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Patisnt Recruitment for Phase 1 Clinical Trial fo Stzrt in Stujies of Qral
Aniicoagmlant in Chronic Indicafions

Bayer and Orthe-McNeil, Inc. Outline Phase ITT Study Program of
Ovral Factor Xa Inhibitor Rivaroxaban in Chronic Indicaiions

o Phuse I studies in chronic indications to invalve more than 20,000 patients

o Plase T trials to study stroke preventivu in atrial Sbrilation will begin patient
recruitment during the coming weeks; phasc [T trials Tor the treatment of
venous thromboembolism (v TE) will starl recniting ‘n carly 2007

e Based on the finalization of the study design, the companies are targeting
regulatory filing of rivaroxaban in these lndications i 2010

Leverkusen / November 8, 2006 — After axrensive discugsizns with the regulatory
authorities in the U.S. and Europe, Bayer and Ortho-MNeil, Inc., a Johnson &
Johnson company, have determined the final desigr: of the paase I1I study program for
the oral anticoagulant rivaroxaban m two chronic indication::

s Stroke prevention in atrial fibrillation (SPAT)
» Treatment and long-term secondary prevention of venous thromboembolism
(VTE)

Stroke prevention in atrial fibrillation represents the largest otential indication, for
which there exists substantial unmet medical need. The phase IH program consists of
on large, double-blind trial, which is designed W demenstrate pon-inferiority of
rivaroxaban against the current standard treatment of dose-adjusied warfarin. The
principle investigator will be Robert Califl, M.D., director of the Duke Clinical
Research Instinnie at the Duke University Medical Center, i1 Drurham, Neorth Carolina.
The trial will include an estimated 14,000 patients, across 1,100 cendres in mare than
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40 couniries. This will be an event-driven study, meaming it will depend upon ihe
qecurrence of a statistically required number of strokes or systeraie embolisms. Afwer
extensive dosc-finding studies, the standard dose for rivaroxabzn has been sei at 20
mg once caily

The VTE treafment progiam consists of two open label trials in patients with deep
yein tirombocmbolism (DVT) and pulmonary embolism {PE) with a variable length
of treaiment up to 12 months against current standard treatmert of low maolecular
weight hepatin fullowed by dose-adjusted Vitamin-K entagonist. A third double-
blind, placcbo-mntm]led irial will analyze the value of prolonged treatment in this
indication. The principle investigatar for these inals is Harry Bueller, M.D., PhD, of
fhe Academic Medical Center in Amsterdam. These cvent-driven studies will recruit
abow; 7,500 patients, in ahout A0{) centers N MOTe vhan 20 coliatries. The study will
s oral rivaroxaban for both ihe initial, intensified weatment shase as well as fo the

following period. The main doss of rivaraxaban will be 20mg once daily.

Curpently, juost anticoagulants are avajlable only in mjectablz form, and as such are
not suitable for use in long-term ireatment. The only oral anticoagulant is warfarin,
which requires fregquent snonitoring and ieracts with mumerous foods and other
drugs.

“There curtently exisis significent medical aeed for an oral anficoagulant that does not
require eatensive and costly monitoring,” aaid Kemal Malik, MD, Head of Global
Development and Chief Wadical Officer at Bayer HealthCare, “In studics conductied
to datz, sivaroxabon has demnnatrated safety and efficacy across a widc range of
doses and we look forward to the results of these studies.”

Rivaroxaban is also currently in phase TiL trials ip the prevertion of venous
fhrowboembeolism, which are recruiting well. A frst subrnission for marketing
aporoval in this indication is planned for late 2007 in the EI] and 2008 in the 1.5,
The global market for anticoagulants is currently estimated o be warth $5.7 billion
(USD) and is forecastic grow at a double-digit percentage rate gach year.

About Rivarexaban

Rivaioxaban is a novel, oral, direcs Factor Xa inhibitor thai could potentially reduce
the risk of life-threatening shromboembolic events. Factor Xa, the target enzyme, is a
protcase that acts to hinder blood clotring at the pivotal point in the coagulation
cascade, the process that leads 1o ¢lot formation.
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Publiched results show that rivaroxaban offers predictable antizoagulation across a
wide range of parameters, whicl strongly snggests that routine coa gulation monitoring
will not be required. In addition, data also show that rivaroxabin does not interact with
a wide variety of drugs thai arc commenly given concomitantly with an anticoagulant.

Phase II1 trials with rivaroxaban . the prevention of venous thrombaembolism (VTE)
following major orthopedic surgery are already ongoing. The RECORD trial program
(REgulation of Coagulation in ORthopedic surgery to preven! DVT and PE) began in
December 2003,

Bayer HealthCare is developing this antithrombotic compoun. jointly with Ortho-
\ieNeil Pharmaceuticals 1nc., a subsidiary of Johnson & Johnzon.

Baver HealthCare

Bayer HealthCare, a subsidiary of Bayer AG, 13 one of the world’s leading, innovanve
cornpanies in the health care and medical products industry based in
[everkusen/Germany. In 2005, the Baycr HealthCara subgroup generated sales
amounting 1o some 9.4 billion Luro. Bayer HealthCare emploved 33.800 people
worldwide in 2003,

The company combines the alobal activities of the divisions Animal Health,
Consumer Care, Diaboies Care, Diagnestics and Phurmaceuti zals. Since January |,
2006, 1he new Pharmaceutical Division consists of the former Biological Products and
Pharmaceutical Division and now comprices three business 1Aits:
Hematology/Cardiology, Oncology and Primary Care.

Bayer HealthCare’s aim is to discover and manufacure products that will imprave

human and animal health worldwide. The products enhance well-being and quality of
life by diagnosing, preventing and treating diseases.

Leverkuscr, November 8, 2006
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Forward-locking seatements

This news releaie contains Farward-Tnoking stafements hased ol cLTenl assurnp lics and Toracacts made by
PBayor Group management Various known and unknown risks, uncerhiinties and oiher TECTOrs pould lead to
Inaterial diffrances betwesn the actugl futwre results, financial simation, devaiofment ar performance of the
covapany and the estimates aiven hete. These faclors nelude those discussed iu cur pablic repars fiicA with the
Zyanklurt Stock Exchange and with the U.S. Secugitivs and Fxchang Compniss on {including our Foms 20-F)
T porapany apsumes no liahility whatsaever 1o updaie these forwa d-laoking satements ot @ confornd them 6
fulurs events or developim:cits.
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Further integration measures determined:

Global R&D organization for future
Bayer Scheriug Pharma defined

s Clobal R&T units in Beriin and Wuppertal, Germany, and Berkeley, California

e U.S. headquarters of Bayer Schering Pharma to be located in Wayne and
Mentville, New Jersey

e TRecommendations already made for some 70 Bayer Sthering Phatma sites

Leverkuasen / November 3, 2006 — Bayer is proceeding apac:2 with the integration of
Schering. [n recent weeks, managerial positions o tie tuture Bayer Schetring Phamnoa
have been appointed as far down as the third hierarchy level, and three further major
decisions have now also been made following the registratior of the contrel ard
profit-and-loss transfer agreement in the Commercial Register. For example, the
structure of Bayer Schering Pharma’s global research and development organization
has been defined and a recrganization of the U.S. sites has bien initiated. In addition,
Bayer AG’s Board of Management has agresd on a concept For the future fur some 70
Bayer Schering Pharma sites, including some in Germany. The concrete measures will
be implemented in accordance wilh the local legal requirerneats.

As part of this change, research programs and activities now dispersed in various sitcs
will be consolidated into three major research and devefoprrent sites: Berlin and
Wauppertal in Germany and Berkeley in California, U.3. “Thi changes in Research and
Development will leverage the combined assets of Schering and Bayer to maximize
hoth the output and effectiveness of our global druy discovery and developroeut
programs. They also give us the flexibility to substantially Izwer our ongomg
infrastruciure costs,” said Arthur Higgins, Chainman of the Fvard vl Bayer IIcalehCare
AG and Chairman of the Board of Management of the futur: Bayer Schering Pharma
AG,



The Berlin research group will take Jeadership for Diagnostic Iraaging. Oncology and
Gynecology/Andralogy resenrch and Wuppertal will be cove for the company’s
Cardiclogy research. Both locations have significant capabilitics and activities m
target discovery, lead generation and aptimization, dmg metabohism and
pharmacokinetcs, toxicology and climcal pharmacoloegy.

Berkelcy will remain an important global R&D cente: for protin-based biologics diug
discovery and will continue io be home of the stats-o--fhe-ari [ogenate biological
manufacturing facility. This facility is strategically located im e world’s most active
hiotech corridor, and therefows it is cxpected to becore a research cenier of excellence
and anchor for continuing work in hematology as well as in iramunology and
inflammation. In addition, the site in California will 2180 varna'ns the headquarters for
the global Hematology/Cardiology business anit. Leukine, a growth factor for white
blood cells, will continue o be manufactured in the Puget Sornd Rewion in the staie of
Washmgton.

The consolidation means that the Bayer HealthCare’s U.S. research site in West
Haven, Connecticut, and that of Berlex Inc. (1j §. subsidiary if Schering) in
Richmond, California, will be closed. Bayer Pharma will relocate remaining
departments aud functions presently based in West Haven inte headguarters locations
in New Jersey.

Wayne and Montville, New Jersey will be headquarters for tre gompany’s U.S.
pharmacewutical corumcreial operntions snd Glohal Oncology and Specialized
Therapeutics business units, and home to U.S.-based Gilobal Jrug Development
groups and other business support functions. Empleyec groups transferring from other
U S. sites will move over the next 12-18 months.

The company anticipates the consolidation of research activines to be largely
complete by (e cnd of the first half of 2007. Bayer aniicipaiss that approximately 600
U1.S. positions will be elirminated by these changes, primarily in research. Qver time 1t
1% anticipated 1o climnate an additional 200 1.8.-based posizions by the overall
rearganization. After one-time costs of approximatety US$:i30 million, of which
approximalely US$200 million are nem-cash related, these measures will enable the
company to reduce overall R&D costs by over US$210 Million per year by the end of
2008. Bayer cxpects synergies totaling RUR 700 miilion to 0e achieved from the year
2009.



Further reorganization outside the United States

Ychering’s present Geruan salcs organization, which is hasad m Berlin, 18 set 10
relocate to Leverkusen, where Bayer HeslthCare’s German salis function, Bayer
Vital, is based. In addition, it i3 also planned to relocate two urits of Bayer
HealthCare’s Pharmacenticals Division from Wupperial and [ averkusen to the fufure
headquarters of Bayer Schering Pharms in Berlin. The areas in question are the
Primary Cars business unit and {he Buropean sales urits for Oreology and
Hematology/Cardiology-

Measures affecting the siles in Germany will now he impleme:ied, as in the other
conmtries, in accordance with the relevant legal requizernents. It is not vei possible to

jesys concrete stateinents on headcounts and schedul 2s.

Leverkusen, November 2, 2006
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hupaortant infeemation frnm Bayer e

This is neither an offor to purchase nor a solicilation of an offer to sell shares o American depositary shares of
Schedng 4¢3, At the fune of corncnosment of the mandaeory coppersafion offer, Bayer $ehering GmbH
{formerly Dritis BY GmbH) will ile a tander offer stateme with i T1.8. Securities and Exchange

¢ ommissicn (SEC) with raspect 15 fhe mandatary compensatien offer and Serering AG will file 2
seliritationrecormnzndstion statement 0L Schedule 14D-0 witn the BEC i rispect of the mandstory
eompensation oifer

Investors and holders of shares and American depositary shares of Schering 4G ate strongly advized totegd the
\ender offer statement and other relevant documerts regarding thi: mandater compensation. offer filed with thc
SEC whon they become available beeanse they will coatain imypertant inforration. Tavestors and holders of
ghar=s and Americam copositary shates of Schering AG will be Az to peccivi: these documents when thoy
become availabie [res of charge at the SECs website (https/fmneni.seC.20v], o1 at the website

hitprerww hrver.de.
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This pews reloase contans cartain Fevrwarc looking statcmients based on current azsmmplions and forecasts made
by Bayer Group menagement. Various known and mrknowt Tisks, mecrtainties and nEher Gacuars could lead to
mzterie] dillerences berween the azfual future reselts, financial sitation, develozinent or perfonnance of tha
coropamy and the estinates given here. Thesc [actors inclade those discassed in it reports files with the
Frankbirt Stock Exchange and our repors filzd with the SEC {um¢l. en Form 20-I'). Payer AG and Baysr
Schering GoibH (formerty Tiritte BY (b do nol assurss any ligh lity whatseever o update these Farwand-
laoling statements or to confattn thuns t famire events or developments,



