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Background: Etanercept (ETN) 25 mg twice wkly (BIW) (or 50 mg once-wkly [QW]) has demonstrated significant
benefit in psoriasis (PsO) and both skin and joint manifestations of psoriatic arthritis (PsA) subjects. Although ETN
at an induction dose of 50 mg BIW is more effective than 50 mg QW in treating PsO, it has not been previously
evaluated in PsA subijects.

Objectives: Assess the efficacy of 2 ETN regimens on the PsA response criteria (PSARC), arthritic symptoms, and
physical function of subjects with PsO and PsA over 24 wks.

Methods: A 12-wk randomised double-blind study, followed by a 12-wk open-label extension; subjects received
ETN 50 mg BIW or 50 mg QW during the double-blind period followed by 50 mg QW during the open-label period.
Eligibility criteria included: age >18 y; stable, moderate-to-severe plaque Pso and PsA, with >/=10% body surface
area (BSA) affected; Physician Global Assessment (PGA) of PsO status of moderate or worse (>/=3 on a scale of
0-5); and >/=2 swollen/painful joints. Arthritis endpoints assessed were change from baseline in PGA of arthritis
and subject global assessments (SGA) of joint pain, arthritis activity, and stiffness at wks 12 and 24; physical
function was assessed using the Health Assessment Questionnaire (HAQ). Last-observation-carried-forward
(LOCF) was used for imputation of missing values.

Results: At baseline, subjects (h=752) had a mean age 47 y, were 63% male, 89% white and had a mean BMI of
28. Mean duration of PsO and PsA was 19 and 7 years, respectively; mean PGA of PsO was 3.6 (median=4.0),
and BSA 30.8%. Baseline arthritis PGA, HAQ and SGA of joint pain, arthritis activity, and stiffness were not
different between the 2 groups (Table). The % of PsO PGA responders (clear or almost clear) at Wk 12, was 46%
for the ETN 50 mg BIW group vs 32% for the 50 mg QW group (P<0.001); at Wk 24 they were 56% vs 50%,
respectively (P=0.104). For PGA of arthritis, HAQ and SGA of joint pain, arthritis activity, and stiffness, within-group
improvements from baseline for the 2 regimens were significant (p<0.001) at 12 and 24 wks; between-group
differences were not (table). In the ETN 50 mg BIW group, 76.6% were PSARC responders at week 12 vs. 76.0% in
the ETN 50 mg QW group (p=0.264). At wk 24 PSARC responders were 81.5% and 80.4% respectively (p=0.722).

Table:
Key Arthritis and Physical Function Assessments at Weeks 12 and 24
ETN 50 mg
Endpoint BIW/ ETN 393”;3 QW
N=379 -
Wk 0 Wk 12 Wk 24 Wk 0 Wk 12 Wk 24
Mean score (% Mean score (%
Improvement) Improvement)
PGA of arthritis 50.6 18.7 (63.0) 13.5(73.3) 49.9 19.0 (62.0) 13.2 (73.7)
HAQ 0.9 0.5 (46.7) 0.44 (51.1) 0.93 0.49 (47.3) 0.43 (53.8)
SGA
Joint pain 63.2 27.9 (55.7) 27.0 (57.1) 61.9 30.5 (50.8) 25.4 (59.0)
Arthritis activity 63.9 27.9 (56.4) 26.9 (58.0) 61.7 28.5 (53.8) 25.1 (59.3)

Stiffness 143.5 53.6(62.8) 51.8(64.0) 141.0 49.1 (65.3) 44.2 (68.7)



Conclusion: Etanercept 50 mg BIW for 12 wks followed by 50 mg QW for 12 wks was associated with similar
improvements when compared with etanercept 50 mg QW for 24 weeks as assessed by the PSARC and
assessments of arthritis symptoms in subjects with both PsO and PsA. Each regimen effectively improved the

arthritis symptoms in these subjects. If rapid skin clearing is required, then initial treatment with etanercept 50 mg
BIW may offer additional benefit.
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