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Bayer and Onyx Unblind Patients In Ongoing
Sorafenib Phase III Clinical Trial In Advanced Renal Cell Carcinoma

Independent Committee Endorses Company Decision T'o Offer All Patients Active
Drug

Leverkusen / April 18, 2005 — Baycr Pharmaccuticals Corporation (NYSE: BAY)
and Onyx Pharmaccuticals, Inc. (Nasdaq: ONXX) today rccommended that all
paticnts in the companies’ ongoing Phase IIT trial in advanced renal ccll carcinoma
(RCC) be offcred access to sorafenib (formerly BAY 43-9006). This decision follows
further review of data from a recent planncd analysis of progression-free survival, as
well as additional discussions with the principal investigators, an independent data
monitoring committec (DMC), and with regulatory authoritics. Intcrim data from the
Phasc IIT study will be presented at the American Society of Clinical Oncology
mecting, May 13-17, in Orlando, Ilorida.

The companics arc communicating this information to the study investigators, and it is
cxpected that investigators will begin reaching out to participating patients. In
addition, Bayer and Onyx will continue preparing a New Drug Application for
possible approval in the United States. The companies will also continuc discussions
with regulators outside the U.S. about procceding with a filing based on the results of

this trial as amended. Sorafenib previously received Orphan Drug designation for
RCC from both the .S, FDA and the Furopcan Medicines Agency (EMLEA).

*Intcrim data from the Phasc III trial showed that patients taking sorafenib had a
clinically significant improvement in the duration of discasc stabilization (dcfined as
progression-free survival). Based on these interim data and subscquent discussions

with the DMC and regulatory authoritics, Bayer and Onyx agreed that it was in the



best interest of patients to offer sorafenib to all study participants,” said Wolfgang

Plischke, President of Bayer ITealthCare’s (ilobal Pharmaccutical Division.

Phase IIT Summary

The multi-national, placcbo-controlled Phase IIT study recently finished enrolling over
800 paticnts with advanced kidney cancer. Participating paticnts were randomized to
receive cither sorafenib or placebo. The primary endpoint of the study is overall
survival, with progression-free survival, overall response rate, and safcty also being
asscsscd. The pivotal trial was initiated in the fourth quarter of 2003 atfter a Special
Protocol Asscssment (SPA) was completed by the TDA.

About Sorafenib

Sorafenib, a novel investigational drug candidate, has decmonstrated both anti-
proliferative and anti-angiogenic propertics — two important anticancer activitics. In
preclinical models, sorafenib inhibited tumor cell proliferation by targeting the
RAT/MEK/ERK signaling pathway at the level of RAT kinasc. Sorafenib also exerted
an antianglogenic cffect by targeting the receptor tyrosine kinascs VEGTR-2 and
PDGTR and their associated signaling cascades. In addition, sorafenib also inhibited
other tyrosine kinascs, including FLT-3 and c-KIT.
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Ahout Bayer Pharmaceuticals Corporation
Baycr Pharmaceuticals Corporation (www . bay erpharma. com) is part of the worldwide operations of Bayor
HealthCare A, a subgroup of Bayer AGL

Baycr HoalthCare, with sales of approximatoly 8.5 billion Euro in 2004, is one of the world's loading,
innovative companics in the health care sand medical products industry. The company combines the global
activitics of the divisions Animal Health, Biological Produets, Consumer Care, Diagnostics and
Pharmacouticals. Bayer HealthCare employed 35,300 people worldwide in 2004,

Qur aim 1s to discover and manufacture innovative products that will improve human and animal health
worldwide. Qur products enhance well-boing and quality of life by diagnosing, proventing and troating
discasc.

Ahout Onyx Pharmaceuticals, Inc.

Onyx Pharmaceuticals, Ine. is engaged in the development of novel cancer therapies that target the molecular
basis of cancer. With its collaborators, the company is developing small moleeule drugs, ineluding sorafenib
with Bayer Pharmaccuticals Corporation. For more information about Onyx’s pipeline and activitios, visit the
company’s web site at www.onyx=pharm.com.

Forward looking statements

This news release contains forward-lovking statements based on current assumptions and foreeasts made by
Baycr (roup management. Various known and unknown risks, uncertaintios and other factors could lead to
material differences betwoeen the actual future results, finaneial situation, development or performance of the
company and the cstimates given here. These factors include those diseussed in Bayer’s public reports filed with
the Frankfurt Stock Exchange and with the 1.8, Sceurities and Exchange Commission (including its Form 20-
F). Bayoer assumes no liability whatsoover to update these forward-looking statements or to conform them to
future events or developments.

This news release also contains “forward-looking statements”™ of Onyx within the meaning of the federal sceuritios
laws. These forward-looking staterments inelude without limitation, statements regarding the timing, progross and
results of the elinical development, regulatory processes and commercialization cfforts of sorafenib. These
statements are subject to risks and uncertaintics that could cause actual results and events to differ materially from
thuse anticipated. Reference should be made to Onyx’s Annual Report on Form 10-K filed with the Sccuritics and
Exchange Commission on March 16, 2005 under the heading “Additional Business Risks™ and Onyx’s Quarterly
Reports on Form 10=(} for a more detailed deseription of such factors. Readers are cautioned not to place undue
reliance on these forward=lovking statements that speak only as of the date of this release. Onyx undertakes no
obligation to update publicly any forward-looking statements to reflect new information, cvents or circumstances
after the date of this rolease cxeopt as required by law.



