




Contact: Réna McClain, Pharm D
@ 201-269-6555

3

Volume 1, Number 1
February 7, 2005

New Indication (Continued)

The dosing for this new indication is consistent with that of its indication
for renal cell carcinoma: 400 mg given as two 200-mg tablets taken twice
daily on an empty stomach. Patients are to continue treatment with
Nexavar until they are no longer receiving clinical benefit from treatment
or until they experience unacceptable toxicity. Based on average
wholesale price (AWP), the annual cost of treatment with Nexavar is
approximately $71,000.

In the News

Despite Receiving FDA Approval for the Treatment of Anemia of
Chronic Kidney Disease, Mircera® Launch May Be Delayed

On November 14, 2007, the FDA granted approval to Mircera (methoxy
polyethylene glycol-epoetin beta), a new erythroid stimulating agent
(ESA), for the treatment of anemia associated with chronic kidney disease
(CKD) in adults, including patients on dialysis and not on dialysis. It is
estimated that more than 20 million Americans have CKD with another 20
million at increased risk.

Because the kidneys produce almost all the body’s erythropoietin, damage
to the kidneys will lead to anemia. Mircera is the first ESA product
approved that is dosed every 2 weeks; currently marketed products are
given as multiple weekly doses.

For ESA treatment-naïve patients, the recommended starting dose for
Mircera is 0.6 µg/kg given as a single intravenous or subcutaneous dose
every 2 weeks. Once the patient’s hemoglobin (Hgb) is stabilized between
10 and 12 g/dL, patients may be dosed once monthly with a dose twice that
of the every-2-weeks dosing. For patients previously on another ESA,
dosing of Mircera should be based on the previous drug’s dosing. Mircera
provides a number of other advantages including monthly maintenance
dosing and room-temperature storage for extended time periods when
necessary.

At this time, Mircera is unavailable from the manufacturer, Roche, due to
an ongoing patent infringement case. A court ruled in October that
Mircera infringes on a number of Amgen erythropoietin patent claims.
Roche is considering an appeal, but Amgen has requested an injunction
preventing Roche from marketing Mircera. If granted, Roche may not be
able to launch Mircera until 2013. Accredo will monitor this ongoing case
and provide updates as they are made available.






