo. Endpoints were not multiple
statistical

Symptomatic response throughWeek 12 (click for more info)

from the i in |

Post hoc analysis: symptomatic response through Week 12
Separation from placebo in symptomatic response observed as early as Week 1°

100

80

60

40

20

Based on visual separation between and placebo as early asWeek 1. Symptomatic response data throughWeek 12 were post hoc analyses and not
adjusted for multiplicity. No statistical or clinical significance can be made.
IV, intravenous; PBO, placebo.
Rubin D, et al. Lancet. 2025;405:33-49.

Induction: 200 mg orPBO atWeeks 0.4. and
ors TELARA® at Week
Maintenance: TREMFYA® 200 mg SC q4w starting atWeek 12.

100 mg SC at Week 16, 90
starting atWeek at 12

in the PBO group who met rescue criteria at an
luction dose of STEMARA® 12

dose of starting 20

Both and SC induction demonstrated clinical remission and endoscopic response atWeek 12
Data originated trials for the biologic.

Due to differences in trial this purely illustrative and should not be used for direct comparisons between

Select secondary endpoints at Week 12
2

|

|

Week

TREMFYA® demonstrated long-lasting clinical results in CD

Select secondary endpoints at Week

Deen

vs STELARA® across all pooled endoscopic endpoints
of patients were in at | year

Treatment-emergent adverse events at year from the GALAXI and GRAVITI trials in CD
Pooled safety atWeek 48 from GALAXI 2 &

Follow-up, weeks
‘Total PYs of Follow-up 64.0
Deaths 0
Patientswith 1 or more:

Events/100 of
follow-up

of
follow-up

AEs leading to
discontinuation,

follow-up

39

For additional safet y information, please see TREMFYA® prescribing information here.

Future considerations for Select ongoing phase 3 trials in IBD
ASTRO: Guselkumab SC maintenance QUASAR Jr: Guselkumab for pediatric participants Guselkumab for
for adults with moderately to severely active with moderately to severely active participants with

The efficacy of the investigational uses of this product have not beendetermined. There is no quarantee that the investigational uses
listed will be filed with and/or approved for marketing bythe FDA.

For more information on trials, go to For additional information, please see prescribing information here.
the United States. severe placue PsO and active SC at and thereafter. to severely active 200

conditions are complex and may present
with extra-intestinal, extra-articular, and extra-

manifestations

Psoriatic

OSd

Pre-treatment and Maintenance

Prefilled syringe (200 mg) or
pen (200 mg)

200 SC starting at Week 12,

Prefilled syringe (100 mg),
pen (100 or

One -press injector (100 mg)
100 at Week 16, and q@wthereafter

United States

1,253,000 cases

1,071,000 cases

Site and presentation
of

Colon and the rectum, typically
appears ina continuous pattern

Anywhere in the Gl tract from the mouth
to the anus, may appear in patches

recommended dosage

Fa

of patients had prior
inadequate response

rem

Over of patients were in complete endoscopic remission
at Week 44

Maintenance
clinical

|

Week 24 responders (click for

Symptomatic remission
was significantly greater
with vs
placebo at the first study
visit (Week 4, 23% vs 13%,

and atWeek 12
(50% vs 21%,

PBO IV
(N=280)

200 mg IV
(N=421)

Induction: TREMFYA® 400 g4worPBO Weeks 0.4. and
Maintenance: 200 mg SC q4w starting atWeek

100 mg SC starting at Week 16. or continued Sc
induction responders)

Patients in the PBO group met rescue criteria atWeek 16 received
an induction TREMFYA® 400 mg q4w starting at Week 16
followed by a maintenance dose of 100 starting

Co-primary endpoints atWeek 12

Clinical

response throughWeek (click for more info)

TREMFYA® TREMFYA® STELARA®
100 mg 200 mq

13 (8.5%) 22

TT a

for adults with to severely active
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60%

Patients

the combined

response!

iMES

O0

Clinical |

19%

A at

45%
49%

5.0%

HEM

iMES

free clinical

versus

44%

60%
Patients

has

100%

20%

BLU

PBO SG

Pr
op
or
tio
n
of
pa
tie
nt
s
(%

)

(2
66

53

Week

\

47% vs
26% vs

OV

353028 2419

startin sc starting at Patien

followed by

in the met rescue criteria at 16

mo starting

A=35
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56%

41%

Patients

Additional multiplicity-controlled endpoints atWeek 48
6

of patients treated with

Other endpoints at Week 48
Endoscopic at Week 48 were

multiplicity. No canbe made.

Proportion (95% Cl) of participants
400

mg SC 200 mg SC

Pooled safety atWeek 48 from

(65.8%)

413.0

16 (13.7%

10 (8.5%)

36 (30.8%) 56
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EVIDENCE SUMMARY:
TREMFYA® (guselkumab) for moderately to severely
active ulcerative colitis or Crohn’s disease
Inflammatory conditions have a significant impact on the patient and healthcare system
Immunelegic therapies
present the highest cost
burden for commercial plans
Top Therapy Classes for
Commercial Plans, by Percent
Total PMPY

Multiple

is a
fully human indicated for
the treatment of adults

Moderate-to-severe plaque
who are candidates for

systemic therapy or phototherapy

Active psoriatic arthritis

Moderately to severely active
ulcerative colitis

Moderately to severely
active Crohn’s disease

has demonstrated clinical efficacy in

QUASAR clinical program
YA" was evaluated in multicenter. induction and maintenance studies in

adult patients with moderately to severely active UC & prior response or intolerance to conventional or

The induction randomized patients 3:2 to receive 200 q4w or placebo
maintenance y(N=568) took Week 12 induction clinical responders and placebo crossoverWeek 24
responders® and receive 200 mg SC TREMFYA@100 mg or placebo SC.

TREMFYA® demonstrated fast-acting and long-lasting clinical results in

Primary endpoint at Week 12

Select secondary endpoints at Week 12

TREMFYA®

versus placebo. Endpoints were not multiple
therefore, statistical

Symptomatic response throughWeek 12 (click for more info)

from the i in |

Placebo

TREMFYA® 200 mg TREMFYA® 200 mg SC

Cumulative clinical response
Clinical response atWeek response atWeek Week 12 or 242

Among Week 12 clinical nonresponders
to IV induction who
received additional TREMFYA®
(guselkumab) SC

55%
66/120

Proportion (95% Cl) of patients (%)

Clinical response: A decrease from baseline in the modified Mayo score by and points, with either a =1-point decrease from baseline in the rectal
bleeding subscore or a rectal bleeding subscore of or 1.

treatment difference (95% Cl) based on Cochran-Mantel-Haenszel method (adjusted for stratification factors: biologic and/or JAK-inhibitor failure status and
concomitant use of corticosteroids at baseline). who had a prohibited change in UC medication, an ostomy or colectomy, or discontinued study agent due to lac
of therapeutic effect or due to an AE of worsening of UC prior to theWeek 12 were considered not to have achieved the specified endpoints. received TREMFY
200 mg IV at weeks 4, 8 and then TREMFYA® 200 mg SC at weeks 12, 16, and 20.
AE, adverse event; Cl, confidence interval; IV, intravenous; JAK, Janus kinase; SC, subcutaneous; UC, ulcerative colitis.
1. TREMFYA® [Prescribing Information]. Horsham, PA: Janssen Biotech, Inc. 2. Rubin D, et al. Lancet. Suppl. 2025;.405:S1-S92.

Both and SC induction demonstrated clinical remission and endoscopic response atWeek 12
Data originated trials for the biologic.

Due to differences in trial this purely illustrative and should not be used for direct comparisons between

Select secondary endpoints at Week 12
2

|

|

Week

TREMFYA® demonstrated long-lasting clinical results in CD

Select secondary endpoints at Week

Deen

vs STELARA® across all pooled endoscopic endpoints
of patients were in at | year

Treatment-emergent adverse events at year from the GALAXI and GRAVITI trials in CD
Pooled safety atWeek 48 from GALAXI 2 &

Follow-up, weeks
‘Total PYs of Follow-up 64.0
Deaths 0
Patientswith 1 or more:

Events/100 of
follow-up

of
follow-up

AEs leading to
discontinuation,

follow-up

39

For additional safet y information, please see TREMFYA® prescribing information here.

Future considerations for Select ongoing phase 3 trials in IBD
ASTRO: Guselkumab SC maintenance QUASAR Jr: Guselkumab for pediatric participants Guselkumab for
for adults with moderately to severely active with moderately to severely active participants with

The efficacy of the investigational uses of this product have not beendetermined. There is no quarantee that the investigational uses
listed will be filed with and/or approved for marketing bythe FDA.

For more information on trials, go to For additional information, please see prescribing information here.
the United States. severe placue PsO and active SC at and thereafter. to severely active 200

conditions are complex and may present
with extra-intestinal, extra-articular, and extra-

manifestations

Psoriatic

OSd

Pre-treatment and Maintenance

Prefilled syringe (200 mg) or
pen (200 mg)

200 SC starting at Week 12,

Prefilled syringe (100 mg),
pen (100 or
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EVIDENCE SUMMARY:
TREMFYA® (guselkumab) for moderately to severely
active ulcerative colitis or Crohn’s disease
Inflammatory conditions have a significant impact on the patient and healthcare system
Immunelegic therapies
present the highest cost
burden for commercial plans
Top Therapy Classes for
Commercial Plans, by Percent
Total PMPY

Multiple

is a
fully human indicated for
the treatment of adults

Moderate-to-severe plaque
who are candidates for

systemic therapy or phototherapy

Active psoriatic arthritis

Moderately to severely active
ulcerative colitis

Moderately to severely
active Crohn’s disease

has demonstrated clinical efficacy in

QUASAR clinical program
YA" was evaluated in multicenter. induction and maintenance studies in

adult patients with moderately to severely active UC & prior response or intolerance to conventional or

The induction randomized patients 3:2 to receive 200 q4w or placebo
maintenance y(N=568) took Week 12 induction clinical responders and placebo crossoverWeek 24
responders® and receive 200 mg SC TREMFYA@100 mg or placebo SC.

TREMFYA® demonstrated fast-acting and long-lasting clinical results in

Primary endpoint at Week 12

Select secondary endpoints at Week 12

TREMFYA®

versus placebo. Endpoints were not multiple

Symptomatic response throughWeek 12 (click for more info)

Treatment-emergent adverse events at ~1year from the QUASAR trial in UC“
Induction

6LL

For additional information, please see TREMFY A® prescribing information here

for CD

GALAXI clinical
48-week, multicenter, randomized,

double-blind, placebo- and biclogic
treat-through studies in adult patients

with to severely active CD.
inadequate loss of or intolerance
to oral CS, conventional and/or

Patients were randomized to receive:
Induction: TREMFYA® 200 mg atWeeks
ors TELARA® at Week
Maintenance: 200 mg SC q4w starting atWeek 12.

100 mg at Week
starting

in the PBO group who met rescue criteria at an
luction dose of STEMARA® 12

dose of starting 20

Both and SC induction demonstrated clinical remission and endoscopic response atWeek 12
Data originated trials for the biologic.

Due to differences in trial this purely illustrative and should not be used for direct comparisons between

Select secondary endpoints at Week 12
2

|

|

Week

TREMFYA® demonstrated long-lasting clinical results in CD
GAL

Both TREMFYA® SC and IV induction separated from
placebo in clinical response as early as Week 4
Data originated from separate pivotal trials for the biologic. Due to differences in trial designs,
this is purely illustrative and should not be used for direct comparisons between agents.

IV introduction: GALAXI 2 clinical

100

80

60

40

20

GALAXI 3: At week 12, 61.1% of patients on (combined
200 mg IV groups) achieved clinical response compared to 18.1% in
the placebo group!

Placebo (N=76) 200 q4w (N=289)

Clinical response atWeeks8 and 12 for GALAXI and atWeeks 4 and 8 for GRAVITI were prespecified but not adjusted for multiplicity.
Clinical response atWeek 4 for GALAXI was adjusted for multiplicity (with nominal P-value). No statistical or clinical significance can be made.
Clinical response: reduction from baseline in CDAI score or CDAI score <150

CDAI, Crohn’s disease activity index; Cl, confidence interval; IV, intravenous; q4w, every 4 weeks; SC, subcutaneous.
1. Panaccione R, et al. DDW 2024. Oral Presentation #1057b. 2. Hart A, et al. Gastroenterology. 2025; doi:10.1053/j.gastro.2025.02.033.

AEs leading to
discontinuation,

PYs
follow -up

39

Serious

safet y information, please see TREMFYA® prescribing information here.

Future considerations for Select ongoing phase 3 trials in IBD
ASTRO: Guselkumab SC maintenance QUASAR Jr: Guselkumab for pediatric participants Guselkumab for
for adults with moderately to severely active with moderately to severely active participants with

The efficacy of the investigational uses of this product have not beendetermined. There is no quarantee that the investigational uses
listed will be filed with and/or approved for marketing bythe FDA.

For more information on trials, go to For additional information, please see prescribing information here.
the United States. severe placue PsO and active SC at and thereafter. to severely active 200

conditions are complex and may present
with extra-intestinal, extra-articular, and extra-

manifestations

Psoriatic

OSd

Pre-treatment and Maintenance

Prefilled syringe (200 mg) or
pen (200 mg)

200 SC starting at Week 12,

Prefilled syringe (100 mg),
pen (100 or

One -press injector (100 mg)
100 at Week 16, and q@wthereafter

United States

1,253,000 cases

1,071,000 cases

Site and presentation
of

Colon and the rectum, typically
appears ina continuous pattern

Anywhere in the Gl tract from the mouth
to the anus, may appear in patches
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GRAVITI clinical
multicenter, randomized,

treat-through adult patients
with to severely active who had
inadequate response, loss of response. or intolerance
to oral CS, conventional and/or biologic
therapies

Patients were randomized 1:14 to
Induction: 400 q4w atWeeks and

: Maintenance: 200 mq starting atWeek 12,
100 mg SC starting at Week 16. or continued Sc

induction responders)
Patients in the PBO group who met criteria at 16 received
an induction TREMFYA® 400 mg q4w starting atWeek 16
followed by a maintenance dose of 100 starting

Co-primary endpoints atWeek 12

Clinical

response throughWeek (click for more info)
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