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    Abstract


Background Two double-blind (DB) trials of the PEGylated Fc-free anti-TNF certolizumab pegol (CZP), J-RAPID1 (with MTX) and HIKARI2 (without MTX), have shown rapid reduction of rheumatoid arthritis (RA) signs and symptoms and inhibition of progression of structural damage in Japanese patients (pts) with active RA.




Objectives To evaluate long-term comprehensive (clinical, radiographic and functional) disease control of CZP and safety in active RA pts through 80 weeks (wks) of DB and open-label extension (OLE) in J-RAPID and HIKARI studies.




Methods The efficacy population was DB completers (DBC) originally assigned to CZP 200mg every 2 weeks (Q2W) group (approved dose) with ACR20 response at Wk12 or 14 (CZP-DBC: J-RAPID, n=63; HIKARI, n=81). During OLE, pts were treated with CZP 200mg Q2W or CZP 400mg Q4W. Of HIKARI CZP-DBC, 34 and 47 pts were treated with CZP monotherapy and CZP with concomitant non-MTX DMARDs, respectively. ACR20/50/70 response rates, DAS28(ESR) scores and disease activity states and HAQ-DI scores were analyzed using LOCF, and ΔmTSS using linear extrapolation. The safety population was all pts in DB and OLE study.




Results 87.3% (55/63) of J-RAPID CZP-DBC and 86.4% (70/81) of HIKARI CZP-DBC continued treatment with CZP to Wk80, with Wk80 ACR20/50/70 responses 96.8%/88.9%/49.2% and 81.5%/63.0%/48.1%, respectively (Figure). Wk80 mean ΔmTSS from Wk0 was 0.15 and 1.39, mean ΔHAQ was -0.64 and -0.62, and DAS28(ESR) remission rate was 34.9% and 37.0% respectively. In HIKARI CZP-DBC, CZP efficacy was similar in monotherapy or with concomitant non-MTX DMARDs: Wk80 ACR20/50/70 responses 85.3%/64.7%/52.9% and 78.7%/61.7%/44.7%, mean ΔmTSS from Wk0 1.42 and 1.36, mean ΔHAQ -0.61 and -0.62, and DAS28(ESR) remission rate 32.4% and 40.4%, respectively. In HIKARI and J-RAPID DB, 75.8% (269/355) and 62.8% (120/191) pts treated with CZP and PBO respectively reported adverse events (AE). Most common AEs were infections. AE incident rates in OLE were similar to DB. No new safety signals were detected.
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Conclusions CZP provided long-term clinical, functional and radiographic benefits regardless of concomitant MTX or other DMARDs in Japanese pts up to Wk80. Efficacy of CZP monotherapy was comparable to CZP with concomitant DMARDs. Continuous CZP treatment for 80 wks was well-tolerated with no new safety signals detected.




	Yamamoto K. Arthritis Rheum 2011;63(Suppl10);S474

	Yamamoto K. Arthritis Rheum 2011;63(Suppl10);S476
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