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[APPROVED DRUGS]

m GlaxoSmithKline (London, U.K.)
announced that the Food and Drug
Administration (FDA) has approved
Arzerra (ofatumumab) for
patients with chronic lymphocytic
leukemia (CLL). Arzerra is approved
for patients with CLL whose cancer
is no longer being controlled by
other forms of chemotherapy.
Arzerra is a monoclonal antibody
that binds to a specific protein found
on the surface of both normal and
malignant B cells, making the cells
more susceptible to immune system
attack.

m The FDA has approved Istodax®
(romidepsin) for injection for

the treatment of cutaneous T-cell
lymphoma (CTCL) in patients

who have received at least one prior
systemic therapy. Istodax interferes
with processes required for cell
replication. Istodax is manufactured

by Gloucester Pharmaceuticals Inc.,
(Cambridge, Mass.).

[DrRUGS IN THE NEWS]

m Apogenix GmbH (Heidelberg,
Germany) announced that the
FDA has granted orphan drug
designation to APG101 for

the treatment of glioblastoma
multiforme (GBM).

m AFEterna Zentaris Inc., and
Keryx Biopharmaceuticals, Inc.,
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announced that the FDA has
granted fast track designation to
perifosine (KRX-0401) for the
treatment of relapsed/refractory
multiple myeloma. Perifosine

is a novel oral anticancer agent
that modulates several key signal
transduction pathways, including
Akt, MAPK, and JNK that have
been shown to be critical for the
survival of cancer cells.

m The FDA has granted orphan
drug designation to TNFerade™
(GenVec, Inc., Gaithersburg, Md.)
for the treatment of pancreatic can-
cer. TNFerade, which has not yet
been approved for use, is an adeno-
vector, or DNA carrier, which con-
tains the gene for tumor necrosis
factor-alpha (TNF-alpha), an
immune system protein with potent
and well-documented anti-cancer
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effects, for direct injection into
tumors. After administration,
TNFerade stimulates the production
of TNF-alpha in the tumor.

[DEVICES IN THE NEWS]

m Boston Scientific Corporation
(Natick, Mass., and London)
announced FDA 510(k) clearance
and CE Mark approval to market

its WallFlex® Fully Covered
Esophageal Stent for the
treatment of malignant esophageal
strictures (obstructions) caused by
tumors in patients with resectable

or non-resectable esophageal cancer.
The WallFlex Fully and Partially
Covered Stents employ a proprietary
Permlume® silicone covering
designed to prevent tumor ingrowth,
seal concurrent esophageal strictures
and help reduce food impaction. 9
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