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Item 7.01 Regulation FD Disclosure.

On December 22, 2004, Exact Sciences Corporatsmedsa press release, a copy of which is beingshed as Exhibit 99.1 to this
Report on Form 8-K.

The information in this Report on Form 8-K and Ebih99.1 attached hereto is intended to be furmisired shall not be deemed
“filed” for purposes of Section 18 of the Secustiexchange Act of 1934 (the “Exchange Act”) or otlise subject to the liabilities of that
section, nor shall it be deemed incorporated bgregfce in any filing under the Securities Act 083%r the Exchange Act, except as
expressly set forth by specific reference in stilatgf

Item 9.01 Financial Statements and Exhibits.
(c) Exhibits:
99.1 Press Release issued by the Company on Decemb20@2, furnished herewith.
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Pursuant to the requirements of the Securities &xgh Act of 1934, the registrant has duly causisdréiport to be signed on its
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EXACT Sciences Corporatic
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Don M. Hardisor
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Exhibit 99.1

EXACT

Press Release

NEW ENGLAND JOURNAL OF MEDICINE REPORTS THAT
STOOL-BASED DNA TEST IS FOUR-TIMES MORE SENSITIVE THAN
FECAL OCCULT BLOOD TEST FOR COLORECTAL CANCER SCREE NING

EXACT Sciences’ colorectal cancer screening testRreGen-Plus™ — provides a more sensitive, non-invas
screening option for average risk 50-year-old+ Arzans

MARLBOROUGH, Mass. — (December 23, 2004) -EXACT Sciences Corporation (NASDAQ:EXAS) today annoced that th&lew
England Journal of Medicinhas published the results of the Company’s muhieestudy, the first-ever study of its stool-baBadiA test,
PreGen-Plus, versus the most widely used fecalloolood test, Hemoccult® Il. Researchers fourat the Company’s non-invasive stool-
based DNA test for colorectal cancer was four-timese sensitive than the fecal occult blood te§IRF), the only other entirely non-
invasive colorectal cancer screening test availadzlay. The stool-based DNA test was able to detéstages of colorectal cancer in an
average-risk, asymptomatic population, including d¢arliest-stage, most curable colorectal cancers.

EXACT Sciences’ work in applied genomics led to tlexelopment of its stool-based DNA technologigsictv are the first practical
applications of the decoding of the human genonteetased broadly for testing in the average-risignmgtomatic population. The
Company’s researchers have worked with leadingarebdnstitutions throughout in the country in twmtinuing development, refinement
and validation of its DNA-based technologies.

Colorectal cancer is the second leading causermfectanortality in the United States. Despite thielgline recommendations endorsing
regular screening for all Americans over the agéOyfnearly 60 percent have never been screenemlimrectal cancer. Professional
organizations recommend colorectal cancer scredoimadults aged 50 years and older because eadyadsis results in a greater than 90
percent five-year survival rate.

“The results of this study indicate that the stbated DNA test is a more sensitive test than tHBTHoOr the detection of colorectal cancer,”
said Thomas Imperiale, M.D., lead investigatortfa study, professor of medicine at the Indianavesity School of Medicine and a
research scientist at the Regenstrief Institute, [\ simple, non-invasive test that detects cetdal cancer with reasonable sensitivity and
specificity might overcome barriers to screeningagpersons who are not willing to have a moresiatest, such as colonoscopy.”

The primary endpoint of the study was to deterntiirgerelative performance of stool-based DNA scregtd the most widely-used FOBT
(Hemocecult Il) in the detection of invasive colaiacancer. This primary endpoint was achievedh Wigh statistical significance, as the
stool-based DNA test was fotimmes more sensitive than the FOBT in the deteatfdnvasive colorectal cancer (52 percent versuipdrcent
P=0.003). In addition, the stool-based DNA teaswnore than four-times as sensitive in detectingetarliest stage, most curable cancers
(56.5 percent versus 13.0 percent, P=0.0006). Arstry finding was that stool-based DNA testing wéise as sensitive as the FOBT in
detecting adenomas that exhibit high-grade dyspk@slenomas highly likely to progress to cancdne Wersion of the stool-based DNA test
used in this study was designed to detect invasawneer, and was not expected to detect pre-carcadanomas.

The rationale and primary endpoint for the studyenNsased on screening guidelines that state thegmscreening tests do not have to pro
results from a clinical trial with mortality fronmotorectal cancer as an endpoint, but should dematesiat the minimum, equivalence in
sensitivity, specificity and safety to currentlyadlable screening tests. Hemoccult Il was chosghesomparator as it is the only fecal occult
blood test, and only colorectal cancer screeniag proven to reduce the incidence and risk offd&ain colorectal cancer. Hemoccult Il is
the most widelyused fecal occult blood test on the market. Thdystuas designed by the authors, with advice frqmargel of national expetl
on colorectal cancer, cancer screening and prererdgnd study design.




“It is important that people have options for celctial cancer screening,” said Dr. Paul C. SchrigimD, MPH, Boston University School of
Medicine. “While there are several screening tastslable, far too many people are not gettingesved for what could be a curable disease.
Stool-based DNA testing is a novel screening opttiat offers a convenient, non-invasive and poadigtmore acceptable alternative to
existing screening tests for an average-risk pafiepulation. Any test that increases the numbgreafple who get screened effectively for
colorectal cancer is a test that should be madiéablato patients as a standard of care.”

PreGen-Plus works by isolating the human DNA frosingle stool sample collected in the privacy of’'srown home, and analyzing that
DNA for alterations associated with current, acttedorectal cancer. The test, which must be odibyea physician, removes many of the
common barriers associated with other availablédhots, including invasiveness, discomfort and inemience. PreGen-Plus does not
require any special bowel preparation, stool haugdtir changes in diet prior to testing. It alseslaot carry the risks associated with inva
tests, such as colon perforation, hemorrhage fection, or sedation-related issues associated soiibnoscopy.

The molecular genetics of colorectal cancer protiigebasis for the analysis of stool DNA. Eightyefpercent of colorectal cancers result
from chromosomal instability, with acquired mutasgorogressively accumulating in the adenomatoiygpsis coli (APC) andp53tumor
suppressor genes, and in taesoncogene. The other 15 percent arises from malfumtd genes involved in DNA mismatch repair,
manifested by microsatellite instability. Colordatancer may also be detectable by DNA markerscies®sal with disordered apoptosis.
PreGen-Plus consists of a panel of 23 individestst each looking for the presence of DNA altenatio human DNA isolated from stool.
The test analyzes the DNA for 21 specific poingr@tions in the APC, k-ras and p53 genes, a méwkenicrosatellite instability known as
Bat-26, and a novel marker known as DNA Integrigsay (DIA®), all of which have been associated wlith presence of cancer.

“These data, combined with other studies that skiost®ng sensitivity, as well as overall patiergfprence for stool-based DNA testing,
demonstrate the important role that PreGen-Plugptzanin increasing colorectal cancer screeningsiatsaid Don Hardison, EXACT
Sciences’ President and CEO. “PreGen-Plus hasumszhby thousands of patients to date, and podtetndata show that more than half of
those patients had never been screened for cabsicer before. We believe that PreGen-Plusaddress the needs of patients who are
currently not undergoing colonoscopy as part oirthermal screening once they reach age 50, anditag more people into the screened
population. Our goal is to reduce mortality asated with colorectal cancer — and we know, by #et that we have already detected early
stage cancers in patients, that we are beginniagheeve that goal.”

About Colorectal Cancer Screening

Today, there are several colorectal cancer scrgaptions, yet there is confusion among patients aghich ones may be right for them.
Colonoscopy remains the reference standard, boy patients in rural areas do not have accesslémescopy, and patients in urban areas
often experience long waits for an appointmentl &tier patients remain unwilling to undergo calsnopy due to fear of the preparation and
invasiveness of the procedure. While physiciarenglly recommend colonoscopy, it is important tepfiptions to ensure that every
American aged 50 and older gets screened regamfl@ssess or other barriers.

Other available screening options include flexgigmoidoscopy and barium enema. Flexible sigmoidgds similar to colonoscopy, but
examines only about one-third of the colon. Baremema is an older technique that some doctordusé, is also less sensitive than a
colonoscopy. The fecal occult blood test (FOBTamees blood in stool that is undetectable to Hieed eye. Blood in the stool, however, is
only an indirect marker of colorectal neoplasiamasy tumors may not bleed, or bleed intermittentlyaddition, the detected blood could
result from another problem, such as hemorrhoidgual colonoscopy, using CAT scan technologyefaless time to perform but is not
entirely non-invasive and requires the same préjparas colonoscopy.




About the Study

These data were published in an article entitlestdF DNA versus Fecal Occult Blood for ColorectalrCer Screening in an Average-Risk
Population” in the December 23 issue of M@wv England Journal of MedicineThis multi-center study is the largest studgabe involving
the stool-based DNA test, as well as fecal ocdolvd testing, in community practice. It is also flist head-to-head comparison of a stool-
based, multitarget DNA panel versus Hemoccult bk$ymptomatic, average-risk adults aged 50 yeatolaier.

Study design and rationale

The rationale for the study was based on screaqiitglines which state that newer screening testsod require mortality reduction as an
endpoint, but should have comparable or bettelopmdnce in terms of sensitivity, specificity, armdety, among other features, when
compared to other acceptable tests. HemocculinithKline Diagnostics, Sunnyvale, CA) was chosetha comparator because guaiac-
based FOBT is the only test method proven to retheenortality associated with colorectal cancad Blemoccult Il is the most widelysed
guaiac-based test.

However, the sensitivity of fecal occult blood tegtfor colorectal cancer and especially for cobbaeéadenomas is low because neoplasms
may not bleed, or bleed intermittently, and thusnca be detected by FOBT. A simple, non-invasig tieat detects tumor-specific markers,
such as altered DNA, with reasonable sensitivity sgmecificity might overcome barriers to screerangpng patients who are not willing to
have the more sensitive but more invasive colormsco

The study was conducted at 81 sites, includingapeiypractice and universityased settings. Patient enroliment occurred betwegast 200
and March 2003. All participants sequentially pod a stool sample for DNA testing, completed titteenoccult Il cards over three days,
and underwent screening colonoscopy. Study eneolfrwas designed to identify an adequate humbpeisons with colorectal cancer. The
primary endpoint for the study was to determinertiative performance of stool-based DNA screeminthe most widely-used FOBT.

As this study was initiated more than three yegrs the stool-based DNA test that is now commdycalailable represents a newer version
of the technology and different sample handlingntégues than what was used in this study. Sanwpteling techniques affect the stability
the DNA in a sample; techniques employed in thisigt which are different from those used commelicialid not optimize DNA stability

and may have impacted the point sensitivity ofdtoml-based DNA test. In addition, the currentigitable test also incorporates a new
sample preparation technology, Effipure™, which basn shown to enhance the test’s sensitivity bselsing the amount of DNA purified
from a stool sample. The Company continues toddtsuapplied research efforts on the developmefitare generations of its stool-based
DNA technologies.

Previous studies using stool-based DNA testing destnated a sensitivity of 62 percent to 91 peréentancer and 27 percent to 82 percent
for advanced adenomas, with a specificity of 92 @etrto 96 percent in persons with a normal coloopg. However, those studies assessed
persons with a great range of clinical presentatimiircolorectal cancer, from asymptomatic to adednsymptomatic lesions.

Study population

The target population consisted of asymptomatisqes at average risk for colorectal cancer. Aftip@ants were at least 50 years old.
Enrollment was stratified by age, with a minimuntlofee-quarters of persons aged 65 years or dtlerimic the well-known increase in the
frequency of colorectal cancer with age. Exclusiateria included gastrointestinal bleeding witktie last month; change in bowel habits or
abdominal pain; previous colorectal cancer or pslypior resection of any part of the colon; irafidiency anemia; or other coexistent
visceral cancer. Individuals who had undergonemadcopy, sigmoidoscopy or double contrast barinem& within the preceding 10 years
or a positive fecal occult blood test within six mtlos were excluded, as were those with inflammaboryel disease, familial adenomatous
polyposis or hereditary non-polyposis colon canoarte than one first degree relative with colorecsacer, or any first degree relative with
colorectal cancer before age 50. Persons unwitliingnable to undergo colonoscopy were excluded.




About EXACT Sciences Corporation

EXACT Sciences Corporation is a leader in rapigiplging genomics knowledge to develop effectivejgra-friendly screening methods to
detect cancer early, to assist physicians in sguatignts’ lives. Its commercial test, PreGen-Pluss used for screening colorectal cancer in
the average-risk population. Colorectal canceichvis the most deadly cancer among non-smokecsirable if detected early. Despite the
availability of colorectal cancer screening andydiastic tests for more than 20 years, the rat@dy eletection of colorectal cancer remains
low, and deaths from colorectal cancer remain higKACT Sciences believes its genomics-based tdobies will enable early detection of
colorectal cancer so that more people can be afédgtreated. Founded in 1995, EXACT Sciencdsaised in Marlborough, Mass. Detailed
information on EXACT Sciences and PreGen-Plus @afobnd on the World Wide Web at www.exactscierames.and
www.pregenplus.com.

Certain statements made in this press releasarhaiot based on historical information are forwlaaking statements which are made
pursuant to the safe harbor provisions of the ReiGecurities Litigation Reform Act of 1995. Tipisess release contains express or implied
forward-looking statements relating to, among othergs, EXACT Sciences’ expectations concernigdtture revenues and expenses, its
business outlook and business momentum, its clitrieds, the commercial launch of its technologiasd the effectiveness and market
acceptance of its technologies. These statememtseither promises nor guarantees, but are subjecvariety of risks and uncertainties,
many of which are beyond EXACT Sciences’ contrdijak could cause actual results to differ materieithm those contemplated in these
forward-looking statements. In particular, th&siand uncertainties include, among other thingsjrability to convince Medicare and other
third-party payors to provide adequate reimburserfe@rEXACT Sciences’ products and services; thieifa to convince medical
practitioners to order tests using EXACT Scienteshnologies; the lack of market acceptance of Bre®%, PreGen-Plus, and other PreGen
technologies to screen for colorectal cancer;nhbility of EXACT Sciences to control its commet@artners’ operations, performance or
sales performance, including sales of productizing EXACT Sciences’ technologies; the inabilityE’XACT Sciencestommercial partne
to create a market for and sell products using EXACiences’ technologies; the loss of support gfd@entific collaborators; the failure to
comply with federal and state statutes and reguratielating to EXACT Sciences’ products and sesjiincluding FDA requirements, and
relating to the operation of EXACT Sciences’ latiorg, including the Clinical Laboratory Improvemextnendments; competition; and the
inability to protect EXACT Sciences’ intellectuaigperty and the cost of enforcing or defending EXASEiences in litigation relating to
intellectual property rights. Existing and prospezinvestors are cautioned not to place unduaneé on these forward-looking statements,
which speak only as of the date hereof. EXACT &w#s undertakes no obligation to update or retisénformation contained in this press
release, whether as a result of new informatioturéuevents or circumstances or otherwise. Foitiaddl disclosure regarding these and
other risks faced by EXACT Sciences, see the disccontained in EXACT Sciences’ public filinggiwihe Securities and Exchange
Commission including, without limitation, its mastcent Annual Report on Form 10-K and subsequefit fBifgs.
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