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VEGF Trap-Eye in myopic choroidal neovascularization:

Bayer and Regeneron start clinical Phase Ill trial to extend
ophthalmology research & development program for VEGF Trap-
Eye in Asia

Collaboration with the Singapore Eye Research Institute to tackle a major eye disease
common in Asia

Leverkusen, January 18, 2011 — Bayer HealthCare and Regeneron Pharmaceuticals
today announced initiation of a new Phase Il clinical trial in collaboration with the
Singapore Eye Research Institute (SERI) investigating the efficacy and safety of VEGF
Trap-Eye (aflibercept ophthalmic solution) in patients with choroidal neovascularisation
(CNV) of the retina as a result of pathologic myopia. The trial, named MYRROR, has
started in Japan and will start in other Asian countries, including China, Korea Singapore
and Taiwan.

Myopia is one of the most common eye conditions and is highly prevalent in Asian
countries such as Singapore and Japan, where around 40% of adults have myopia and
nearly 10% of these have high myopia. Myopic CNV is a complication of high myopia
where abnormal blood vessels grow and leak blood and fluid into the retina as a result of
degenerative changes in the retinal lining of the eye and is a potentially blinding condition.
Currently, there is no well-established treatment for myopic CNV. VEGF Trap-Eye has
previously met its primary efficacy endpoint in a Phase 11l trial for neovascular (wet) age-
related macular degeneration (AMD).

"With this study, we hope to show the efficacy of VEGF Trap-Eye in combating yet
another important cause of vision loss, myopic choroidal neovascularization (CNV). This
particular unmet medical need is of importance in Asia and this study further
demonstrates Bayer's commitment to ophthalmology and to this region,” said Rupert
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Sandbrink, Vice President, Global Clinical Development in the therapeutic area of
ophthalmology at Bayer.

Collaboration with the Singapore Eye Research Institute (SERI)

SERI has been appointed as the Asian reading center partner for this study. The
Singapore Advanced Imaging Laboratory for Ocular Research (SAILOR) will serve as the
first reading center for VEGF Trap-Eye studies in the region. SAILOR brings together an
inter-disciplinary group of clinician researchers and scientists to collaborate on cutting-
edge computer image research. SAILOR is the first clinical translational research unit to
be located in Fusionopolis, and serves as a hub of translational research programs in
ocular imaging among clinicians, scientists, computer scientists, and other experts. One
of the major programs SAILOR has developed is a “tele-ophthalmic ocular imaging
platform” to allow transfer and data capture of ocular images for diagnosis and screening.
SAILOR will read the images for this myopic CNV trial from the different Asian sites.
“Myopia is a common problem in Singapore and Asia. In particular, myopic CNV, which
affects certain groups of people with higher degrees of myopia, may lead to vision loss.
There remains uncertainty regarding the best methods of treatment for myopic CNV and
this new trial will go towards addressing this clinical need,” said Prof Wong Tien Yin,
Director of SERI and Co-Director of SAILOR.

According to the World Health Organization, Asia has the biggest burden of world
blindness (53%) mostly affecting the elderly and children, yet, three-quarters of all
blindness can be prevented or treated.

About mCNV

"Myopic choroidal neovascularization" is a disease of the retina where new, abnormal
blood vessels grow into the retina in persons who are severely myopic (typically more
than minus six dioptres) and have pathological changes in the back of the eye. In myopic
patients, the eyeball is too long, which puts strain on the retina and leads to those
pathological changes. Anti-VEGF treatment has been shown to be effective in wet age
related macular degeneration (wet AMD), which is also characterised by the growth of
new, abnormal blood vessels in the retina.

Severe myopia is particularly common in Asia. Myopic CNV is associated with high

degrees of myopia and leads to progressive loss of the patient's sight, ending in
blindness. In East Asia, the prevalence of myopia is significantly higher than in the West
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Asia, and seems to have an earlier onset. In Japan, mCNV is the second most common
cause of blindness.

About the mCNV trial

Three out of four patients in the trial will receive an injection of VEGF Trap-Eye into the
affected eye (and repeated injections on a PRN [as needed] basis, if required), and one
out of four patients will receive a sham procedure. The clinical outcome of the two
treatment groups after 24 weeks will be assessed by a different team of doctors who are
unaware of what treatment the patients received. From week 24 onward, sham patients
may receive active treatment. The primary outcome measure of the trial is the mean
change in vision (best corrected visual acuity) after 24 weeks, compared to baseline.
Secondary outcome measures include the percentage of patients who gain or lose certain
amounts of letters in the visual test, changes in retinal thickness from baseline, changes
in the total mMCNV lesion size, and vessel leakage as seen on an angiogram of the
affected eye. The study is scheduled to run until June 2013.

About VEGF Trap-Eye

Vascular Endothelial Growth Factor (VEGF) is a naturally occurring protein in the body.
Its normal role in a healthy organism is to trigger formation of new blood vessels
(angiogenesis) supporting the growth of the body's tissues and organs. However, it is also
associated with the growth of abnormal new blood vessels in the eye exhibiting vascular
permeability and leading to edema. VEGF Trap-Eye is a fully human, soluble VEGF
receptor fusion protein that binds all forms of VEGF-A along with another vascular growth
factor, the Placental Growth Factor (PIGF). VEGF Trap-Eye is a specific and highly potent
blocker of VEGF-A and PIGF that has been demonstrated in preclinical models to bind
these growth factors with greater affinity than their natural receptors. Regeneron and
Bayer HealthCare are collaborating on the global development of VEGF Trap-Eye. Bayer
HealthCare will market VEGF Trap-Eye outside the United States, where the companies
will share equally in profits from any future sales of VEGF Trap-Eye. Regeneron
maintains exclusive rights to VEGF Trap-Eye in the United States.

Recent results from two large Phase Ill trials with VEGF Trap-Eye in wet age related
macular degeneration (wet AMD) have been very encouraging. Injections of VEGF Trap-
Eye every other month were demonstrated to be non-inferior to monthly injections with
the standard of care, ranibizumab. Bayer and Regeneron plan to file regulatory
submissions for marketing approval in this indication in the first half of 2011. Trials in
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other indications such as central retinal vein occlusion (CRVO) and diabetic macular
oedema (DME) are currently underway or in preparation.

About Singapore Eye Research Institute (SERI)

SERI is the national research institute for ophthalmic and vision research in Singapore.
Serving as the research institute of the Singapore National Eye Centre, and affiliated to
the Yong Loo Lin School of Medicine, National University of Singapore, as well the Duke-
NUS Graduate Medical School, SERI undertakes vision research in collaboration with
local clinical ophthalmic centres and biomedical research institutions, as well as major
eye centers and research institutes throughout the world. For further information, kindly
visit www.seri.com.sg.

About Regeneron Pharmaceuticals

Regeneron is a fully integrated biopharmaceutical company that discovers, develops, and
commercializes medicines for the treatment of serious medical conditions. In addition to
ARCALYST® (rilonacept) Injection for Subcutaneous Use, its first commercialized
product, Regeneron has therapeutic candidates in Phase Il clinical trials for the potential
treatment of gout, diseases of the eye (wet age-related macular degeneration and central
retinal vein occlusion), and certain cancers. Additional therapeutic candidates developed
from proprietary Regeneron technologies for creating fully human monoclonal antibodies
are in earlier stage development programs in rheumatoid arthritis and other inflammatory
conditions, pain, cholesterol reduction, allergic and immune conditions, and cancer.
Additional information about Regeneron and recent news releases are available on
Regeneron’s web site at www.regeneron.com.

About Bayer HealthCare

The Bayer Group is a global enterprise with core competencies in the fields of health
care, nutrition and high-tech materials. Bayer HealthCare, a subgroup of Bayer AG with
annual sales of EUR 15,988 million (2009), is one of the world’s leading, innovative
companies in the healthcare and medical products industry and is based in Leverkusen,
Germany. The company combines the global activities of the Animal Health, Consumer
Care, Medical Care and Pharmaceuticals divisions. Bayer HealthCare’s aim is to discover
and manufacture products that will improve human and animal health worldwide. Bayer
HealthCare has a global workforce of 53.400 employees and is represented in more than
100 countries. Find more information at www.bayerhealthcare.com.
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To learn more about Age-related macular degeneration (AMD), please visit:
www.bayerscheringpharma.de/en/AMD

Bayer AG, Investor Relations contacts:

Dr. Alexander Rosar (+49-214-30-81013)
Dr. Juergen Beunink (+49-214-30-65742)
Peter Dahlhoff (+49-214-30-33022)
Judith Nestmann (+49-214-30-66836)
Dr. Olaf Weber (+49-214-30-33567)

Forward-Looking Statements

This release may contain forward-looking statements based on current assumptions and forecasts made by the Bayer
Group or subgroup management. Various known and unknown risks, uncertainties and other factors could lead to
material differences between the actual future results, financial situation, development or performance of the company
and the estimates given here. These factors include those discussed in Bayer’s public reports which are available on
the Bayer website at www.bayer.com. The company assumes no liability whatsoever to update these forward-looking
statements or to conform them to future events or developments.

-5/5 -


http://www.bayerscheringpharma.de/en/AMD�

	About Singapore Eye Research Institute (SERI)


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /All

  /Binding /Left

  /CalGrayProfile (Gray Gamma 2.2)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Warning

  /CompatibilityLevel 1.5

  /CompressObjects /All

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.1000

  /ColorConversionStrategy /sRGB

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo false

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments false

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Remove

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

    /Arial-Black

    /Arial-BlackItalic

    /Arial-BoldItalicMT

    /Arial-BoldMT

    /Arial-ItalicMT

    /ArialMT

    /ArialNarrow

    /ArialNarrow-Bold

    /ArialNarrow-BoldItalic

    /ArialNarrow-Italic

    /CenturyGothic

    /CenturyGothic-Bold

    /CenturyGothic-BoldItalic

    /CenturyGothic-Italic

    /CourierNewPS-BoldItalicMT

    /CourierNewPS-BoldMT

    /CourierNewPS-ItalicMT

    /CourierNewPSMT

    /Georgia

    /Georgia-Bold

    /Georgia-BoldItalic

    /Georgia-Italic

    /Impact

    /LucidaConsole

    /Tahoma

    /Tahoma-Bold

    /TimesNewRomanMT-ExtraBold

    /TimesNewRomanPS-BoldItalicMT

    /TimesNewRomanPS-BoldMT

    /TimesNewRomanPS-ItalicMT

    /TimesNewRomanPSMT

    /Trebuchet-BoldItalic

    /TrebuchetMS

    /TrebuchetMS-Bold

    /TrebuchetMS-Italic

    /Verdana

    /Verdana-Bold

    /Verdana-BoldItalic

    /Verdana-Italic

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 150

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /ColorImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 150

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /GrayImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 600

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects true

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile (None)

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<





    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200036002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200036002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /ESP <>

    /ETI <>

    /FRA <>







    /HUN <>

    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 6.0 e versioni successive.)

    /JPN <>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200036002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 6.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>





    /SKY <>



    /SUO <>

    /SVE <>

    /TUR <>



    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 6.0 and later.)

    /DEU <>

  >>

>> setdistillerparams

<<

  /HWResolution [600 600]

  /PageSize [612.000 792.000]

>> setpagedevice



