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Health Canada Approves STELARA®* (ustekinumab) for Children with Chronic Moderate to 
Severe Plaque Psoriasis 

 
Data show clinically meaningful improvements of plaque psoriasis  

in pediatric patients  6 to 11 years of age  
 

Toronto, ON, June 17, 2020 – The Janssen Pharmaceutical Companies of Johnson & Johnson announced 

today that Health Canada has approved STELARA® (ustekinumab injection) for the treatment of chronic 

moderate to severe plaque psoriasis in children 6 to 11 years of age, who are inadequately controlled by, 

or are intolerant to, other systemic therapies or phototherapies.1  

 

STELARA® is the first and only biologic treatment in this patient population to selectively inhibit interleukin 

(IL)-12/IL-23, an important therapeutic target for psoriasis.2 With this approval, STELARA® is now the 

only IL-12/IL-23 inhibitor indicated for the treatment of chronic moderate to severe plaque psoriasis in 

patients 6 to 17 years of age who are inadequately controlled by, or are intolerant to, other systemic 

therapies or phototherapies, as well as in adult patients who are candidates for phototherapy or systemic 

therapy.3 

 

Psoriasis affects nearly one million Canadians4 and is an immune-mediated inflammatory disease that 

manifests on the skin,5 with plaque psoriasis being the most common type in children.6 For 33% of 

patients, psoriasis initially presents in the first 20 years of life, with an estimated 10% of these patients 

developing psoriasis before the age of 10.7 Children are a particularly vulnerable patient group, and 

studies show that psoriasis has a profoundly disruptive effect on forming social relationships and school 

life,8 and can have a long-term impact on the psychological health and overall quality of life for 

children.9,10  

 

“Living with inadequately controlled moderate to severe psoriasis can heavily impact children in all aspects 

of their life, physically and emotionally, putting a great burden on the child and their family,” said Dr. Ian 

Landells**, Clinical Associate Professor, Dermatology, Memorial University, St. John’s, NL, Canada. “The 

data supporting this approval are an essential advancement, providing physicians with a key option to 
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help transform and restore the quality of life of some of the youngest and most vulnerable patients living 

with this serious chronic condition, and their families.”   

  

This approval is based on results from the Phase 3 CADMUS Jr study which evaluated the safety and 

efficacy of STELARA® in pediatric patients six to 11 years of age with plaque psoriasis.11 Efficacy measured 

by PGA and PASI responses was observed at week 12 and improvements were maintained through week 

52.12. Safety was evaluated through week 56, and the observed safety profile was similar to that observed 

in adolescent patients.13 

 

About Psoriasis 

The most common form of psoriasis is plaque psoriasis, usually  presenting as areas of red or inflamed 

skin covered with silvery scales, which are known as plaques.14 The inconsistent nature of psoriasis may 

cause patients to have ongoing concerns over developing plaques, even after they appear to subside.15 

Many individuals are faced with social exclusion, discrimination and stigma because of their disease.16 

Pediatric psoriasis is also associated with a high incidence of low self-esteem, and it can have long-term 

ramifications into adulthood and beyond.17 

 

About the CADMUS programme18 

CADMUS Jr is a Phase 3, multicentre, open-label study that included 44 participants 6–11 years of age, 

and was initiated following the successful completion of the CADMUS study involving adolescent patients 

12–17 years of age. The study included a single arm in which patients received one subcutaneous 

injection of STELARA® at weeks 0, 4, 16, 28 and 40. STELARA® dosing was dependant on the weight of the 

participant: Participants weighing <60 kg received STELARA® 0.75 mg/kg; those weighing ≥60 kg to ≤100 

kg received STELARA® 45 mg; and those weighing >100 kg received STELARA® 90 mg.  

 

In the CADMUS Jr study, the median duration of psoriasis was 2.9 years and the median age of onset of 

disease was 6.0 years. The primary endpoint was the proportion of patients who achieved a Physician 

Global Assessment (PGA) score of cleared (0) or minimal (1) at Week 12. Secondary endpoints included 

the proportions of patients achieving at least 75% and 90% improvement in their Psoriasis Area and 

Severity Index score at Week 12 compared to baseline (PASI 75 and PASI 90 responses, respectively), 

and improvement in quality of life, as measured by Children’s Dermatology Life Quality Index (CDLQI) at 

Week 12. At Week 12, patients treated with STELARA® showed clinically meaningful improvements in their 

psoriasis;  77.3% (95% confidence interval [CI]: 62.2%, 88.5%) achieved PGA 0/1, 84.1% (95% CI: 

69.9%, 93.4%) achieved PASI 75, and 38.6% achieved PGA of cleared (0) responses. All patients were 

followed for up to 52 weeks after the first administration of STELARA®. Improvements in PGA 0/1, PASI 

75, and PGA of cleared (0) measures were maintained through to week 52 (75.6%, 87.8%, 56.1%, 

respectively).  
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Safety was evaluated through week 56. No new safety issues were identified in pediatric patients 6 to 11 

years of age, and the observed safety profile was similar to that observed for STELARA®-treated 

adolescent patients 12 to 17 years of age. In general, the adverse events reported in both pediatric 

patient studies were similar to those seen in studies in adults with plaque psoriasis.19  

 

About STELARA® (ustekinumab)20 

STELARA® is a fully human interleukin IL-12/23 antagonist indicated for the treatment of chronic 

moderate to severe plaque psoriasis in children and adolescent patients six years of age and older who are 

inadequately controlled by or are intolerant to other systemic therapies or phototherapies, and is also 

approved for the treatment of chronic moderate to severe plaque psoriasis in adults who are candidates 

for phototherapy or systemic therapy. 

 

Common side effects reported with STELARA® include, upper respiratory infections (such as the common 

cold), infections of the nose and throat, sore throat, dizziness, headache, diarrhea, nausea and vomiting, 

itching, back pain, muscle aches, joint pain, tiredness, redness and pain at the injection site, sinus 

infections.21 

 

About the Janssen Pharmaceutical Companies of Johnson & Johnson  

At Janssen, we’re creating a future where disease is a thing of the past. We’re the Pharmaceutical 

Companies of Johnson & Johnson, working tirelessly to make that future a reality for patients everywhere 

by fighting sickness with science, improving access with ingenuity, and healing hopelessness with heart. 

We focus on areas of medicine where we can make the biggest difference: Cardiovascular & Metabolism, 

Immunology, Infectious Diseases & Vaccines, Neuroscience, Oncology, and Pulmonary Hypertension.  

 

Janssen Inc. is a member of the Janssen Pharmaceutical Companies of Johnson & Johnson. 

 

*All trademark rights used under license. 
 
**Dr. Landells was not compensated for any media work. He has been compensated as a consultant. 
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Cautions Concerning Forward-Looking Statements 

This press release contains "forward-looking statements" as defined in the Private Securities Litigation 

Reform Act of 1995 regarding STELARA® as a treatment for chronic moderate to severe plaque psoriasis in 

children 6 to 11 years of age. The reader is cautioned not to rely on these forward-looking statements. 

These statements are based on current expectations of future events. If underlying assumptions prove 

inaccurate or known or unknown risks or uncertainties materialize, actual results could vary materially 

from the expectations and projections of Janssen Inc., any of the other Janssen Pharmaceutical 

Companies and/or Johnson & Johnson. Risks and uncertainties include, but are not limited to: challenges 
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and uncertainties inherent in product research and development, including the uncertainty of clinical 

success and of obtaining regulatory approvals; uncertainty of commercial success; manufacturing 

difficulties and delays; competition, including technological advances, new products and patents attained 

by competitors; challenges to patents; product efficacy or safety concerns resulting in product recalls or 

regulatory action; changes in behavior and spending patterns of purchasers of health care products and 

services; changes to applicable laws and regulations, including global health care reforms; and trends 

toward health care cost containment. A further list and descriptions of these risks, uncertainties and other 

factors can be found in Johnson & Johnson's Annual Report on Form 10-K for the fiscal year ended 

December 29, 2019, including in the sections captioned “Cautionary Note Regarding Forward-Looking 

Statements” and “Item 1A. Risk Factors,” and in the company’s most recently filed Quarterly Report on 

Form 10-Q, and the company’s subsequent filings with the Securities and Exchange Commission. Copies of 

these filings are available online at www.sec.gov, www.jnj.com or on request from Johnson & Johnson. 

None of the Janssen Pharmaceutical Companies nor Johnson & Johnson undertakes to update any 

forward-looking statement as a result of new information or future events or developments. 

 

# # # 

 

1 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 
2 Benson J, et al. Discovery and mechanism of ustekinumab. MAbs 2011;3:535–45. 
3 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 
4 Canadian Dermatology Association. Available at: https://dermatology.ca/public-patients/skin/psoriasis/. 
Access May 11, 2020 
5 Clark RA. Resident memory T cells in human health and disease. Sci Transl Med 2015;7:269rv1. 
6 Canadian Association of Psoriasis Patients. Pediatric Psoriasis. Available at: 
https://www.canadianpsoriasis.ca/index.php/en/psoriasis/pediatric-psoriasis 
 
7 Canadian Association of Psoriasis Patients. Pediatric Psoriasis. Available at: 
https://www.canadianpsoriasis.ca/index.php/en/psoriasis/pediatric-psoriasis 
 
8 Bronckers I, et al. Psoriasis in children and adolescents: diagnosis, management and comorbidities. 
Paediatr Drugs 2015;17:373–84. 
9 Bronckers I, et al. Psoriasis in children and adolescents: diagnosis, management and comorbidities. 
Paediatr Drugs 2015;17:373–84. 
10 Bajorek Z, et al. The impact of long term conditions on employment and the wider UK economy. The 
Work Foundation 2016. Available at: http://www.theworkfoundation.com/wp-
content/uploads/2016/11/397_The-impact-of-long-term-conditions-on-the-economy.pdf. (last accessed 
January 2020). 
11 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 
12 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020.  
 

 

http://www.sec.gov/
http://www.jnj.com/
https://www.canadianpsoriasis.ca/index.php/en/psoriasis/pediatric-psoriasis
https://www.canadianpsoriasis.ca/index.php/en/psoriasis/pediatric-psoriasis


5 
 

 
13 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 
14British Skin Foundation. Psoriasis. Available at: 
www.britishskinfoundation.org.uk/SkinInformation/AtoZofSkindisease/Psoriasis.aspx (last accessed 
January 2020). 
 
15 Clark RA. Resident memory T cells in human health and disease. Sci Transl Med 2015;7:269rv1. 
 
16 World Health Organization. Global Report on Psoriasis. 2016. Available at: 
apps.who.int/iris/bitstream/10665/204417/1/9789241565189_eng.pdf. (last accessed January 2020). 
17 Salman A, et al. Impact of psoriasis in the quality of life of children, adolescents and their families: a 
cross-sectional study. An Bras Dermatol 2018;93:819–23. 
18 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020.  
 
19 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 
20 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 
21 STELARA® Product Monograph. Janssen Inc. Updated June 16, 2020. 
 


