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Treatment of adults with moderate-to-severe plaque who are candidates for systemic therapy or
phototherapy.
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2. Qualitative and quantitative composition
[...]

Excipient with known effect:
Each pre-filled syringe of Ilumya 100 mg contains 0.5 mg of polysorbate 80.

[...]

4.4 Special warnings and precautions for use

[...]

Excipients

[lumya contains 0.5 mg of polysorbate 80 in each pre-filled syringe of 100 mg, which is
equivalent to 0.5 mg/ml. Polysorbate may cause allergic reactions.
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4.8 Undesirable effects
[...]

Long-term Safety Deseription-ofselected-adversereaction

The safety profile of tildrakizumab observed during the long-term extensions periods of
resurface 1 and resurface 2 was consistent with that of the double-blind periods.

5.1 Pharmacodynamic properties
[...]

Clinical efficacy and safety

[...]

In these studies, patients were randomised to either placebo or tildrakizumab (including 200
mg and 100 mg at 0, 4 and every twelve weeks thereafter [Q12W]), up to 52 or 64 weeks. In
the active comparator study (reSURFACE 2), patients were also randomised to receive
etanercept 50 mg twice weekly for 12 weeks, and weekly thereafter up to 28 weeks. Patients
who did not respond to etanercept treatment (<75% reduction in PASI from baseline) were
switched to tildrakizumab 200 mg Q12W up to 52 weeks, while patients who responded to
etanercept were discontinued from the study.

Eligible patients who completed the double-blind periods of reSSURFACE 1 and reSURFACE
2 with > 50% improvement in PASI from baseline could participate in open-label extension
phases of these studies in order to evaluate the long-term safety and maintenance of efficacy
of continuous tildrakizumab treatment. Patients entering the extension periods of
reSURFACE 1 and reSURFACE 2 continued treatment at the same dose of tildrakizumab,
100 mg or 200 mg, that they were receiving at week 64 or 52, respectively. Up to 6 years of
follow-up data are available.

[...]

Maintenance of response

[...]

Of the patients who completed the double-blind period, 506 (79%) in reSURFACE 1 and 730
(97%) in reSURFACE 2 entered the extension period. Across studies, at least 76% of patients
who had a PASI 90 response at the end of double-blind period, maintained a PAST 90
response during the extension period, when tildrakizumab 100 mg or 200 mg treatment was
continued during a period of 192 weeks (Figure 2 and Figure 3).
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Figure 2. Percentage of patients who maintained a PASI 90 response by visit in the
openlabel extension of reSURFACE 1 (Full Analysis Set, Extension Period*)
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Week
Number of Subjects
Tildrakizumab 100 mg 125 125 124 122 120 120 118 118 115 110 105 102 g7

Tildrakizumab 200 mg 137 136 136 129 134 133 133 131 130 125 124 118 113

*Among PASI 90 responders at the end of the double-blind study period. No imputation of missing data.
Note: Visit week is nominal, as study participants had a window of up to approximately 12 weeks from week 64 to
begin the extension.

Figure 3. Percentage of patients who maintained a PASI 90 response by visit in the
openlabel extension of reSURFACE 2 (Full Analysis Set, Extension Period*)
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Week

Number of Subjects

Tildrakizumab 100 mg 255 258 251 249 245 244 239 234 234 227 218 279
Tidrakizumab 200 mg 192 192 192 191 1588 184 184 181 178 173 171 168

*Among PASI 90 responders at the end of the double-blind study period. No imputation of missing data.

[...]

Immunogenicity
[...]

The development of neutralizing antibodies to tildrakizumab was associated with lower
serum tildrakizumab concentrations.
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