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CMS May Cover Stool Test for Colorectal Cancer

he Centers for Medicare and Med-
I icaid Services 1is considering
whether to add DNA stool testing
as an alternative method of colorectal can-
cer screening, according to the agency.
Exact Sciences holds the patent for the
stool DNA analysis technology behind the
PreGen-Plus test. The company has re-
quested that the CMS cover a DNA stool
test every 5 years as an alternative to a
screening colonoscopy, which is covered
every 10 years, or as an alternative to sig-

moidoscopy, which is covered every 4 years.

Currently, Medicare covers fecal occult
blood testing, sigmoidoscopy, colonoscopy,
and barium enema for average-risk bene-
ficiaries aged 50 years and older.

The PreGen-Plus test, marketed by the
Laboratory Corporation of America
(LabCorp), costs about half as much as
colonoscopy and is less invasive and un-
comfortable, which might support better
patient adherence to screening guidelines,
according to Exact Sciences. The compa-

ny recommends that a follow-up
colonoscopy be done for patients who
test positive with PreGen-Plus.

However, an August 2006 BlueCross
BlueShield Technology Evaluation Center
assessment concluded that “several ques-
tions remain before fecal DNA screening
can be widely recommended.”

PreGen-Plus currently is not approved
by the Food and Drug Administration, but
is offered as a “home-brew” diagnostic
under the Clinical Laboratory Improve-

ment Amendments. PreGen-Plus has been
on the market since 2003, according to Ex-
act Sciences President Jeff Luber.

The companies are waiting for the
American Cancer Society to formally rec-
ommend stool DNA testing in its co-
lorectal cancer guidelines before they seek
an FDA approval, he said.

—Ingrid Mezo

Ingrid Mezo is a staff writer for Elsevier’s
“The Gray Sheet.”
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ZEGERID Capsules contain 300 mg of sodium per dose in the form of sodium bicarbonate (1100 mg/13 mEq). ZEGERID. Powder for Oral Suspension contains 460 mg of sodium
per dose in the form of sodium bicarbonate (1680 mg/20 mEg). This should be taken into consideration for patients on a sodium-restricted diet. Sodium bicarbonate is
contraindicated in patients with metabolic alkalosis and hypocalcemia. ZEGERID is contraindicated in patients with known hypersensitivity to any component of the formulation.

Since both 20 mg and 40 mg ZEGERID contain the same amount of sodium bicarbonate (1100 mg in capsules, 1680 mg in packets of powder for oral suspension), two 20 mg capsules
are not equivalent to, and should not be substituted for, one 40 mg capsule, and two 20 mg packets are not equivalent to, and should not be substituted for, one 40 mg packet.

Please see brief summary of full Prescribing Information on the following page.
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