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Paediatric plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in children and
adolescent patients from the age of +2-6 years and older, who are inadequately controlled by, or are
intolerant to, other systemic therapies or phototherapies (see section 5.1).
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In Crohn’s disease or Ulcerative Colitis, if therapy is interrupted, resumption of treatment with
subcutaneous dosing every 8 weeks is safe and effective.
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Plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in adult patients (18
years or older) who have failed to, have a contraindication to, or who are intolerant to other systemic
therapies including ciclosporin, methotrexate or Psoralen plus U.V (PUVA).
Paediatric plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in children and
adolescent patients from the age of 6 years and older, who are inadequately controlled by, or are
intolerant to, other systemic therapies or phototherapies.
Psoriatic arthritis (PsA)
STELARA, alone or in combination with MTX, is indicated for the treatment of active psoriatic arthritis
in adult patients when the response to previous non-biological disease modifying anti rheumatic drug
(DMARD) therapy has been inadequate.
Crohn’s Disease
STELARA is indicated for the treatment of adult patients with moderately to severely active Crohn’s
disease who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a TNFa antagonist or have medical contraindications to such therapies.
Ulcerative colitis
STELARA is indicated for the treatment of adult patients with moderately to severely active ulcerative
colitis who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a biologic or have medical contraindications to such therapies
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4.1  Therapeutic indications

Plaque psoriasis
STELARA is indicated for the treatment of moderate to severe plaque psoriasis in adult patients (18

years or older) who have failed to, have a contraindication to, or who are intolerant to other systemic
therapies including ciclosporin, methotrexate or Psoralen plus U.V (PUVA) (see section 5.1).

Paediatric plaque psoriasis

STELARA is indicated for the treatment of moderate to severe plaque psoriasis in children and
adolescent patients from the age of 12-6 years and older, who are inadequately controlled by, or are
intolerant to, other systemic therapies or phototherapies (see section 5.1).

Psoriatic arthritis (PsA)

STELARA, alone or in combination with MTX, is indicated for the treatment of active psoriatic arthritis
in adult patients when the response to previous non-biological disease-modifying anti-rheumatic drug
(DMARD) therapy has been inadequate (see section 5.1).

Crohn’s Disease

STELARA is indicated for the treatment of adult patients with moderately to severely active Crohn’s
disease who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a TNFa antagonist or have medical contraindications to such therapies.

Ulcerative colitis

STELARA is indicated for the treatment of adult patients with moderately to severely active ulcerative
colitis who have had an inadequate response with, lost response to, or were intolerant to either
conventional therapy or a biologic or have medical contraindications to such therapies (see section 5.1).

4.2  Posology and method of administration

Paediatric plaque psoriasis (126 years and older)
The recommended dose of STELARA based on body weight is shown below (Tables 1 and 2).
STELARA should be administered at Weeks 0 and 4, then every 12 weeks thereafter.

Table 1 Recommended dose of STELARA for paediatric psoriasis
Body weight at the time of dosing Recommended Dose
<60 kg 0.75 mg/kg’ |
>60-<100 kg 45 mg
> 100 kg 90 mg

a To calculate the volume of injection (mL) for patients < 60 kg, use the following formula: |
body weight (kg) x 0.0083 (mL/kg) or see Table 2. The calculated volume should be rounded to the nearest

0.01 mL and administered using a 1 mL graduated syringe. A 45 mg vial is available for paediatric patients

who need to receive less than the full 45 mg dose.

Table 2 Injection volumes of STELARA for paediatric psoriasis patients < 60 kg
Body weight (al:gt)lme of dosing Dose (mg) Volume of injection (mL)
15 11.3 0.12
16 12.0 0.13
17 12.8 0.14
18 13.5 0.15
19 143 0.16
20 150 0.17
21 158 0.17
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22 16.5 0.18
23 17.3 0.19
24 18.0 0.20
25 18.8 021
26 19.5 0.22
27 20.3 0.22
28 21.0 023
29 21.8 0.24
30 22.5 0.25

Consideration should be given to discontinuing treatment in patients who have shown no response up to
28 weeks of treatment.

Crohn’s Disease and Ulcerative Colitis

In Crohn’s disease_or Ulcerative Colitis, if therapy is interrupted, resumption of treatment with
subcutaneous dosing every 8 weeks is safe and effective.

4.8 Undesirable effects

Paediatric population

Undesirable-effeets-inpPaediatric patients—1+2 6 years and older with plaque psoriasis

The safety of ustekinumab has been studied in two phase 3 studies of paediatric patients with moderate
to severe plaque psoriasis. a-phase-3-The first study efwas in 110 patients from 12 to 17 years of age
treated for up to 60 weeks and the second study was in 44 patients from 6 to 11 years of age treated for
up to 56 weeks. In generalthisstuey, the adverse events reported in these two studies with safety data up
to 1 year were similar to those seen in previous studies in adults with plaque psoriasis.

5.1 Pharmacodynamic properties

Paediatric plaque psoriasis
Ustekinumab has been shown to improve signs and symptoms, and health related quality of life in
paediatric patients +2-6 years and older with plaque psoriasis.

Children (6-11 vears)

The efficacy of ustekinumab was studied in 44 paediatric patients aged 6 to 11 years with moderate to
severe plaque psoriasis in an open label, single-arm, multicentre, phase 3, study (CADMUS Jr.). Patients
were treated with the recommended dose of ustekinumab (see section 4.2; n = 44) by subcutaneous
injection at weeks 0 and 4 followed by every 12 week (q12w) dosing.

Patients with PASI > 12, PGA >3 and BSA involvement of at least 10%, who were candidates for
systemic therapy or phototherapy, were eligible for the study. Approximately 43% of the patients had
prior exposure to conventional systemic therapy or phototherapy. Approximately 5% of the patients had
prior exposure to biologics.

The primary endpoint was the proportion of patients who achieved a PGA score of cleared (0) or
minimal (1) at week 12. Secondary endpoints included PASI 75, PASI 90, and change from baseline in
Children’s Dermatology Life Quality Index (CDLQI) at week 12. At week 12, subjects treated with

ustekinumab showed clinically meaningful improvements in their psoriasis and health related quality of
life (Table 8).
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All patients were followed for efficacy for up to 52 weeks following first administration of study agent.
The proportion of patients with a PGA score of cleared (0) or minimal (1) at week 12 was 77.3%.
Efficacy (defined as PGA 0 or 1) was observed as early as the first post-baseline visit at week 4 and the
proportion of subjects who achieved a PGA score of 0 or 1 increased through week 16 and then
remained relatively stable through week 52. Improvements in PGA, PASI, and CDLQI were maintained
through week 52 (Table 8).
Table 8 Summary of primary and secondary endpoints at week 12 and week 52
Paediatric psoriasis study (CADMUS Jr.) (Age 6-11)
Week 12 Week 52
Recommended dose of Recommended dose of
Ustekinumab Ustekinumab
N (%) N (%)
Patients enrolled 44 41
PGA
PGA of cleared (0) or minimal (1) 34 (77.3%) 31 (75.6%)
PGA of cleared (0) 17 (38.6%) 23 (56.1%)
PASI
PASI 75 responders 37 (84.1%) 36 (87.8%)
PASI 90 responders 28 (63.6%) 29 (70.7%)
PASI 100 responders 15 (34.1%) 22 (53.7%)
CDLQI?
Patients with a CDLQI >1 at baseline (N=39) (N=36)
CDLQIof0Qor 1 24 (61.5%) 21 (58.3%)
4 CDLQI: The CDLOQI is a dermatology instrument to assess the effect of a skin problem on the health-related quality
of life in the paediatric population. CDLQI of 0 or 1 indicates no effect on child’s quality of life.

5.2  Pharmacokinetic properties

Special populations

Serum ustekinumab concentrations in paediatric psoriasis patients +2-6 to 17 years of age, treated with |
the recommended weight-based dose were generally comparable to those in the adult psoriasis

population treated with the adult dose. Serum ustekinumab concentrations in paediatric psoriasis patients

12-17 years of age (CADMUS) -treated with half of the recommended weight-based dose were generally

lower than those in adults.
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