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Bayer and Onyx Initiate Phase III Metastatic Melanoma Trial
Administering Sorafenib (BAY 43-9006) in Combination with
Chemotherapy

Ieverkusen / May 13, 2005 — Bayer Pharmaceuticals Corporation (NYSE: BAY) and
Onyx Pharmaceuticals, Inc. (Nasdaq: ONXX) today announ:ed the opening of a
randomized, double-blind Phase III trial administering sorafinib (formerly BAY 43-
9006) in combination with the chemotherapeutic agents cartiplatin and paclitaxel in
patients with advanced metastatic melanoma.

This multicenter study will evaluate the safety and efficacy f sorafenib, a novel
investigational anticancer agent, when co-administered with carboplatin and
paclitaxel. The trial, which is expected to enroll over 200 patients, has progression-
free survival as its primary endpoint. Participating patients r-ust have failed only one
previous systemic chemotherapeutic treatment with either ducarbazine (DTIC) or
temozolomide. Patients will be randomized to receive 400 1ng of oral sorafenib twice
daily or matching placebo, in addition to a standard dosing schedule of carboplatin
(AUC 6) and paclitaxel (225 mg/m?). The study wi.l include sites in the United States,
Canada, Europe, and Australia. Bayer and Onyx also announced that the U.S. Food
and Drug Administration (FDA) completed a Special Protocol Assessment (SPA) for
the Phase ITT trial. An SPA is a written agreement on the design and size of clinical
trials that are intended to form the basis of a new drug appli:ation.

“Metastatic melanoma can be a deadly disease, and there ari: few treatment options for
these patients,” said Scott Freeman, M.D., Vice President o Clinical Development at
Onyx. "We are pleased to be evaluating sorafenib i1 patient: with metastatic
melanoma. In addition to this Phase I study, there is an orgzoing, randomized Phase
I study that combines sorafenib and the chemotherapeutic zzent dacarbazine, or
DTIC."
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