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Baycer and Onyx Announce Phasc IT Results of Treatment with BAY 43.9006
In Patients with Advanced Primary Liver Cancer

52 Pecreent of Paticnis Expericnced Discasc Stabilization or 'umor Shrinkage

Leverkusen / September 29,2004 — Baycr Pharmaccuticals Corporation and Onyx
Pharmaccuticals, Inc. teday announced results from a Phasc T clinical trial of BAY
43-9006 admimistered as a single agent in patients with advanced hepatocellular
carcinoma (TTCC), or liver cancer (hepatoma). The results showed that 52 pereent of
paticnts cxperienced discasc stabilization or tumeor shrinkag::. The data werc presented
at the 16" American Association for Cancer Rescarch-Natio 1al Cancer Institute-
Luropcan Organization for Rescarch and Treatment of Cancior {AACR-NCI-EQRTC)
meeting in (reneva, Switzerland.

BAY 43-900¢, a novel RAT kinasc and VEGTR mntibitor urder investigation tor the
trcatment of ditfcrent types of cancer, combines two antican:er activitics: inhibition of
tumor ccll proliferation and angiogencsis {the growih of new blood vessels).

“In this Phasc II study of advanced primary liver casieer, 43 -creent of patients treated
with BAY 43-9006 cxpcericnced stable discasc for a- least for months and an
additional nine pereent of patients expericnced tameor shrinksge,™ said Dr. Ghassan K.
Abou-Alfa, lcad investigator and clinical assistant attending at the Memorial Sloan-
Kcttering Cancer Center, New York, U.S. A, “As wg continic to cvaluate BAY 43-
9006, this clinical study offers a promising step in the fight & zainst primary liver

cancer, a discase that has very limited treatment options.”

Of 137 patients cnrolled in the study, investigators reported scven patients with partial
responses (tumor shrinkage of 50 percent or greater), five with minor responscs
(turnor shrinkagc of 25 to 50 pcreent) and 59 with stable discasc for at lcast four



months as their best response. Median overall survival for a.l patients was 9.2 months
and median time-to-tumor progression (TTP) was 4.2 month:.

In the study, safcty data gencrated showed that BAY 43-9001 was well tolerated and
sidc cffects were predictable and manageable. The most conimon grade 3/4 drug-
rclated toxicitics were fatigue (9.5 percent), diarrhea (8 pereeit), and hand—foot skin
reaction (5 pereent).

“More than 500,000 people worldwide sucenumb to hepatoce, lular carcinoma cach
year. The discasc 18 increasing in incidence rates and remaine. one of the most difficult
tumor types to treat. We arc encouraged by the signs of activity of BAY 43-9006 in
TTCC paticnts enrolled in this study,” said Susan Kclley, M., vice president,
Oncology, Baycr Pharmaccuticals Corporation. “Bascd on these preliminary data, we
will be advancing the BAY 43-9006 clinical development pri:gram in TTCC and will
be initiating a Phasc IIT singlc-agent study as well as a Phase [T combination study
with the chemotherapy agent doxorubicin.™

Phase I Study Design

The BAY 43-9006 Phase IT multi-center study enrolled 137 1 atients with ineperable
TTCC who had reecived no prior systemic treatment, had Chiid-Pugh score A or B (a
measure of the scventy of liver failure in cirrhosis) and an Eestern Cooperative
Oncology Group (ECOG) performance status less than or cqual to onc. Patients
reecived oral BAY 43-9006 at 400 mg twice a day continuou:ly in four-weck cycles.
The goal of the study was to assess timc to response, duratiorn. of responsc/stable
discasc, time to progression, overall survival and safety. Tur: or responsc was

assessced every cight weeks using World TTealth Organization (WTT(O) criteria.

About BAY 43-9006

BAY 43-9006, a novel investigational drug candidate, has de nonstrated anti-
proliferative and anti-angiogenic propertics — two important ; aticancer activitics. In
preclinical models, BAY 43-9006 inhibited tumor ccll prolife:ation by targeting the
RAF/MEK/ERK signaling pathway at the level of RAT kinasi. BAY 43-9006 also
cxerted an antiangiogenic cffcct by targeting the recoptor tyrosine kinases VEGTER-2
and PDGTR and their associated signaling cascadcs.

BAY 43-9006 has shown anticancer activity in a number of t:mor types. It is being
cvaluated both as a single agent therapy and in combination v-ith conventional



chemotherapeutics in a number of ongoing clinical trials. Fer more information on
BAY 43-9006 clinical trials, visit www.clinicaltrials,gov.

About IMeptocellular Carcinoma

Hepatocellular carcinoma, also known as primary liver cancer, is the most common
form of liver cancer and is responsible for 80 percent of the primary malignant liver
tumors in adults. It is the fifth most common cancer in the world. In 2000,
approximatcly 564,000 ITCC cases were reported worldwide, with 11,500 cascs in the
United States and 50,000 in Europe. ' 1TCC is most prevalent in developing countrics,
particularly in Gast and South-cast Asia, the Pacific Basin, ar 1 sub-Saharan Africa. Of
the 564,000 cascs worldwide approximatcly 271,500 were re;orted in Bastern Asia
(with 221,000 in China and 33,000 in Japan alq:mc:).i [TCC causcs more than 500,000
deaths annually worldwide. The five-year relative survival rite is about scven

pereent.”

Additional BAY 43-9006 AACR-NCI-EQRTC Data

Additional BAY 43-9006 data being presented at this year’s AACR-NCI-EQRTC

mecting include:

* Phasc I study of BAY 43-9006, a novel RAF kinuse and VEGRT inhibitor, in
combination with taxotere in paticnts with advanced, solil tumors. A. Awada, MD.
(Poster 7381)

* Phasc IT antitumor activity of BAY 43-9006, a ncvel RAT kinasc and VEGRT
inhibitor, in patients with sarcoma enrolled in a randomiz.:d discontinuation study.
L. Judson, MD. (Poster 7382}

Bayer llcalthCarc AG, a suhgroup of Bayer AG with salos of upproximatcly 8.9 billion Fure in 2003,
18 one of the world’s leading, innavative companies in the health carc an:. medical products industry.

The company combings the global activitics of the divisions Animal 1lesith, Biclogical Products,
Consumer Care, Diagnostics and Pharmaceuticals. 34,600 people arc emploved by Baver lealthCarc
worldwide.

QOur aim 13 to discover and manutacture innovative products that will impirove human and animal

health worldwide. Qur products enhanee well-being and quality of life b diagnosing, preventing and
treating discasc.

Leverkusen, September 29, 2004
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Forward-looking statements

This ngwy relouse cuntaing forward-looking statemonts based on curment assun:tons and forcoests mado hy
Bayor (iroup management. Various known and unknown risks, vncgrtsintics ard other factors could lead to
muaterinl differonces between the actual futers results, financial situstion, develprrsnt or performanee of the
company and the estirmutes given here. These factors include those discussed it our public reports filed with the
Frankfurt Stock Exchange and with the U.S. Scouritics and Exchengo Commistion (including our Form 20-F),
The company assumes no Lability whatsocver to update these forward-looking statements or to conform thern to
future ovonts or dovelopmenty.,

" GLOBOCAN 2000: Cancer Incidence, Mortality and Provalonee Werldwide, Version 1.0,
IARC CancerBase No. 5. Lyon, IARCPress, 2001, bttpf/wwiwedep jare fi/plob an/slobosim bt

" World Health Orgunization, hitp//www.who.intemg- ‘
documents/hepatitis/docs/whocdsesrlya20022/discaso/hopatocel luls:gareinom: html




