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ABSTRACT

BACKGROUND: Infliximab (IFX) is indicated for the treatment of plaque-type psoriasis, but the efficacy
and safety of maintenance vs intermittent therapy are unknown.

OBJECTIVE: To assess the long-term efficacy and safety of maintenance vs intermittent therapy with 
IFX 5 mg/kg in adults with moderate-to-severe, plaque-type psoriasis.

METHODS: This was an extension of the 26-week phase IIIb RESTORE1 trial. Patients who had been
randomized to IFX in RESTORE1 and had achieved ≥75% improvement in PASI (PASI75) by the end of that
study were randomized to IFX 5 mg/kg as maintenance (infusions every 8 weeks) or intermittent therapy.
Intermittent therapy was initiated upon relapse (improvement in PASI from original baseline reduced by
>50%). These subjects received no further treatment until they relapsed again. 

RESULTS: 441 subjects were randomized 1:1 to maintenance (n=222) or intermittent (n=219) therapy. 
The study was terminated early due to serious infusion reactions in some intermittent-therapy patients.
Consequently, no formal efficacy analysis was conducted, and efficacy variables were summarized by
descriptive statistics. PASI50, PASI75, and PASI90 showed that maintenance therapy achieved greater
response rates at most time points compared with intermittent therapy. At week 116,* PASI50 response
rate was 95% vs 63%, PASI75 was 78% vs 20%, and PASI90 was 48% vs 9% in the maintenance and
intermittent groups, respectively.

Overall, the incidence of adverse events (AEs) was comparable between the groups, except for differing
numbers of serious infections (8 [4%] maintenance group, 4 [2%] intermittent group) and serious
infusion-related reactions (8 [4%] intermittent group, 1 [≤1%] maintenance group). All but one of these
acute reactions occurred during the second infusion of an induction cycle. Two deaths occurred in the
intermittent group (lung cancer, myocardial infarction) but were deemed unrelated to treatment.

CONCLUSIONS: These limited data might suggest that maintenance with IFX is more efficacious than
intermittent therapy in patients with moderate-to-severe, plaque-type psoriasis. Maintenance treatment
was well tolerated, with no new safety signals. In the intermittent-therapy arm, we observed an increased
incidence of serious infusion-related reactions during the re-induction phase. However, other AEs
observed in this group were consistent with the known IFX safety profile.

*These PASI response rates were at week 68, and “week 116” here represents a typographical error. 
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