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Introduction:

O Deoxyribonucleic acid (DNA) stool testing for the early detection of colorectal cancer (CRC) is a
non-invasive technology that supplements the established stool tests [e.g. fecal
immunochemical test (FIT) or guaiac (based) fecal occult blood test (gFOBT)] for CRC detection
with the stool-based analysis of tumor DNA.

O Currently CE-marked stool DNA tests in Europe: ColoAlert® (PharmGenomics), Cologuard®
(Exact Sciences). Only ColoAlert® sold on the European market.

O Expected benefit of DNA stool testing: having a non-invasive screening test that is superior to

gFOBT and FIT in terms of test accuracy and comparable in terms of patient compliance and

can replace those tests in the screening pathway.
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Screening

O Systematic literature search in Medline, Cochrane Library and EMBASE, complemented by a
hand search as well as an internet search. Clinical trial registries assessed for registered
ongoing clinical trials or observational studies.

O One of the two manufacturers completed the short version of the EUnetHTA submission
template, and several device-specific questions and issues were clarified further via
correspondence with the manufacturer.

O Five patient interviews.

O Markov state-transition cohort model of CRC to assess benefits, harms and/or burden, as well

as benefit-harm tradeoffs of five screening strategies
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screening study including the current product version and FIT as well as gFOBT as comparators could shed light on these issues. In
terms of the comparator tests, especially FIT, it would be desirable to carefully select one, or even more than one, different brand(s)
as comparators and provide some rationale for those choices.
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