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Treatment of adults with moderate-to-severe plague psoriasis who are candidates for systemic
therapy or phototherapy
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5. DOSAGE AND ADMINISTRATION

Dosage

ILUMYA is intended for use under the guidance and supervision of a physician experienced in
the diagnosis and treatment of plaque psoriasis. Administer ILUMY A subcutaneously. Each
prefilled syringe is for single-dose only. Inject the full amount (1 mL) which provides 100 mg of
tildrakizumab per syringe.

I | during the placel llod neriod.
The safety profile of ILUMYA through Week 260 of the open-label extension periods of Trial 2
and Trial 3 was consistent with the safety profile observed during the double-blind periods.
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8.2. Immunogenicity

In pooled Phase 2b and Phase 3 analyses, 6.5% (26/400) of subjects treated with tildrakizumab
100 mg up to week 64 developed antibodies to tildrakizumab. Of the subjects who developed
antibodies to tildrakizumab, 38.4% (10/26 subjects) had neutralizing antibodies. This represents
2.5% (10/400) of all subjects receiving tildrakizumab.

In pooled Phase 3 analyses, 8.3% (51/615) of subjects treated with tildrakizumab 100 mg dose
up to 420 weeks developed antibodies to tildrakizumab. Of the tildrakizumab treated subjects
who developed antibodies to tildrakizumab, 37.3% (19/51 subjects) had antibodies that were
classified as neutralizing, which represents 3.0% (19/615) of al tildrakizumab-treated subjects.
Development of neutralizing antibodies to tildrakizumab was associated with lower serum
tildrakizumab concentrations. Subjects with neutralizing antibodies had numerically lower
efficacy; however, the full impact of neutralizing antibodies on efficacy could not be adequately
assessed.

9. USE IN SPECIFIC POPULATIONS
9.1. Pregnancy

Risk Summary

Available data from clinical trials, published literature, and pharmacovigilance with ILUMYA
use in pregnant women are insufficient to inform a drug associated risk of major birth defects,
miscarriage or other adverse maternal or fetal outcomes.
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