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A Randomised Study Comparing Standard of Care Bowel Preparations in Patients Undergoing Colon 

Resection Surgery (OTT 18-03 REaCT-NSQIP) 

"Our discussion today is about a new approach to informing and seeking the consent of patients to 

participate in a research study. The traditional approach for obtaining consent for research is to provide 

a detailed information sheet and consent form for you to sign. This new approach is to provide you with 

the research study information, as part of our discussion during your consultation and to ask for your 

oral consent to participate. Our discussion will then be documented in your medical note as part of your 

health records. 

You are being invited to take part in this study because you will be undergoing colon resection surgery. If 

you choose to participate you will receive a copy of this document for your reference. 

As we've talked about, there is uncertainty as to which bowel preparation is best for patients about to 

have surgery on their colon. In some centers, the standard is to give a liquid bowel cleanse in 

combination with antibiotics taken by mouth, while in other centers, no bowel cleanse is required prior 

to surgery. While the bowel cleanse can be unpleasant to take, there is some evidence to suggest that, 

when given with oral antibiotics, it may help prevent infections, including wound infections and 

anastomotic leaks (leak at the surgical joint in the bowel). Other studies have suggested that oral 

antibiotics, without the bowel cleanse, may be enough to prevent surgical infections. Since we do not 

know what the best way to prepare the bowel is, we are doing this study to try and answer this 

question. At our center the standard of care is to have neither liquid bowel cleanse nor antibiotics and if 

you decline the study, this is what we will recommend. 

If you provide consent to participate in the study, you will be assigned to one of 2 bowel preparation 

regimens (no bowel cleanse or oral antibiotics alone, i.e. no preparation) at random, like pulling a name 

out of a hat. However, once you are assigned to one of the regimens, you can decide to decline the 

randomization selection. If you decline, then you will be given the standard of care at our centre and 

you will no longer be considered part of the study. No further data will be collected. If you choose to 

accept the assigned regimen and participate in this study, you will be seen in clinic as per regular or 

usual schedule before and after surgery. You will be asked to complete 2 quality of life questionnaires 

before your surgery and again approximately 30 days after surgery. There will be no additional visits 

needed. You will be assessed in clinic throughout your treatment period as per usual practice. 
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At the end of your surgery and postoperative period (30 days), the study staff will review your medical 

record to collect the following information: postoperative complications, postoperative infections, 

length of hospital stay, any additional procedures required, the type and duration of the surgery and 

your diagnosis. We will also be retrieving data from the National Surgical Quality Improvement Plan 

(NSQIP) database which routinely collects data from surgeries as part of standard of care for the 

American College of Surgeons. This data will include demographics, surgical procedure details, post-

operative events, hospital re-admissions and follow up. Our centre will link directly with the NSQIP 

database using your hospital ID number. The data will be securely transferred to our centre and de-

identified. This is a routine process already established between hospital sites and NSQIP. 

You should know that taking part in this research study is voluntary. You may choose not to take part or 

if you agree to participate now, you may decide to leave the study at any time without giving a reason. 

Deciding not to take part or deciding to leave the study later will not result in any penalty or any loss of 

benefits to which you are entitled. Your decision will not affect the care you receive at this Institution at 

this time, or in the future. You will receive the treatment you need, even if you decide not to participate 

in this study. 

You or your physician may decide to stop participating in the study at any time, if study participation is 

no longer in your best interest. If you stop participating in the study your doctor will discuss other 

options with you and will continue to treat you with the best means available. 

The preparation for your surgery will be explained to you in the preadmission unit, where you will be 

seen by a nurse prior to surgery. The risks and side-effects of these standard treatments will be 

explained to you as part of your standard care. 

You will not be paid for taking part in this study and there will be no costs associated with participation. 

If you agree to take part in this study, there may or may not be any direct benefit to you. 

Although no funds have been set aside to compensate you in the event of injury or illness related to this 

study, you do not give up any of your legal rights for compensation by agreeing to participate in this 

study. Your oral agreement to the study does not relieve the investigator, the hospital, the sponsor, and 

their agents from their legal and professional responsibilities. 

Records identifying you at this centre will be kept confidential to the extent permitted by the applicable 

laws and will not be disclosed or made publicly available. Qualified representatives of the study Sponsor, 

Dr. Rebecca Auer at the Ottawa Hospital, may receive information related to the study from your 
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medical/clinical study records, containing only your participant study-assigned code or ID number. Your 

name or other information that may identify you will not be used or collected. 

All research-related records will be kept for 10 years after termination of the study. The Ontario Cancer 

Research Ethics Board, the research ethics committee that oversees the ethical conduct of this study at 

your hospital/clinic, may review your relevant study records for audit purposes. 

The Research Ethics Board considers the ethical aspects of all research studies involving human 

participant. If you have any questions about your rights as a study participant, you may contact the 

Office of the Chair of the Ontario Cancer Research Ethics Board at: 416-673-6648 or, Toll-free:1-866-

678-6427 ext. 6648. 

A description of this clinical trial will be available on www.ClinicalTrials.gov. This website will not 

include information that can identify you or any other individual patient. At most, the website will 

include a general summary of the final study results. You can search this website at any time. 

Do you have any questions? 

Are you willing to provide your oral consent for participation in this study?" 
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