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FDA Grants Orphan Drug Designation to BAY 43-9006 for the
Treatment of Renal Cell Carcinoma

Leverkusen / Qctober 27, 2004 — Baycr Pharmaccuticals Co poration (NYSE: BAY)
and Onyx Pharmaccuticals, Inc. (Nasdaq: ONXX) ammounced (oday that BAY 43-
9006 has been granted orphan drug status for the treatment of -cnal cell carcinoma by
the U.S. Tood and Drug Administration (FDA). The compourd is being evaluated for
the treatment of mctastatic renal cell carcinoma, an advanced {irm of kidncy cancer.
A sumilar desigmation has been granted in the Luropean Union by the Committee for
Orphan Medicinal Products (COMP) of the Curopean Medicints Agency (EMEA).
Currently in Phasc ITT clinical testing, BAY 43-9006 is a nove’ RAT kinasc and
VEGIR inhibitor that is intended to prevent tamor growth by i:ombining two
anticancer activitics: inhibition of tumer ccll proliferation and “umor angiogencsis.
BAY 43-9006 is being co-developed by Baycr and Onyx.,

The FDA orphan drug designation provides incentives to comg anics that devclop
drugs for discascs affccting less than 200,000 people 1n the Un ted States.

“The orphan drug designation in the T.S, significs another important step for Bayer
and Onyx mn the development of BAY 43-9006,™ said Susan Killey, M.D., vice
president, Oncology, Bayer Pharmaceuticals Cormporation. BAY' 43-9006 rccently
reccived the FDA’s fast track designation and both the fast tracl and orphan drag
designation provide mechanisms for more frequent cornmunica lions with the FDA,
helping to strcamline development as well as the revicw and approval process.

BAY 43-9006, a novel investigational drug candidate, has dem:nstrated both anti-
prolifcrative and anti-angiogenic propertics — two important amicancer activitics, In
preclinical models, BAY 43-9006 inhibited tumor ccll prolifcraiion by targeting the
RAT/MEK/ERK signaling pathway at the level of RAT kinase, BAY 43-9006 also
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cxerted an antiangiogenic effect by targeting the roc :ptor tyrusine kmascs "VEGTR—Z
and PDGFR and their associated signaling cascades.

Renal cell carcinoma is the most common form of kidney car zer. Nearly 190,000
people worldwide (about 32,000 Americans) arc diagnoscd with renal cell earcinoma
cach ycar, and morc than 91,000 of them (about 12,000 Amc-icans) dic from the
discasc anmally.

About Orphan Drug Designation

In the U.S., orphan drug designation provides a drug 17.S. ma-ket exclusivity for a
particular indication for a seven-year period if the sponsor co:aplics with certain FDA
specifications. Additional incentives for the sponsor ‘nelude t:x eredits related to
clinical trial expenscs and & possible cxemption from the FD 4 -user fec. The
designation does not shorten the duration of the regulatory review and approval
process. If a product with orphan-drug designation in a partic:lar indication is the first
product of its type to receive FDA approval for that indieatior, the product is entitled
to orphan product exclusivity. This means the TDA may not 4 pprove any applications
from other companics to market a drug with same active ingredient in the US for that
discasc for scven years, except in limited cireumstances. The TDA may permit
additional companics to market the same drug for the designaizd condition if such
companics can demonstrate better safety, cfficacy, or a major :ontribution to paticnt
carc. The FDA may also approve more than onc prodact for 1l 2 same orphan
indication or discasc as long as the products are different drug:.
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Buyor HoulthCare AC, s subgroup of Bayor AG with salos of approx:matcly 8.9 billion Euro i 2003, 15 onc of
the world's Toading, imovative camqenics in the hoalth care and medicy] produc1s industey,

The company combines the global sctivitios of the divisions Animal Health, Bivlagical Produety, Conzumor
Carc, Diagnostics and Pharmaceuticals. 34,600 poople sro cmployed 3y Bayer FralthCare wordwide.

Qur wim is o discover and manufacturs mpovative products that will improve heinan and animal hoalth
wurldwide. (ur products onhance well-boing and quality of lifc by diagnosing, proventing and treuting discase,

Forward-looking statements

This nows rolessc contuins forwand-looking staternents bascd on gurrent gssurmptiong and forcoasts made by
Baycr (iroup managoment. Various known snd unknown risks, uncertaintics and other fucturs could lead to
material difforonecs botween the actua] futurc results, financial situatiom, developinent or performance of the
company and the ostimatos given hore. These factors includo those discussed in tur public Teports filod with the
Frankfurt Stock Exchunge and with the 1.8, Scouritics and Exchange Commmissic (including our Form 20-F).
The cumpany assumes no lability whatsoover to update those forward-looking st: tements or to confurm them to

future ovents or developments.



