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Study design

• Three phase, multi-center, 
prospective, non-inferiority, two-arm, 
randomized trial

• Comparing the effectiveness of 
annual FIT vs. colonoscopy

• Allocation 1:1 at the individual level 



Objectives and Endpoints

• Detection of advanced colonic neoplasia
– CRC

– Advanced polyps

• Secondary outcomes
– Patient-reported outcomes and experience 

measures
• Patient satisfaction 

• Cancer worry

• Trust in testing

– Cumulative risk of harms

• Longer term outcomes
– CRC incidence

– CRC mortality

– All cause mortality

To compare between study groups:



Participant Activities

Offer colonoscopy



Population

INCLUSION CRITERIA, REVISED

• Age 65-82

• Personal history of colon polyps

• Most recent colonoscopy with ≤2 
non-advanced adenomas 

• Due or becoming due for 
surveillance within 12 months 

• English or Spanish speaking

• Able to provide informed consent

EXCLUSION CRITERIA

• Personal history of CRC, genetic 
CRC syndrome, IBD

• Most recent colonoscopy 
• Advanced adenoma(s) or advanced 

serrated polyps 
• ≥3 non-advanced adenomas 

• Unlikely to benefit from 
surveillance (e.g., poor overall 
health, advanced dementia, or high 
risk for colonoscopy) 



Timeline

Start of
full scale trial



Reasons 

Reasons Ineligible: n = 9412

• Prefer FIT (n=82)

• Prefer colonoscopy (n=534)

• Not planning any surveillance (n=113)

• Time commitment (n=144)

• Length of trial (n=17)

• Privacy concerns (n=10)

• Does not want to be part of a study (n=411)

• Did not say (n=292)

• Geography: (n=56)

• Transportation constraints: (n=13)

• Insurance concerns: (n=20)

• Language barrier: (n=5)

Reasons for Declining (n = 1802)

• Not English or Spanish speaking: ~241

• Significant co-morbidities: ~2063

• H/o CRC: ~523

• Inflammatory bowel disease: ~857

• Lynch syndrome/ FAP: ~48

• Lack of valid mailing address: ~98

• 3-4 Adenomas on most recent  colonoscopy 

(n=1775)

• Polyp history (i.e. no history of polyps or most 

recent colonoscopy with  advanced polyp(s) or 

≥5 small adenomas): ~5582

• Physician Advised against it



Recruitment

• Chart review for Eligibility

• 30-40% of people are found to be eligible 

• 13-15% enroll

•  Letters sent: 4368, follow up phone call: 4226

• Enrolled/consented: n = 587



Clinical coordinating center/ 
     Data coordinating center
Feasibility site (N=4)
Full trial site (N=10)

Full scale study sites

Your Health System



Feasibility Phase Lessons Learned: Data Coordinating Center

• IRB approval

• REDCap database development 

• Technology Risk Appraisal



• Recruitment uptake/effort 

• Importance of PCP input

• Eligibility criteria

• Site variability
• Components of successful site
• Central IRB
• Payment model

Feasibility phase lessons learned: CCC



PRO/PREM 

DDW 2024 presentation Tuesday 5/21 12:30-1:30 pm



Patient Questionnaire





COOP Stakeholder Advisory Panel

PCORI

COOP

Community

Patients

N=5

Clinicians

N=11 

Advocacy 
Orgs

N=3

Hospital/ 
Health 
System

N=4

Insurers

N=4 



The COOP Trial

• Large multicenter trial aiming to enroll nearly 9000 participants

• First in the US to evaluate FIT as a surveillance option following low 
risk polyps

• Will recruit from a diverse group of sites: academic health 
systems, VA medical centers, large single specialty GI group, and large 
integrated multispecialty medical group
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