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INTRODUCTION

RESULTS

The U.S. Food and Drug Administration approved
the multi-target stool DNA-based test (sDNA)1 for
colorectal cancer (CRC) screening of average risk
patients 50 years of age or older in August 2014
(Fig 1 and 2).2 The Medicare program approved
coverage for sDNA use once every 3 years for
beneficiaries age 50 to 85 yrs. in October 2014.3
The aim of our study was to examine the previous
CRC screening history of the initial sDNA user
cohort.

Of 40,081 sDNA users 50 years of age and older, 2997
were invited: 28 declined (0.9%) and 2969 (99.1%)
participated. Those surveyed (7.4%, 2969/40081),
were representative of users overall. There were no
significant differences with respect to the percentage of
each age group surveyed (≥50, 50-64, 50-74, 65-74,
75 plus yrs. range 7.0 to 7.7% surveyed, p= 0.3) or sex
distribution (p=0.14), which was 40% male overall
(Table 1). Of the surveyed (N=2969), 36.4% had never
been screened previously (“No screening patients”),
inclusive of 2.3% who had had only a digital rectal
exam (DRE) with or without in-office FOBT, 8.4% used
home FOBT alone, and 55.3% used endoscopy alone
or in combination with FOBT. The percentage of
surveyed sDNA patients who were not previously
screened varied with age (p=0.001) with 60%, 42%,
34% and 26% of patients unscreened for ages 50-64,
50-74, 65-74 and 75 plus yrs., respectively. Screening
endoscopy use increased with age while FOBT use
was fairly constant across age groups. DRE use alone
was uncommon at all ages (Table 2).

Fig 1. Cologuard Specimen
Collection Kit Components

METHODS
A non-remunerated survey of previous screening
methods was conducted December 2014 – May
2015 among a random subset of patients using
sDNA. A single laboratory (Exact Sciences
Laboratories, LLC, Madison WI), with an in-house
patient navigation system (Fig 3-5), provides all
U.S. sDNA testing. Clinicians order sDNA and
within 48 hours navigators contact patients to
explain test processes and to answer any
questions. As the initial call ends, navigators
randomly invite patients to participate in a two
question survey on previous screening history
conducted immediately by the navigator. First, had
CRC screening been performed previously?
Second, if so, how?: with at home fecal occult
blood testing (FOBT, guaiac or immunochemical)
and/or with endoscopy (colonoscopy or flexible
sigmoidoscopy) or with digital rectal examination
alone (DRE with or without in-office FOBT;
included with “no screening”).

Fig 2. Cologuard Specimen
Collection Process Illustration

CONCLUSIONS

Figs 3-5. Images of
patient navigators from
the Exact Sciences
Laboratories call center

Our study shows that a clinically significant proportion
of initial sDNA users report no previous CRC
screening, especially patients age 74 years and
younger (42%). The data suggest that the availability
of non-invasive screening with sDNA may increase the
pool of screened patients, with a favorable impact on
CRC related incidence and mortality.
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