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Updates from Manufacturers

Abbott Cancer Diagnostics Guardant Health
e March 2026: Model-based evaluation of colorectal e March 2026: Shield test becomes accessible for
cancer screening effectiveness: three rounds of physicians to order through partnership with Quest
multitarget stool DNA testing versus one Diagnostics
colonoscopy

e July 2026: UnitedHealthcare covers Shield Blood
¢ June 2026: Multitarget Stool DNA Versus Fecal Test for eligible members aged 45+
Immunochemical Testing: A National Assessment of
Follow-Up Colonoscopy by Race and Ethnicity

colorectalcancer.org


https://jnccn.org/view/journals/jnccn/24/8/article-e267023.xml
https://jnccn.org/view/journals/jnccn/24/8/article-e267023.xml
https://jnccn.org/view/journals/jnccn/24/8/article-e267023.xml
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Sensitivity Colonoscopy Cologuard Cologuard Plus ColoSense Shield PREEMPT
CRC
Recommended by the USPSTF & ACS Emerging Tests
Test Type Visual Computed Hemoglobin in Mt-sDNA Mt-sDNA Mt-sRNA Cell-free DNA Blood
(endoscopy) tomography stool blood test
CRC overall 95% 79% 92% 94% 94.40% 83% 81.10%
80-100% 65%(55%
Stage | 75-80% Size of 75% 90% 87% 100% _°F ° 63.50%
adenomas clinical)
[0) >6mm: 89% [0) o) (o) [0) [0) (o)
Stage Il 85-90% S7mm: 91% 88% 100% 94% 83% 100% 100%
>8mm: 94%
Stage Il 85-90% >9mm: 93% 82% 90% 97% 100% 100% 80.50%
>10mm: 94%
Stage IV >95% 89% 75% 100% 100% 100% 100%
89% for
APL/AA 90-95% adenomas 24% (APL) 42% (APL) 43% (APL) 46% (AA) 13.20% 13.7% (AA)
210 mm
. 65% (HGD or
High grade 75-93% <10% - 69% 75% >10 226% 29%
dysplasia
adenomas)
. 17% 11% in SSL’s
Sessile .
70-80% - 5% 42% 46% (hyperplastic greater than -
serrated
and SS 210 lcm

colorectalcancer.org



colorectal
cancer
alliance

Recommended by
ACS

Specificity

Negative Colonoscopy

Colonoscopy 90% _

cTC 94% -
Size of adenomas

FIT 93% _

Cologuard 87% 93%

Cologuard Plus 94% 93%
ColoSense 86% 88%

0,

. 89.6% . 89'9./0 .
Shield . . (non-neoplastic findings and negative
(negative advanced neoplasia)
colonoscopy)

PREEMPT CTC 91.5% (non-advanced colorectal neoplasia)

colorectalcancer.org
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Colonoscopy Medicare $2,750 .
(avg. cash price)
CTC Medicare $265 per screening year

FIT

Widely available/covered

$18 - $21

estimation of $153 per screening

cycle when including the
support costs

patient

Cologuard

Cologuard Plus

Widely available/covered

Not currently available

$508 (Medicare)

$592 (Medicare)

ColoSense

Emerging Tests

Not currently guideline-recommended but is FDA-
approved to screen for colorectal cancer,
advanced adenomas, and sessile serrated lesions,
in average-risk individuals over the age of 45

$508 (Medicare)

Shield

Available under the CRC screening National
Coverage Determinations (NCDs)
Current Coverage through Medicare and VA CCN

$1495 (Medicare)

PREEMT CRC

Not currently available

colorectalcancer.org
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Adherence (%) Follow-up Interval
colonoscopy

Colonoscopy About 30% Real Wﬁlrzld bata n/a 10

cTC 30-34% Real Wzrzld Data _ 5
Recommended by
the USPSTF & ACS 35% (w/0 navigation)

FIT 41.5% (w navigation) Real W;rzld Data 47% - 83% 1

(real-world and study)
Real World Data 71.5% - 84.9%
Cologuard 71% 3(1-3)
8 ° N=1,557,915 (real-world)
Cologuard Plus _ 3 (anticipated)
Stud 88%
ColoSense 78% - y 74% combined test 3 (anticipated)
N=14,263
and follow up (study)
Emerging Tests 49%
- % Study (within 6 months of _
Shield Ciet N=10,000 positive results (real- =2 years
world)
PREEMT CRC 96% Study 3

colorectalcancer.org
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Understanding the 2026
American Cancer Society .
Colorectal Cancer Screening Gmdellnes

ff‘;
September 13, 2026 '

Pascale M. White, MD, MBA, MS, FACG/
Associate Professor of Medicine /
Director, Health Equity in Action in Liver and 'Diges!tive Diseases (HEALD)
Icahn School of Medicine at Moun'f"t' Sinai
Co-Founder, Association of Black Gastroenterologists and Hepatologists (ABGH)

Mount
Sinai
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Objectives

* Review colorectal cancer (CRC) data and screening modalities
 Discuss updates to the 2026 ACS CRC screening guideline

* Recognize strategies to increase adherence to CRC screening




CRC Data



Colorectal Cancer Statistics 2026 American

c?? Cancer

Estimated New Colorectal Cancer Cases and Deaths, 2026, US Society

New colorectal cancer cases Colorectal cancer deaths

Age, years Total Percent Age, years Total Percent
0-49 24,640 16% 0-49 3,890 7%
50-64 47,600 30% 50-64 13,480 24%

65+ 86,610 55% 65+ 37,860 69%
All ages 158,850 100% All ages 55,230 100%

Cases include appendiceal cancer. Colon and rectal cancer deaths are not presented separately due to large rates of misclassification.
Citation: Siegel RL, Wagle NS, Star J, Kratzer TB, Smith RA, Jemal A. Colorectal cancer statistics, 2026. CA Cancer J Clin. 2026;e70067. d0i:10.3322/caac.70067



Colorectal Cancer Statistics 2026

Trends in Colorectal Cancer Incidence (1975 to 2022) and Mortality (1930 to

2023) by Sex, US

100 =

90 =

80 -

Rate per 100,000 persons

20 =

10 -~

70 =

60 =

40 -

30 -

Male incidence

Overall incidence

Female incidence

Male mortality

Female mortality

Overall mortality

American
se’ Cancer
{ Society’

Incidence by 45%

Mortality by 57%
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Year of diagnosis/death

Mortality includes deaths from cancer of the smallintestine because of changes in the International Classification of Diseases coding over time. Incidence rates exclude appendiceal cancer,
are age-adjusted to the 2000 US standard population and adjusted for delays in case reporting. Incidence data for 2020 are shown separate from trend lines.
Citation: Siegel RL, Wagle NS, Star J, Kratzer TB, Smith RA, Jemal A. Colorectal cancer statistics, 2026. CA Cancer J Clin. 2026;e70067. doi:10.3322/caac.70067



Colorectal Cancer Statistics 2026 ‘!’ American
1

Trends in Colorectal Cancer Incidence by Age and Stage at Diagnosis, ggg;-;‘;-‘;-
1998-2022, US

= Localized = Regional = Distant Unstaged
30 - All ages ’. 20-49 years
25+ 6
gl 5 M// 3% per year
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10.4% per year * 50 e l 2.5% per year
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Incidence rates exclude appendiceal cancer, are age-adjusted to the 2000 US standard population and adjusted for delays in case reporting. Incidence data for 2020 are shown separate
from the trend lines.
Citation: Siegel RL, Wagle NS, Star J, Kratzer TB, Smith RA, Jemal A. Colorectal cancer statistics, 2026. CA Cancer J Clin. 2026;e70067. d0i:10.3322/caac.70067



Birth Cohort Colorectal Cancer

Epidemiology

+ Born 1960 and later

55-74 years

+ Increasing incidence < age 50 years
+ Increasing Incidence age 50-54 years
* Flattening of prior decreasing incidence age

Incidence rate ratio

+ Increasing incidence across all

\. + Increasing rectal (> colon) cancer diagnosis
g | * Increasing distant (> local) stage diagnosis

~ raciallethnic groups < age 50 years

Greatest Silent Baby  Generation
generation generation  boomer X
(1901-1927)  (1928-1945) (1946-1964)  (1965-1980)

Generation
Z
(1897-2012)

Potential Causes and Mechanisms

Genetics
Colorectal
. cancer
praEa—— ...
Sumlh i 3 *llr

M roblome B metabolites
IIDf‘-
dispeder

Earf 3'I ¥ xposunes

Exposome

Clinical Gastroenterology
and Hepatology

Gupta et al, CGH, 2024




Colorectal cancer is now the #1 cause
of cancer related death in people
below the age of 50 in the United States

| A| Overall deaths
8000 -

Lung
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= — . Brain
oy
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Year of death

Figure. Temporal Changes in the 5 Leading Cancer-Related Deaths in People Younger Than 50 Years in the US, 1990-2023
Siegel et al, JAMA, 2026




American Cancer Society CRC Screening Guideline, 2018

is the new 50




CRC Screening Modalities



Adenoma to Carcinoma Pathway

KRAS
APC SMAD4 P53

i Early

pithelium Adenoma

___.! ’ Carcinoma




Stages and 5-Year Survival Rates of CRC

Stage |
94%

Stage i
82%

Stage Il
67%

Stage IV
11%

Lansdorp-Vogelaar et. al., J Natl Cancer Inst, 2009

Zauber et. al., New Engl J Med, 2012
Picture from Cancer.gov




Colorectal Cancer Screening Choices

Imaging of entire colon

 Colonoscope ‘g

Stool tests

Fecal immunochemical
test (FIT)

Stool

Fecal occult blood
test (FOBT)

Altered DNA

Imaging of the |

ower
A7

colonography

CT machine

Every 3 years

Every 5 years

Every 5 years

If there is a positive stool
test or findings on CT
colonography, the patient
must obtain a follow up
colonoscopy for further
evaluation, preferably within
6 months.

Picture Accessed from https://patient.gastro.org/crescreening/




Stool Test Performance

FOBT (guaiac) FIT mt-sDNA

Analyte Hgb Human Hgb Human Hgb +
DNA
At-home test Yes Yes Yes
Diet/medication restriction Yes No No
No. of samples 3 1 1
Detection of CRC <50% 60-80% 80-92%
Detection of adenomas <20% 40-60% 60-90% (size dep)
Detection of SSPs Poor Poor Modest
Specificity 95-97% 94-96% 88-94%
Detection by site Prox << Distal Prox << Distal Prox = Distal
Frequency Yearly Yearly Every 3 years
Adherence 23-50% 40-60% Unknown

Cost $20 $75 $600

Slide courtesy of Dr. Steven ltzkowitz




Visual Test Performance

Sensitivity
Specifici
CRC Adv. P ty
Adenoma
Colonoscopy ' 95% 95% 90%
f "'50% ""50%
Invasive Sigmoidoscopy ! (95% distal (95% distal 92%
Tests only) only)

CT Colonography 96% 2 949% 3 86% 4

Zauber et al, AHRQ, 2009
Pickhardt et al, Radiology, 2011
Pickhardt et al, NEJM, 2003
Johnson et al, NEJM, 2008




CRC Screening Modalities



Next Generation Multi-target Stool DNA (mt-sDNA) Test — Cologuard Plus

BLUE C Study

» Biomarker Panel designed to increase specificity

— Methylated DNA markers (LASS4, LRRX4, PPP2R5C),
Reference Marker (ZDHHC1), Fecal Hemoglobin

CRC
» Sensitivity:

» Specificity:

94% (vs. 92.3% in 15t generation)
91%

Advanced Precancerous Lesions

» Sensitivity: 43% ( vs. 42.4% in 15t generation)
» Specificity: 90%

Table 1. Sensitivity and Specificity of the Next-Generation Multitarget Stool DNA Test and the Commercial FIT.*

Next-Generation Multitarget

Colonoscopy Stool DNA Test FIT
Variable [N=20,176) (N=20,176) (N=20,176)
MNo. of No. of Assessment No. of Assessment
Participants Results (95% CI) Results {95% Cl)
b %
Sensitivity
Colorectal cancer
Any 98 92 93.9 (87.1-97.7)1 66 67.3 (57.1-76.5)
Stage |, 11, or llif 82 76 92.7 (84.8-97.3) 53 64.6 (53.3-74.9)
Advanced precancerous lesions 2,144 931 43.4 (41.3-45.6)7 500 23.3 (21.5-25.2)
High-grade dysplasia 114 35 74.6 (65.6-82.3) 54 47.4 (37.9-56.9)
Specificity
Advanced neoplasiaf 17,934 16,245 90.6 {90.1-91.0) 16,997 94.8 (94.4-95.1)9
Nonneoplastic findings or negative 10,961 10,156 92.7 (92.2-93.1) 10,492 95.7 (95.3-96.1)
colonoscopy|
Megative colonoscopy** 7,510 7,012 93.4 (92.8-93.9) 7,207 96.0 (95.5-96.4)

e

9
|

In evaluations of sensitivity, numbers of positive results are shown, and in evaluations of specificity, numbers of negative results are
shown. Statistical analyses are presented only for comparisons of the sensitivity for colorectal cancer and advanced precancerous lesions
and of the specificity for advanced neoplasia between the next-generation multitarget stool DNA test and the fecal immunochemical test
(FIT}). ClI denotes confidence interval.

P<0.001 for the comparison of the next-generation multitarget stool DNA test with FIT.

Disease stage was defined according to the American Joint Committee on Cancer staging system.™

Specificity for advanced neoplasia included all participants who did not have advanced neoplasia. Absence of advanced neoplasia was
defined as all nonadvanced adenomas, nonneoplastic findings, and negative colonoscepy (categories 3 through 6 in the study-specific cat-
egory scheme).

P<0.001 for the comparison of FIT with the next-generation multitarget stool DNA test,

Nonneoplastic findings or negative colonoscopy included category 6 (6.1 or 6.2).

** Negative colonoscopy was defined as no findings on colonoscopy (category 6.2).

Imperiale et al, N Engl J Med, 2024




Multi-target Stool RNA (mt-sRNA) Test — ColoSense

CRC-PREVENT Trial

» Biomarker panel measures the concentration of
eight specific RNA transcripts in stool + fecal
immunochemical test + participant-reported
smoking history

CRC

« Sensitivity: 94%
Advanced Adenomas
« Sensitivity: 46%

*Ages 45-49: strong performance given 100%
sensitivity for CRC in this subset

Specificity: 88% (no lesions on colonoscopy)

JAMA

Original Investigation

Multitarget Stool RNA Test for Colorectal Cancer
Screening

Erica K. Barnell, MD, PhD"2: Elizabeth M. Wurtzler, PhD: Julie La Rocca, MS™: et al
» Author Affiliations | Article Information

= RELATED ARTICLES FIGURES i SUPPLEMENTAL CONTENT

FREE

Barnell et al, JAMA, 2023




Cell-free DNA Blood-Based Test — Shield

ECLIPSE Study

» Prospective, observational, multicenter study at
265 U.S. sites

» Coprimary outcomes were sensitivity for colorectal
cancer and specificity for advanced neoplasia as
compared with the colonoscopy reference
standard

CRC

« Sensitivity: 83%

« Specificity: 89.6% (declines with age)
APL

« Sensitivity: 13%
Stage 1 CRC

» Sensitivity: 64.7%

Table 2. Sensitivity and Specificity of the Cell-free DNA (cfDNA) Blood-Based Test for the Most Advanced Findings on
Colonoscopy.*

Most Advanced
Finding on
Variable Colonoscopy cfDNA Blood-Based Test
Positive Test Sensitivity (95% Cl)
no. no. %
Colorectal cancer
Any 65 54 83.1(72.2-90.3)
Stage |, II, or IlI* 43 42 875 (75.3-94.1)
Advanced precancerous lesionst 1116 147 13.2 (11.3-15.3)
Specificity (95% Cl)
Nonadvanced adenomas, nonneoplastic findings, 6680 698 89.6 (88.8-90.3)
and negative colonoscopy
Nonneoplastic findings and negative colonoscopy 4514 457 89.9 (89.0-90.7)

* Excluded were 10 stage IV and 7 pathologically confirmed, incompletely staged colorectal cancers.
T Advanced precancerous lesions include advanced adenomas and sessile serrated lesions at least 10 mm in the largest
dimension.

Chung et al, N Engl J Med, 2024




Cell-free DNA Blood-Based Test — SimpleScreen

PREEMPT CRC Study

* Prospective, population-based, observational
study across 201 centers

CRC
« Sensitivity: 79.2%
« Specificity: 91.5% (declines with age)

Advanced Adenomas
« Sensitivity: 12.5%

Stage 1 CRC
» Sensitivity: 57.1%

JAMA

Original Investigation

FREE

Clinical Validation of a Circulating Tumor DNA-Based

Blood Test to Screen for Colorectal Cancer

Aasma Shaukat, MD, MPH"; Carol A. Burke, MD>; Andrew T, Chan, MD, MPH*: et al

 Author Affiliations | Article Information

Shaukat et al, JAMA, 2025
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ACS CRC Screening Guidelines Updated in March 2026

Unchanged Updates

« Recommendations from 2018 * |Inclusion of the upgraded, new generation
ACS CRC screening guidelines mt-sDNA test (Cologuard Plus)

* |Inclusion of mt-sRNA test (ColoSense)
* Inclusion of blood-based DNA test (Shield)




ACS CRC Screening Guidelines, 2026 | Recommendations

The ACS recommends that adults aged 45 years and older with an average risk of
developing CRC undergo regular screening with either a high-sensitivity stool-
based test or a structural (visual) examination, depending on patient preference
and test availability.

« Patients should be informed that a positive result on a non-colonoscopy screening test requires timely follow-
up with a colonoscopy to complete the screening process.

» The recommendation to begin screening at age 45 years is a qualified recommendation.

* The recommendation for regular screening in adults aged 50 years and older is a strong recommendation.

Wolf et al, CA Cancer J Clin, 2026




ACS CRC Screening Guidelines, 2026 | Recommendations

 The ACS recommends that average-risk adults in good health with a life expectancy of greater than 10 years
continue colorectal cancer screening through the age of 75 years (qualified recommendation).

* The ACS recommends that clinicians individualize colorectal cancer screening decisions for individuals aged
76 through 85 years, based on patient preferences, life expectancy, health status, and prior screening history
(qualified recommendation).

« The ACS recommends that clinicians discourage individuals older than 85 years from continuing colorectal
cancer screening (qualified recommendation).

Wolf et al, CA Cancer J Clin, 2026




Definition of Average-Risk Patient

People are considered to be at average risk if they do not have:

» A personal history of colorectal cancer or certain types of polyps (advanced precancerous lesions)
« A family history of colorectal cancer or certain types of polyps (advanced precancerous lesions)

» A personal history of inflammatory bowel disease (ulcerative colitis or Crohn’s disease)

* A confirmed or suspected hereditary colorectal cancer syndrome, such as familial adenomatous polyposis
(FAP) or Lynch syndrome (hereditary non-polyposis colon cancer or HNPCC)




ACS CRC Screening Guidelines, 2026 | Recommendations

Preferred screening options
Stool-based tests:

 High-sensitivity fecal immunochemical test (FIT) every year

* High-sensitivity guaiac-based fecal occult blood test (gFOBT) every year

» Multitarget stool DNA test (mt-sDNA original or next-generation) every 3 years
» Multitarget stool RNA test (mt-sRNA) every 3 years

Direct visual examinations:

» Colonoscopy every 10 years

* Computed tomography colonography every 5 years
* Flexible sigmoidoscopy every 5 years

Wolf et al, CA Cancer J Clin, 2026




ACS CRC Screening Guidelines, 2026 | Recommendations

Recommendation for blood-based colorectal cancer screening

Blood-based screening tests are not preferred screening options at this time; they should be

recommended only to individuals who decline or have not completed one of the preferred colorectal
cancer screening tests.

 Blood-based tests should not be ordered without prior discussion with the patient.

Wolf et al, CA Cancer J Clin, 2026




ACS CRC Screening Guidelines, 2026 | Recommendations

Recommendation for blood-based colorectal cancer screening (continued
» Patients who choose a blood-based test should be informed that:

- Blood-based tests have lower sensitivity than high-sensitivity stool-based tests and direct visual
examinations in detecting advanced precancerous lesions and stage | colorectal cancers, limiting their
effectiveness for reducing colorectal cancer incidence and mortality relative to the preferred options

o If their blood-based test is positive, patients will need to undergo a follow-up colonoscopy to complete the
screening process.

o Manufacturers have not specified a recommended testing interval; however, the Centers for Medicare and
Medicaid Services specifies a 3-year interval for Medicare beneficiaries

Wolf et al, CA Cancer J Clin, 2026
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Up-to-Date Colorectal Cancer Screening (%), 2023 NHIS

100 ¢

80
72

70 F

60 F 55

50 F

Prevalence (%)

30

20 |

10

45-49 50-54 55-59 60-64 65-69 70-74 75-79 80-84 85+
Age Groups

FIGURE 1 Colorectal cancer screening (%). Adults 45 years and older, by age, United States, 2023 estimates stratified by age are
presented crude. Up-to-date colorectal cancer screening is defined as a fecal occult blood test/fecal immunochemical test, sigmoidoscopy,
colonoscopy, computed tomography colonography, or mt-sDNA test in the past 1, 5, 10, 5, and 3 years, respectively. Source: National Health
Interview Survey, 2023.

Wolf et al, CA Cancer J Clin, 2026




Facilitators of CRC Screening

Personalized
support
throughout
screening

Culturally
appropriate
outreach

Improved access

and uptake when Better
mailed directly awareness and
with follow-up engagement

systems in place




Patient Navigation for Follow-up Colonoscopy After +FIT
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Patient navigation
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Overall

1 Patient navigation: 229 d (95% Cl, 217-241 d)

Usual care: 256 d (95% Cl, 244-268 d)

_______

--- Patient navigation
— Usual care

I I T I I
0 20 180 270 360
Time Since FIT With Positive Result, d
479 353 265 236 218
488 386 314 289 279

Follow up colonoscopy was higher in the PN group vs Usual Care group (55% vs 42%)

Coronado et al, Ann Intern Med, 2025
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CRC is Preventable

Have Informed Discussions

Make a Choice

Get Timely Screening
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CRC Screening Success

* System-Based Approach

* Patient Navigation

* Provider Recommendations



Population
Health Screening

* Colonoscopy
e EIT
* Mts-DNA /ng-mts-DNA

» Mts-RNA
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BACKGROUND: Many patients do not receive guideline-
recommended preventive, chronic disease, and acute
care. One potential explanation is insufficient time for
primary care providers [PCPs) o provide care.
OBJECTIVE: To quantify the time needed to provide 2020
preventive care, chronic disease care, and acule care for a
nationally representative adull patient panel by a PCP
alone, and by a PCP as part of a team-based care model.
DESIGN: Simulation study applying preventive and chronic
disease care guidelines to hypothetical patient panels.
PARTICIPANTS: Hypothetical panels ol 2500 patients,
representative of the adult US population based on the
2017-2018 National Health and Nutrition Examination
Survey.

MAIN MEASURES: The mean time required for a PCP to
provide guideline-recommended preventive, chronic dis-
case and acute care Lo the hypothetical patient panels.
Estimates were also calculated for visit documentation
time and electronic inbox management time. Times were
re-estimated in the setling of team-based care.

KEY RESULTS: PCPs were estimated to require 26.7
h/day. comprising of 14.1 h/day for preventive care, 7.2
h/day for chronic disease care, 2.2 h/day for acute care,
and 3.2 h/day for documentation and inbox management.
With team-based care, PCPs were estimated to require 9.3 h
per day (2.0 h/day for preventive care and 3.6 h/day for
chronie disease care, 1.1 h/day for acute care, and 2.6 h/
day for documentation and inbox management).
CONCLUSIONS: PCPs do not have enough time to provide
the guideline-recommended primary care. With team-
based care the lime requirements would decrease by over
hallf, but still be excessive.

KEY WORDS: Team-based care: Primary care: Preventive care; Chronie
disease care: Population health.

J Gen Intemn Med 38{1):147-55

INTRODUCTION

Patients benefit from guideline-based preventive, chronic dis-
case, and acute care.”” ? but many do not receive it.® A
limitation to providing high-quality care is insufficient time.
* In 2003, Yarnall et al. estimated it would take 7.4 h/day fora
primary care provider (PCP) to provide preventive care for a
2500 patient panel.® A study by Privett et al. found it would
take 8.6 hiday.” A complementary study in 2005 by @stbye
¢t al. caleulated 10.6 h/day were needed for a PCP to manage
the top ten chronic diseases.” These studies suggested at least
18 hper day are needed for a PCP to provide preventive and
chronic care management, not accounting for other tasks.
Since 20035, there have been changes in the structure of
primary care. Traditionally, PCPs cared for patients primarily
by themselves. However, new team-based care models, such
as the Comprehensive Primary Care Inittative Plus (CPC+),
increasingly involve other care providers in providing patient
care.” ! Many healthcare orgamzations have encouraged this
shift; for example, a National Academy of Medicine report
urged new payment models to “pay for primary care teams lo
care for people, not doctors to deliver services.”'” These
models may save PCP time by shifting tasks traditionally
performed by the PCP 10 other members of the care team.
Theoretically, the time savings may allow PCPs to focus on
more advanced care, see more patients, or increase the deliv-
ery of gmdeline-based care. Because of the potential for team-
based care 1o change primary care practice, we re-investigated
the amount of time needed to provide preventive, chronic
disease, and acute care without and with team-based care.
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Colonoscopy Readiness
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» Have they been screened before?

* Are they willing to undergo colonoscopy screening?
* Isthere areason why they shouldn’t use the system-based screening?
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Test characteristics and outcomes of CRC screening tests currently available in the U.S.2026

update

Sensitivity for
Advanced Sensitivity for
Colorectal CRC

Screening

Inteerval

Specificity

Average-risk adults; newer molecular-test estimates are from FDA/pivotal-study intended-use populations. Specificity and lesion definitions vary by study.

Impact on Incidence and Mortality
(Compared to No Screening)

Neoplasia

gFOBT RCT evidence of 20% relative incidence reduction;
{(Hemoccult Sensa) P LR SRR votataty 18% relative mortality reduction.
o No RCT evidence for a specific FIT product;
Annual 25t027% 74to 81% 95 to 96% observational studies suggest 21% relative incidence
(DG Sensar/ OC Light) reduction and 59% relative mortality reduction.
Next-generation mt-sDNA Mo CRC/mortality outcomes yet from a completed
(Cologuard Plus) Hypms A% o5.0%1 R 5aadel screening-program RCT; pivotal study was cross-sectional.
mt-sRNA No CRC/mortality outcomes yet from a completed
(ColoSense) 2)QHIS htn 4/ Birins screening-program RCT; pivotal study was cross-sectional.
RCT evidence of 22% relative incidence reduction;
r W e ’
Sgmoldoscopy Syans " I 7% 28% relative mortality reduction.
No CRC/mortality RCT versus no screening; observational
Colonoscopy 10 years ~95%* =95%* 86 to B9%** studies suggest 69% relative incidence reduction and
68% relative mortality reduction.
Colon Capsule o iy No RCT or observational outcome evidence for CRC
(PillCam COLON 2) Sysees SRTOTEL Lk boEs ot Srhaeah incidence or mortality.
for .
Blood-based cfDNA 1ok Mlyale-ad No CRC/mortality outcome evidence yet; ECLIPSE was
: 3years precancerous 83.1%8 89.9%5 . A :
{Guardant Shield) \isionas a prospective diagnostic-accuracy study.
Blood-based cfDNA . FDA-approved July 2026; no CRC/mortality outcome data
0,
(SimpleScreen CRC)Y] hiot Establishexd 157N 115 0.4 yet. PREEMPT CRC was a prospective diagnostic-accuracy study.
t Cologuard Plus: CRC 85.3%; APL 43.3%; spacificity 50.7% in the FDA pivotal study. $ ColoSanse FDA intended-use cohort: CRC 92.6%; APL 41.3%; specificity 87.5% for no lesions on colonoscopy. G'Llpta 5 SEI'EEﬂiT!g for Colorectal Cancer. Hematol Oncol Clin North Am. 2022 Jun;35£33:393—
8 Shield ECLIPSE: CRC 83.1%; APL 13%:; speciicity 85.5% for negativelno-finding colonoscopy. 1 SimpleScrean CRC: FDA-approved July 27, 2026; U.5.-Cenzsus-welghted PREEMPT CRC analysis: CRC 81.71%; APL 13.7%; specificity S0.4%. 414, doi: 1'3.101‘5{}.h0c.2022.02.m1. Epub 2022 Ap:— 30. PMID: 355011?5; PMCID:
* Legacy estimates retained from the original source table. ** Specificity definitions differ by study. *** Colon-capsule estimates retained from the original source tabla.,

PMC9167799.
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Panel Questions

1. What is your organization’s approach to implementing the new ACS colorectal cancer screening guidelines?

2. How are you communicating preferred versus non-preferred screening options to clinicians, payors and
patients?

3. What practical challenges do clinicians face when implementing the new guidelines, particularly regarding
blood tests that are not widely covered by insurance? How do workflow constraints, required system changes,
and patient risk stratification affect clinicians’ ability to select the most appropriate tests?

4. What shared messages should all stakeholders use to reduce confusion while maintaining confidence in
evidence-based screening?

colorectalcancer.org
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