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Subtitle: 7,852 subjects prospectively enrolled including nore than 50 cancer cases

Bl ood sanmpl es selected for testing by independent biostatistics group

Septin9 testing in three i ndependent |aboratories on track; mgjority of sanples tested
Conpl eti on of PRESEPT Study and reporting of top-line results expected for early 2010

Press rel ease, Berlin, Germany, and Seattle, WA, U S. A, Decenber 17, 2009 (euro adhoc) -
Epi genom ¢cs AG (Frankfurt Prine Standard: ECX), a cancer nol ecul ar di agnostics conpany and
sponsor of the PRESEPT Study reports that the enroll nent of subjects was successfully

conpl eted. By Decenber 16, total prospective enrollnent has reached 7,852 study subjects at
32 clinical sites inthe US A and Germany. In this representative screening popul ation a
total of 52 potential invasive colorectal adenocarcinona cases have been identified by

col onoscopy until that day exceeding the originally targeted nunber of 50 cases. To date 49
have been confirnmed by pathol ogi cal exami nation of tissue obtained by biopsy or surgica
resection. Epigenomn cs expects the remaining col orectal cancer cases to be confirned

foll owi ng schedul ed surgeries during Decenber 2009.

PRESEPT is a prospective nmulti-center clinical research study started in 2008 to eval uate
the performance characteristics and health econonic benefit of colorectal cancer screening
usi ng Epi genonics' Septin9 blood test in an asynptomati c screening popul ati on. Once

conpl eted, the PRESEPT Study will likely be the | argest privately sponsored col orecta

cancer screening studi es ever conducted. The PRESEPT screening study follows the successful
clinical validation of the Septin9 biomarker as an aid in the diagnosis of colorectal cancer
in eight case control studies with in total nore than 3,300 col orectal cancer patients and
control s conducted by Epi genom cs between 2005 and 2009

Wth PRESEPT, Septin9 blood testing will be benchnmarked agai nst col onoscopy, the gold
standard in col orectal cancer diagnosis, to determne the sensitivity and specificity of the
Septin9 test for colorectal cancer and different classes of precancerous polyps (adenonas)
when applied in its intended use popul ation. Followi ng a predefined statistical analysis
pl an a subset of about 1,500 of the PRESEPT bl ood pl asma sanpl es were independently sel ected
and are being tested for Septin9. This subset includes blood sanples fromall confirned

i nvasi ve col orectal carcinona cases, 55 cases with carcinomas in situ, a subset of cases

wi th other advanced adenonas, approximately two hundred randomy sel ected cases w th polyps
| ess than 10 nm and a random sel ection of about one thousand col onoscopy-verified subjects
with no apparent colon disease. The plasma sanples to be tested were selected by an

i ndependent biostatistics teamat the University of Mnnesota and subject code and clinica
status are masked to the testing | aboratories. Follow ng the Septin9 testing of the plasm
sanples, the test results are sent by the testing |laboratories directly to the biostatistics
team at the University of Mnnesota, where the sanple identities will be unmasked and the
Septin9 testing data conpared to the col onoscopy results and the histopathol ogical findings.

The PRESEPT bl ood sanples are tested in three independent high-profile |aboratories, nanely
Quest Diagnostics | ncorporated headquartered in Madison, NJ, U S A, ARUP Laboratories, Salt
Lake City, UT, U S A and the Institute of Laboratory Mdicine and Pat hobi ochem stry of
Charité - Universitatsmedizin Berlin, Germany. The | aboratories use Epigenonics' recently

| aunched CE-marked Epi proColon test kit to detect the Septin9 biomarker. Testing has been
ongoi ng since October 2009 and is in the final stages of conpletion. After unnasking of the
sanple identities and data analysis, the Study Principal Investigator, Dr. Tinothy Church
University of Mnnesota, along with the independent PRESEPT dinical Study Steering
Conmittee, chaired by Prof. David Ransohoff, University of North Carolina, will report the
results of the PRESEPT Study according to all applicable standards of scientific and
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clinical research.

Epi genomi cs expects to provide initial results in early 2010 denonstrati ng whet her Septin9
testing using the Epi proCol on assay neets the requirenents put forth in current US
colorectal cancer screening guidelines in detecting "the mpjority of prevalent or incident
cancers at the time of testing". The detail ed data analysis will subsequently be subnitted
to a top-tier journal for peer review and will be presented at major nedi cal conferences
beginning in the first half of 2010.

"Wth the |last subject enrolled we took an anazing step forward on our way to finishing the
PRESEPT Study," stated Cathy Lofton-Day, PhD, Project Manager of PRESEPT at Epi genom cs,
Inc., Seattle. "A focused effort by our study managenent staff and devotion to the PRESEPT
Study by our many clinical sites allowed us to reach our targeted enrol |l nent nunbers and
mai ntain our tineline", she added.

"We woul d not have been able to get this far in conpleting a prospective study of this
magni t ude and nedi cal inmportance without the support of our Medical Advisory Board and the
PRESEPT Clinical Study Steering Committee", M chael Wandell, PharnD, PRESEPT Study Director,
Epi genomics Inc., Seattle renmarked. "We benefited enornously fromtheir guidance and
confidence in our design and execution of the study."

More I nformation on the PRESEPT Study
For nore information on the PRESEPT Study, please visit { ww. presept.net}[ HYPERLI NK:

http://www presept.net and { ww.clinicaltrials.gov}[HYPERLINK:
http://ww.clinicaltrials.gov (ldentifier: NCT00855348).

About the Septin9 test

The Septin9 test was specifically devel oped for the conveni ent detection of

i nvasi ve col orectal carcinonmas of all stages and all locations using a bl ood
sanpl e obtained by a routine blood draw. The test concept is based on detecting
aberrant DNA nethylation of a specific region of the Septin9 gene. Specific
Cytosine residues of the DNA in this region becorme nethylated in col orectal
cancer tissue but not in normal colon nucosa. This aberrant nethylation can be
detected by specific anplification of DNA shed into the bl ood stream by tunor
cells. Detection of colorectal cancer DNA in bl ood sanples by testing for
nmet hyl ated Septin9 DNA has been denpnstrated in multiple case control studies
with nore than 3,300 colorectal cancer patients and controls to be a strong

i ndi cator (biomarker) for the presence of colorectal cancer. To nake Septin9
testing broadly avail able to doctors and patients, Epigenom cs pursues a dual
strategy of direct conmercialization of the Septin9 test and non-excl usive
licensing of the Septin9 biomarker to IVD industry players with broad narket
access. Licensees include Abbott Ml ecular, Sysmex Corporation, Quest

Di agnosti cs | ncorporated, and ARUP Laboratories, Inc.

About Epi proCol on®

Epi proCol on® i s Epigenonmics' CE-marked, in vitro diagnostic real-tinme PCR test
kit for the qualitative detection of Septin9 gene methylation in cell-free

bi sulfite converted DNA isolated from human pl asma sanpl es. Presence of

nmet hyl ated Septin9 DNA is associated with, and may aid in, the detection of

i nvasi ve col orectal adenocarci nona.

For nore infornation on the Epi proColon test and its availability in Europe

pl ease visit { ww. epiprocolon.com[HYPERLI NK: http://ww. epiprocol on.com or

contact Epigenomics directly by Enmail

{sal es@r oduct s. epi genoni cs. con} [ HYPERLI NK:

mai | t o: sal es@r oduct s. epi genoni cs. conj or phone +49 30 24345 111. Epi proColon is not for
sale in the United States of Anerica. The analytical and clinical performance
characteristics of the product have not been eval uated by the US Food and Drug

Adm ni stration. The product is CE-marked in conpliance with the European I1VD Directive
98/ 79/ EC.

About Col orectal Cancer

Col orectal cancer (or colorectal carcinoma) refers to a nmalignant growh of the col orectal
mucosa. Col orectal cancer devel ops usually in several phases and over many years, beginning
with abnormal cell proliferation inside the colon that over the tinme forns adenonas that,
dependi ng on their shape are often referred to as polyps or flat |esions. These benign
precursors can becone tunors which are initially localized (stage | or 11), but over the
course of the disease spread into | ynph nodes (stage Ill1) and finally netastasize to distant
organs such as the liver, bones or lung (stage |V). The devel opnent froma snmall polyp or a
flat lesion to a cancer takes an average of 5 to 10 years.

In the U S. approximately 147,000 people are estimated to be di agnosed with col orectal

cancer in 2009. In Europe, including Germany, 413,000 cases were diagnhosed in 2006. The five-
year survival rate for patients is about 90%if the cancer is diagnosed at an early stage
while it is still localized but drops to below 10%in stage |IV. Accordingly, effective

popul ati on-w de screening aining at catching the cancer in early, still asynptomatic stages
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is considered key in lowering the nortality fromthis disease.
About Epi genoni cs

Epi genomics is a nol ecul ar di agnostics conpany with a focus on the devel opnent of novel
products for cancer. Using DNA nethyl ation bi onarkers, Epigenonics' tests on the market and
in devel opment ai m at di agnosing cancer at an early stage before synptons occur and thereby
may reduce nortality fromthis dreaded di sease

Epi genoni cs' product portfolio contains the CE-marked | VD test Epi proCol on® the world's
first regulatory cleared nol ecul ar diagnostic test for the detection of colorectal cancer in
bl ood that is based on the biomarker Septin9, and further proprietary DNA nethyl ation

bi omarkers and |1 VD products at various stages of devel opnent for colorectal, |lung and
prostate cancer. For devel opnent and gl obal commercialization of IVD test products,

Epi genoni cs pursues a dual business strategy in which direct conmercialization of
proprietary diagnostic test products is conbined with non-exclusive licensing to diagnostic
i ndustry players with broad custoner access. Strategic diagnostics industry partners include
Abbott WMl ecul ar, Philips, Sysmex Corporation, Quest Diagnostics |Incorporated, and ARUP
Laboratories, Inc. for diagnostics test products and services, and Q AGEN N. V. for sanple
preparation solutions and research products. The conpany is headquartered in Berlin,

Germany, and has a wholly owned subsidiary, Epigenonmcs Inc., in Seattle, WA, U S. A For
nore information, please visit Epigenom cs' website at { ww epi genoni cs. con} [ HYPERLI NK
http://ww. epi genomi cS. conj

Epi genomi cs | egal disclainer. This comrunication expressly or inplicitly contains certain
forward-1 ooki ng statenents concerni ng Epi genonics AG and its business. Such statenents
invol ve certain known and unknown risks, uncertainties and other factors which coul d cause
the actual results, financial condition, performance or achi evenents of Epi genomics AGto be
materially different fromany future results, performance or achievenments expressed or
inmplied by such forward-|ooking statenents. Epigenonmics AGis providing this comrunication
as of this date and does not undertake to update any forward-|ooking statenments contained
herein as a result of new information, future events or otherw se
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