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	ColoCap Study

	Site Expression of Interest

Please complete the following Site Expression of Interest Form and return to yhs-tr.colocapstudy@nhs.net if you are interested in taking part. We will provide study set-up, eCRF completion training, advice and protocol guidance, ensuring your participation is smooth and trouble free. A dedicated study manager will be available at all times.



	STUDY TITLE:
	ColoCap: determining the diagnostic accuracy of colon capsule endoscopy (CCE) compared to standard colonoscopy in patients at risk of colorectal disease.

	CHIEF INVESTIGATOR:
	Professor James Turvill and Professor Angus Watson    

	SPONSOR:
	York and Scarborough Teaching Hospitals NHS Foundation Trust 

	FUNDER:
	NIHR

	COORDINATING CENTRES:
	York and Scarborough Teaching Hospitals NHS Foundation Trust
CHaRT, Health Services Research Unit. University of Aberdeen
Centre for Trials Research, College of Biomedical & Life Sciences, Cardiff University

	CONTACT DETAILS:
	Monica Haritakis, Research Program Manager
Email: yhs-tr.colocapstudy@nhs.net
Tel: 01904 725459

	STUDY DESIGN:
	A multicenter study comparing CCE with standard colonoscopy, performed ‘back to back’, for the detection of visible mucosal colorectal lesions (colorectal cancer (CRC), polyps and colitis).
An assessment of the cost-effectiveness of CCE when compared with standard colonoscopy and an evaluation of the experiences of CCE for the patient and the multi-professional team compared to colonoscopy, will be undertaken.

	MAIN PRIMARY STUDY OBJECTIVE:
	Diagnostic accuracy of CCE compared to standard colonoscopy.

	SECONDARY OUTCOMES:
	· An assessment of CCE intra- and inter- reader variability.
· To develop health economic models to evaluate the costs and benefits of CCE in relevant patient groups.
· To evaluate the patient and clinician experience of CCE.

	INCLUSION CRITERIA:
	· Patients with suspected CRC who have had a FIT within 3 months of referral or where a new IBD colitis is suspected or patients having a 3 yearly post-polypectomy surveillance colonoscopy.  
· Patients who feel they can tolerate a same day CCE and colonoscopy investigation or would be willing to have the colonoscopy on an alternative day. 
· Patients who feel able to swallow the CCE. 
· Patients able and willing to give informed consent to participate.

	EXCLUSION CRITERIA:










	· Patients <18 years. 
· Patients who are unable to safely swallow the CCE.
· Patients who are unable to safely and fully comply with the bowel preparation.
· Patients clinically at risk of stricturing bowel disease, such as Crohn’s disease. 
· Patients who have ever received abdominal or pelvic external beam radiotherapy. 
· Patients with a history of bowel obstruction. 
· Patients who have had a (partial) colectomy. 
· Patients who are currently pregnant or breastfeeding. 
· Symptomatic patients with suspected CRC who have not had a FIT within 3 months of referral. 
· Patients with a permanent pacemaker or other implanted electromedical device.  
· Patients who will not be able to safely tolerate the study.
· Patients in whom the bowel preparation for CCE will likely be inadequate. 

	RECRUITMENT PERIOD:
	01/01/2025 – 31/12/2026

	TARGET NO. OF PATIENTS:
	973
Estimate rate of recruitment: 2 participants per site per month for 2 years

	PORTFOLIO ADOPTED:
	Yes

	ESTIMATED PAYMENTS:
	Payments for patients: £100 payment plus up to £25 travel costs
General site Payments: £1003.75
Per patient site payments: £90.25
ETCs: £125 pr patient
Capsules will be provided by the study


If you have any difficulties or if you have any questions or concerns with this questionnaire, please contact the Trial Manager (yhs-tr.colocapstudy@nhs.net, telephone: 01904 725459)


	
SITE INFORMATION

	1
	Is your site actively conducting clinical research
	☐Yes  ☐No

	2
	Name of the person completing this questionnaire
	Click or tap here to enter text.
	3
	Email address 
	Click or tap here to enter text.	Phone number
	Click or tap here to enter text.
	4
	Name of the site or institution
	Click or tap here to enter text.



	LOCAL ARRANGEMENTS

	5
	Does your site have a colon capsule endoscopy service or have plans to implement this service at site? 
*If ‘no’ your site would not be suitable for the study.
	☐Yes 
☐No* 

	6
	What CCE device is used at your site? Are there any plans to change suppliers?
	Click or tap here to enter text.
	7
	Does your site have remote reader software?
	☐Yes  
☐No

	8
	What bowel prep regimen is used at your Trust? 
	Click or tap here to enter text.
	9
	How many trained CCE readers are there at your site?
	Click or tap here to enter text.
	10
	What patient groups would you intend to approach for the study?
	☐2WW suspected CRC
☐suspected IBD colitis
☐3 y post-polypectomy surveillance

	11
	What is the approximate number of patients that could be recruited at site for the study?
	2WW suspected CRC:
Click or tap here to enter text.
Suspected IBD colitisClick or tap here to enter text.Click or tap here to enter text.
3 y post polypectomy surveillance:
Click or tap here to enter text.

	12
	Will you have the necessary capacity, time, facilities and resources and oversight to conduct the study according to protocol (e.g. staff to carry out screening and trial specific assessments, to collect data and complete CRFs, safety reporting and accommodate monitoring visits)?

	☐Yes 
☐No
Click or tap here to enter text.

	13
	Can your site identify a named individual able to act as the PI for this study?
	☐Yes  
☐No

	14
	Are staff prepared to attend an SIV through MS Teams?
	☐Yes  
☐No 

	15
	Wil you maintain a recruitment log at the sites, alongside copies of all the consent forms and can these be made available for study monitoring by the sponsor if required?
	☐Yes   
☐No

	16
	Will you archive study documents locally for the required duration of 5 years?
	☐Yes  
☐No 

	17
	How long does it typically take for you to start a study of this type?  From receipt of study documents to SIV.
	Click or tap here to enter text.
	18
	Are there any challenges or risks to recruitment and delivery of the study that you are aware of at this stage?

If yes, how can we as Sponsor help with these issues?
	☐Yes  
☐No
Click or tap here to enter text.

	19
	What Research Database does your site use?
	☐EDGE 
☐REDA
☐SReDa

	20
	Any other comments in support of your application:
	Click or tap here to enter text.


Thank you for taking the time to complete this questionnaire. Please email the completed form to yhs-tr.colocapstudy@nhs.net 
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