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Introduction: Community health centers (CHCs) in the United States (US) provide primary care
services to over 31 million low-income and uninsured individuals. In CHCs, stool-based
colorectal cancer (CRC) screening modalities are common; however, screening rates and
colonoscopic follow-up after abnormal screening are below the national average. This 2-arm
pragmatic trial aims to increase CRC screening and follow-up after abnormal screening in CHCs
in 2 US regions.

Methods: We included 4 CHCs in Boston and 4 CHCs in Los Angeles (LA). We identified
patients ages 45 to 75 in each CHC with a recent primary care visit and English or Spanish
language preference. Clinics were matched by region and size and then randomized to either
(1) mailed fecal immunochemical test (FIT) outreach, or (2) mailed FIT-DNA outreach. In the FIT
outreach arm (2 Boston and 2 LA clinics), patients were mailed a FIT kit with instructions and
received 3 text message reminders from study personnel over 35 days. In the FIT-DNA outreach
arm (2 Boston and 2 LA clinics), patients were mailed a FIT-DNA kit with instructions and
received outreach from Exact Sciences per their standard protocol (texts messages, letters,
telephone calls). All participants with an abnormal FIT or FIT-DNA result were offered language-
concordant navigation from study personnel to colonoscopy completion (up to 3 telephone calls
over 180 days). We calculated the preliminary screening rate in each study arm and by region at
60 days from kit mailing; final results at 180 days are pending.

Results: The study included 2435 patients in the FIT arm and 2693 in the FIT-DNA arm (5128
total). Mean age was 54.5 years (s.d.=8.1); 58.9% were female, 74.5% were Hispanic/Latino,
65.6% preferred Spanish language, and 49.6% were Medicaid insured, with notable
demographic differences between the 2 regions (Table). At 60 days, screening participation was
significantly higher in the FIT-DNA arm than in the FIT arm (23.2% v. 18.6%, p<0.001). Overall
screening participation was 21.0% and significantly higher in Boston (23.2%) than in LA (19.4%)
(p<0.001). Of note, FIT and FIT-DNA clinics had similar screening rates in Boston (24.1% v
22.6%, p=0.43) but not in LA (15.2% (FIT) v. 23.8% (FIT-DNA), p<0.001) (Figure). In Boston,
there were 30 (5.8%) patients with an abnormal test result at 60 days. In LA, there were 44
(7.8%) patients with an abnormal result at 60 days. Colonoscopy navigation is ongoing.

Conclusion: In this pragmatic trial, CRC screening participation was significantly higher for
mailed FIT-DNA than for mailed FIT in CHCs in 2 US regions. This is an early demonstration of
how to implement FIT-DNA in underserved settings. Screening uptake was also higher in
Boston CHCs than in LA CHCs, which may be attributable to differences in access, insurance,
and patient populations (e.g., race/ethnicity, language) in Boston and LA.



Table: Study Population Demographics and Clinical Data by study arm, by CHC region, and overall.

Boston Los Angeles Overall
Patient Characteristic n = 2208 n =2920 N =5128
(43.1%) (56.9%)
FIT FIT-DNA Overall FIT FIT-DNA Overall FIT FIT-DNA Overall
n =950 n=1258 n = 2208 n = 1485 n = 1435 n = 2920 n = 2435 n=2693 N =5128

Age, years [mean (s.d.)] 53.2 (8.8) | 52.5(8.5) 52.8 (8.6) 55.9 (7.5) 55.8 (7.5) 55.8 (7.5) 54.8 (8.1) 54.3 (8.1) 54.5 (8.1)
Female sex, n (%) 569 (59.9) | 727 (57.8) | 1296 (58.7) | 868 (58.5) 854 (59.5) | 1722 (59.0) | 1437 (59.0) | 1581 (58.7) 3018 (58.9)
Racel/ethnicity, n (%)

Non-Hispanic American Indian 4 (0.4) 3(0.2) 7 (0.3) 0 (0.0) 0(0.0) 0(0.0) 4(0.2) 3(0.2) 7 (0.2)

Non-Hispanic White 431 (45.4) | 279 (22.2) | 710(32.2) 25 (1.7) 28 (2.0) 53 (1.8) 456 (18.7) 307 (11.4) 763 (14.9)

Non-Hispanic Asian 18 (1.9) 22 (1.7) 40 (1.8) 5(0.3) 2(0.1) 7(0.2) 23 (0.9) 24 (0.9) 47 (0.9)

Non-Hispanic Black 75 (7.9) 105 (8.3) 180 (8.2) 121 (8.1) 69 (4.8) 190 (6.5) 196 (8.0) 174 (6.5) 370 (7.2)

Hispanic 396 (41.7) | 774 (61.5) | 1170 (53.0) | 1326 (89.3) | 1322 (92.1) | 2648 (90.7) | 1722 (70.7) | 2096 (77.8) | 3818 (74.5)

Multiple 0 (0.0) 2(0.2) 2(0.1) 1(0.1) 0 (0.0) (0.0 1(0.0) 2(0.1) 3(0.1)

Unknown/Declined 26 (2.7) 73 (5.8) 99 (4.5) 7(0.5) 13 (0.9) 20 (0.7) 33(1.4) 86 (3.2) 119 (2.3)
Language Preference, n (%)

English 673 (70.8) | 654 (52.0) | 1327 (60.1) | 234 (15.8) 204 (14.2) 438 (15.0) 907 (37.2) 858 (31.9) 1765 (34.4)

Spanish 277 (29.2) | 604 (48.0) | 881(39.9) | 1251 (84.2) | 1231 (85.8) | 2482 (85.0) | 1528 (62.8) | 1835(68.1) | 3363 (65.6)
Insurance Type, n (%)

Commercial/Private 612 (64.4) | 756 (60.1) | 1368 (62.0) 70 (4.7) 76 (5.3) 146 (5.0) 682 (28.0) 832 (30.9) 1514 (29.5)

Medicaid 183 (19.3) | 292 (23.2) | 475(21.5) | 1037 (69.8) | 1029 (71.7) | 2066 (70.8) | 1220 (50.1) | 1321 (49.1) | 2541 (49.6)

Medicare 120 (12.6) | 143 (11.4) | 263 (11.9) 103 (6.9) 75 (5.2) 178 (6.1) 223(9.2) 218 (8.1) 441 (8.6)

Uninsured/Self Pay 34 (3.6) 63 (5.0) 97 (4.4) 268 (18.0) 249 (17.4) 517 (17.7) 302 (12.4) 312 (11.6) 614 (12.0)

Other/Missing 1(0.1) 4(0.3) 5(0.2) 7 (0.5) 6 (0.4) 13 (0.4) 8 (0.3) 10 (0.4) 18 (0.4)




Figure: Screening participation by study arm, by CHC region, and overall, at 60 days.
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