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Introduction & Objectives:

SB17 is a human monoclonal antibody and proposed biosimilar to reference ustekinumab (UST). SB17 and UST

had equivalent pharmacokinetics (PK) in healthy subjects in a Phase I Study1. This Phase III study was a

randomized double-blind study to compare efficacy, safety, PK, and immunogenicity of SB17 with UST in patients

with moderate to severe plaque psoriasis. Results up to 28 weeks are presented in this abstract.

Materials & Methods:

In this randomized, double-blind, Phase 3 multicentre study (NCT04967508), moderate to severe plaque psoriasis

patients less than 95 kg were randomized 1:1 to receive either 45 mg of SB17 or UST subcutaneously at Week 0,

Week 4, and Week 16. At Week 28, patients initially randomized to UST were re-randomized in a 1:1 ratio to switch

to SB17 or maintain UST; patients initially randomized to SB17 continued to receive SB17 every 12 weeks up to

Week 40. The primary endpoint was the percent change from baseline in Psoriasis Area Severity Index (PASI) at

Week 12. The equivalence between SB17 and UST was declared if the 95% confidence interval (CI) of the Least

Squares Means (LSMeans) difference of percent change from baseline in PASI at Week 12 is entirely contained

within the pre-defined equivalence margin of [−15%, 15%] for the per protocol set (PPS). The 90% CI of the

LSMeans difference was also estimated for the full analysis set (FAS) with a margin of [−10%, 10%]. Other

secondary efficacy and safety endpoints were also measured.

Results:

Among 503 subjects included, 249 subjects were randomized to SB17 and 254 subjects to UST. The adjusted

difference in LSMeans of percent change from baseline in PASI at Week 12 was −0.6 and the 95% CI of the

adjusted treatment difference was [−3.780 to 2.579] for the PPS, which was entirely contained within the pre-

defined equivalence margin of [−15%, 15%] (Table 1). For the FAS, the adjusted difference in LSMeans was −0.7

and 90% CI was [−3.343, 1.933], which was also within the pre-defined equivalence margin of [−10%, 10%]. The

percent change from baseline in PASI up to Week 28 was comparable between the treatment groups (Figure 1).
Physician’s Global Assessment and Dermatology Life Quality Index were also comparable up to Week 28. The

proportions of patients with any treatment-emergent adverse events (TEAEs) were comparable between



treatment groups up to Week 28 (SB17: 48.2% and UST: 48.8%) and the incidences of serious adverse events and

adverse events of special interest were also comparable between the treatment groups (Table 2). The PK profiles

were comparable between SB17 and UST. The overall incidence of anti-drug antibodies up to Week 28 was 13.3%

with SB17 and 39.4% with UST.

Conclusion:

This study demonstrated biosimilarity of SB17 to UST through equivalent efficacy and comparable safety and PK

up to Week 28.
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Table 1. Primary Efficacy analysis of Percent Change from Baseline in PASI at Week 12 (ANCOVA)

Figure 1. Percent

Change from Baseline in PASI up to Week 28 (Full Analysis Set)

Table 2. Summary of Adverse Events Up to Week 28 (Safety Set 1)
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