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PUB377?

Randomized Comparison of IV C.E.R.A. (Continuous Erythropoietin
Receptor Activator) and Darbepoetin Alfa (DA} at Extended Administration
Intervals for the Maintenance of Hb Levels in Patients with CKD on
Dialysis: Rationale and Design. A. Besarab,! B. Canaud? A. L. M. de
Franciso,? P. Kerr * F. Locatelli? C. E. Lok,* 1. C. Macdougall,’ J.F. E. Mann
A Nissenson.’ F. C. Dougherty.® 'Henry Ford Hospital, Detroit, MI: *Hopital
Lapeyronie, Montpellier, France; *Hospital Marques de Valdecilla, Santander,
Spain; ‘Monash Medical Cenire, Clayton, Victoria, Australia; A Manzoni
Hospital, Lecco, Italy; “Toronio General Hospital, Toronto, ON, Canada; 'King s
Collegs Hospital, London, United Kingdom; 'RfH Dialysszentrum, Munich,
Germany; "David Geffen School of Medicine at UCLA, Los Angeles, CA; *'F
Hoffimann-La Roche Ltd, Basel, Switzeriand.

CE.R.A, a new arythropoistic agent acting differently at the receptor level with a
prolonged halflife of approximately 1305, has been shown to comrect anesnia and maintain
stable Hb lavels at extended admimstration intervals of up to once monthly (QM) in CKD
patients. This stady will compare IV CER.A. and DA administered at extended mtervals
for Hb maintenance in hemodialysis patients.

A total of 488 iron-replete patients (218 y1) with baseline Hb 11.0-13.0 g/dL on previous
maintenance therapy with IV DA 1x/wk will be randomized 1:] to receive aither IVCER A,
QM or IVDA 1x2wk for 26 wk. Doses of CER. A md DA will be titrated to maintain Hb
at11.0-13.0 g/dl. Atwk 27, patients on C ER A. will continue with CER A QM, whereas
those on DA will switch to QM admimistration. Patients in either group with Hb balow
10 g/dl or Hb decline of 22.5 g/dL from baseline values after wk 35 will be withdrawn.
The primary endpoint will be the proportion of patients with average Hb 210.5 g/dL and
average change from bassline 2-1.0 g/dL. assessed during wk S0-53 (CER.A. QM vs DA
QM). The study has 50% power to demanstrate 2 15% difference in the primmary endpoint
at the 5% significance lavel, Enrohment will stast in Q4 of 2006 with fixst results expected
in Q3 of 2008. The study will establish the faasibility of converting hemodialysis patients
from DA to CER A_ and will compare the efficacy of the two agents for Hb maintenance
at extended administration mtervals.
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