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Berlin, March 8, 2010 - Epigenonics AG (I SIN. DEOOOAOBVT96), a cancer nol ecul ar diagnostics
conpany, reports updated top-line PRESEPT Study data showi ng that the Septin9 biomarker in
this research study detected col orectal cancer cases with a sensitivity of approximtely 63%
based on 32 colorectal cancer (CRC) cases correctly identified out of 51 cancer cases with
val id neasurenents of Septin9 in blood plasma sanmples. Wth this performance the PRESEPT
Study has net its objective of detecting the majority of prevalent and incident cancers in a
screeni ng cohort, a requirenent for noninvasive screening tests set forth in current joint
gui del i nes by the Anerican Cancer Society, the US Milti-Society Task Force on Col orecta
Cancer, and the Anerican Coll ege of Radiology (1). Wth a specificity of around 89%t he
Septin9 testing result neets the targeted specificity range of 85%to 90% which based on an
initial health economi c anal ysis, should support public and private payer coverage and

rei nbur senent .

As originally foreseen in the study protocol, the study results were updated upon testing of
sanpl es deternmined to be invalid along with testing of a small nunber of additional cancer
cases identified after the previous testing was initiated. Furthernore, investigative
actions were inplenmented after a prelimnary data analysis in January 15, 2010 had i ndi cated
that one of the three | aboratories performng the Septin9 testing had reported a cancer
detection rate that deviated fromfindings in the other PRESEPT Study testing | aboratories
and all previous studies. An investigation into these results led to retesting potentially
af fected sanples by the other two labs. In addition a remainder of material |leftover from
processi ng of the sanples nmeasured in the study was also tested for Septin9 at each of the
three independent |aboratories and included into the analysis. The conbined results from al
of the above testing activities contributed to the inproved test performance reported.

Epi genomi ¢cs can now report that the additional testing directed by the PRESEPT Cinica

Study Steering Conmittee (CSSC) has been conpleted, and the Committee has reported to

Epi genomi cs that the primary objective of the study of identifying the majority of

col orectal cancer cases has been successfully met. Al though histopathol ogi cal review and
further detailed statistical analysis remain to be conpleted, the CSSC concludes the results
are not inconsistent with case-control studies previously reported (2-4) and that the data
indicate that Septin9 testing may be a useful tool to detect the presence of occult
colorectal cancer in a standard plasma speci nen obtai ned from average risk individuals
eligible for colorectal cancer screening. Later this year the CSSC will submt the PRESEPT
Study results for presentation at a mgjor nedical neeting and peer-reviewed publication in a
maj or scientific journal

A sinmple blood test for colorectal cancer, which can be made available to the |arge group of
patients who are eligible for colorectal cancer screening, but are unwilling or unable to
use ot her avail abl e nethods, has the potential to address the |ack of conpliance with
today's screeni ng approaches (5). Based on the Septin9 perfornmance data and the preval ence
of CRC observed in the PRESEPT Study cohort, a primary care physician infornming a patient of
a Septin9 test result that is negative for colorectal cancer, can do so with the certainty
of it being correct 99.7% of the tinme (Negative Predictive Val ue).

PRESEPT is a prospective nulti-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 a screening popul ati on. The PRESEPT Study is one of
the | argest comercially sponsored col orectal cancer screening clinical studies ever
conduct ed. Between June 2008 and Decenber 2009, in total 7,941 screening eligible average
ri sk subjects were enrolled into the PRESEPT Study at 32 clinical sites in the U S and
Germany. This study popul ation contai ned 53 cases of previously unsuspected col orecta
cancer that were identified by screening col onoscopies performed on all study participants.
Over two-thirds of the 53 col orectal cancer cases identified in the cohort were early stage
di sease (Stages | and Il) with a large proportion of the stage | colorectal cancer cases
bei ng very early stage disease (so-called pTl) as determi ned by pathol ogy.
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The Centers for Disease Control and Prevention (CDC) e.g. estinmates that 40% of the eligible
popul ation of adults 50 years of age or older —the age group at greatest risk of devel oping
colorectal cancer—in the USA has not been screened appropriately. {

http://ww. cdc. gov/ cancer/col orectal /sfl/}[ HYPERLI NK:
http://wwv. cdc. gov/ cancer/colorectal /sfl/]

Epi genomi cs | egal disclainers. This comunication 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
implied by such forward-1ooking statenents. Epigenomics AGis providing this comunication
as of this date and does not undertake to update any forward-|ooking statenments contained
herein as a result of newinformation, future events or otherw se

The information contained in this comunication does not constitute nor inply an offer to
sell or transfer any product, and no product based on this technology is currently available
for sale in the United States. The analytical and clinical performance characteristics of
any product based on this technol ogy which may be sold at some future tinme in the U S. have
not been established.
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