
The potential for nothing left on their skin:* to patients that’s everything1-4

NOTHING IS  
EVERYTHING

*�Nothing on the skin: Defined as achievement of 75% PASI 90 and ≥84% sPGA 0/1 at Week 16 and achievement of ≥56%  
PASI 100 and sPGA 0 at Week 52 in UltIMMa-1 and UltIMMa-2. UltIMMa-1: SKYRIZI (n=304), ustekinumab (n=100).2

SKYRIZI is indicated for the treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic therapy.
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address to visit for full SMPC]



Important contextual information1 
Tuberculosis: Prior to initiating treatment with SKYRIZI, patients should be evaluated for tuberculosis (TB) infection. 
Patients receiving SKYRIZI should be monitored for signs and symptoms of active TB. Anti-TB therapy should be 
considered prior to initiating SKYRIZI in patients with a past history of latent or active TB in whom an adequate course 
of treatment cannot be confirmed.

Lab monitoring: SKYRIZI may increase the risk of infection. In patients with a chronic infection, a history of recurrent 
infection, or known risk factors for infection, SKYRIZI should be used with caution. Treatment with SKYRIZI should not 
be initiated in patients with any clinically important active infection until the infection resolves or is adequately treated. 

Patients treated with SKYRIZI should be instructed to seek medical advice if signs or symptoms of clinically important 
chronic or acute infection occur. If a patient develops such an infection or is not responding to standard therapy for the 
infection, the patient should be closely monitored and SKYRIZI should not be administered until the infection resolves. 

a�Includes respiratory tract infection (viral, bacterial, or unspecified), sinusitis (including acute), rhinitis, nasopharyngitis, 
pharyngitis (including viral), tonsillitis.

bIncludes tinea pedis, tinea cruris, body tinea, tinea versicolor, tinea manuum, onychomycosis.

cIncludes headache, tension headache, sinus headache.

dIncludes fatigue, asthenia.

eIncludes injection site bruising, erythema, hematoma, hemorrhage, irritation, pain, pruritus, reaction, swelling.

This is page 2 of a 4-page document. Please see page 3 for study designs and page 4 for  
Important Safety Information. 
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SKYRIZI is an IL-23/p19 inhibitor with:5-10 

SAFETY
Favorable safety profile1

•	 Reported TEAEs were consistent across  
all 4 clinical trials, with no new safety signals  
observed in the Phase 3 program1,2

•	 A safety profile similar to ustekinumab 
through Week 52 during RCTs1,2

•	 The most frequently reported adverse 
reactions in Phase 3 clinical trials were: 

–– Very common (≥1/10): upper respiratory 
infection (URI) 

–– Common (≥1/100 to <1/10): tinea 
infectionsa, headacheb, pruritusc, fatigued, 
injection site reactionse

–– Uncommon (≥1/1000 to <100): 
folliculitis

•	 �Consistent AEs of special interest in a 
pooled analysis from the first 16 weeks  
of treatment up to 4+ years16¶

•	 No reports of active tuberculosis or 
reactivation of latent TB were reported, 
including 31 IMMhance study patients with 
latent TB who did not receive prophylaxis1

DURABILITY
Nothing less than the opportunity for 
durable, complete skin clearance1,2

•	 Twice the percentage of SKYRIZI  
patients achieved complete skin clearance  
vs ustekinumab (PASI 100)

–– �UltIMMa-2: 60% (n=294) vs 30% (n=99), 
respectively, at Week 52*

•	 �Proportion of patients achieving 
complete clearance (PASI 100)
maintained through 2.5 years of continuous 
SKYRIZI treatment in an open-label 
extension (OLE) study11,12

–– Integrated UltIMMa-1 and UltIMMa-2: 
64% (n=295/464), observed cases†

*P<0.0001 vs ustekinumab. 
†Observed cases: no imputation of missing data; patients  
��������� missing data at a visit were excluded from the observed  
� analysis for that visit.
 See the study designs on page 3.

SIMPLICITY
Nothing more than 4 doses per year 
after initiation doses1‡

•	 Reliable every-3-month maintenance 
dosing requiring no adjustment, 
regardless of baseline characteristics, 
including BMI and weight1,13-15§

–– SKYRIZI is dosed 150 mg (two 75-mg 
subcutaneous injections) at Week 0,  
Week 4, and every 12 weeks thereafter1

‡�Maintenance dosing every 12 weeks following 2 starter 
doses �� �at Week 0 and Week 4.

§Numeric trends toward less efficacy were observed in clinical  
� trials in patients weighing more than 130 kilograms. However,  
�� this observation is based on a limited number of subjects.

¶Integrated from five SKYRIZI Phase 2 and Phase 3 trials  
� in patients with moderate to severe plaque psoriasis: Trial 
 1311.2, UltIMMa-1, UltIMMa-2, IMMhance, and IMMvent.



Measurements were taken at each time point prior to administration of the next dose.
Patient depicted was a participant in the UltIMMa-2 pivotal trial undergoing continuous treatment with SKYRIZI.1,2

DoF ABVRRTI67530

REAL SKYRIZI RESULTS1,17 

Complete clearance at Week 521,17
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STUDY DESIGNS 
UltIMMa-1 and UltIMMa-2 were replicate Phase 3 studies1,2

PASI 90 and PASI 100 clearance of psoriatic lesions at Week 52  
vs ustekinumab were ranked secondary endpoints. 

Data analysis: Missing data were imputed as nonresponders (NRI) for categorical 
endpoints and by last observation carried forward for continuous endpoints.

Endpoints: Co-primary: Proportion of patients who achieved PASI 90 response and 
an sPGA score of clear or almost clear (sPGA 0 or 1) at Week 16 vs placebo. Ranked 
secondary endpoints: All 15 secondary ranked endpoints vs placebo and/or ustekinumab 
at Week 16 and/or Week 52 were met in both UltIMMa-1 and UltIMMa-2 (P<0.0001).

Dosing: SKYRIZI 150 mg (two 75-mg subcutaneous injections) at Week 0, Week 4, 
and every 12 weeks thereafter. Ustekinumab 45 mg or 90 mg (weight-based per label). 
Ustekinumab is dosed every 12 weeks after 2 starter doses at Week 0 and Week 4. 

Phase 3 multinational randomized, double-blind, placebo-controlled, and active 
comparator-controlled trial. Patients with moderate to severe plaque psoriasis were 
randomly assigned 3:1:1 to risankizumab, ustekinumab, or placebo. Following the 16-week 
double-blind period, patients assigned to placebo switched to risankizumab; other patients 
continued double-blinded on their originally randomized treatment to Week 52.

UltIMMa-1 and UltIMMa-2 OLE12

An ongoing, single-arm, multicenter, open-label extension (OLE) study evaluating  
the long-term efficacy and safety of SKYRIZI (150 mg). Patients who completed  
UltIMMa-1 or UltIMMa-2, did not develop any malignancies, did not have >8 weeks’  
gap between visits, and were candidates for long-term risankizumab therapy were 
eligible to participate. The OLE data from UltIMMa-1 and UltIMMa-2 also are used  
in the LIMMitless study.

The UltIMMa-1 and UltIMMa-2 OLE analysis only includes patients who were randomized 
into the SKYRIZI arm at baseline (n=304 for UltIMMa-1; n=294 for UltIMMa-2).

A total of N=525 continued into the OLE from UltIMMa-1 and UltIMMa-2. 

OLE limitations: In an open-label extension, there is a potential for enrichment of the 
long-term data in the remaining populations. Patients who are unable to tolerate or do 
not respond to the drug often drop out.

Observed cases (OC): No imputation of missing data; patients missing data at a  
visit were excluded from the observed analysis for that visit.

Dosing: SKYRIZI 150 mg (two 75-mg subcutaneous injections) at Week 0, Week 4,  
and every 12 weeks thereafter.

Baseline PASI1

35
PASI score

NO DOSE
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Week 161

AFTER 2 DOSES

97%
Improvement from  

baseline PASI

Week 521

AFTER 5 DOSES

100%
Improvement from  

baseline PASI
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IMPORTANT SAFETY INFORMATION1

SKYRIZI is contraindicated in patients with hypersensitivity to the active substance or 
to any of the excipients. SKYRIZI may increase the risk of infection. In patients with a 
chronic infection, a history of recurrent infection, or known risk factors for infection, 
SKYRIZI should be used with caution. Treatment with SKYRIZI should not be initiated 
in patients with any clinically important active infection until the infection resolves or 
is adequately treated.

Prior to initiating treatment with SKYRIZI, patients should be evaluated for 
tuberculosis (TB) infection. Patients receiving SKYRIZI should be monitored for signs 
and symptoms of active TB. Anti-TB therapy should be considered prior to initiating 
SKYRIZI in patients with a past history of latent or active TB in whom an adequate 
course of treatment cannot be confirmed. 
 

Prior to initiating therapy with SKYRIZI, completion of all appropriate immunizations 
should be considered according to current immunization guidelines. If a patient has 
received live vaccination (viral or bacterial), it is recommended to wait at least  
4 weeks prior to starting treatment with SKYRIZI. Patients treated with SKYRIZI 
should not receive live vaccines during treatment and for at least 21 weeks  
after treatment.

The most frequently reported adverse reactions were upper respiratory infections, 
which occurred in 13% of patients. Commonly (≥1/100 to <1/10) reported adverse 
reactions included tinea infections, headache, pruritus, fatigue, and injection site 
reactions.

Please refer to the Summary of Product Characteristics for complete 
prescribing information. [Affiliate to work with local reviewers to insert 
appropriate web address to visit for full SMPC]
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INDICATION1

SKYRIZI (risankizumab) is indicated for the treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic therapy.


