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	Title
	Safety of uninterrupted peri-procedural direct-acting oral anticoagulation during colonoscopy (SuDOC trial)

	Short Title
	Safety of anticoagulation in elective colonoscopy

	Principal Investigator and research team
	Dr Shweta Sharma, Dr Nicholas Tutticci (Director of Endoscopy)

	Location
	QEII Jubilee Hospital – Department of Gastroenterology


1. Introduction
You are invited to take part in the SuDOC trial. This is because you are currently taking Apixaban (Eliquis®), Rivaroxaban (Xarelto®) or Dabigatran (Pradaxa®) with no other blood thinners or antiplatelet agents and will be undergoing a colonoscopy at QEII Jubilee Hospital. 

Before you decide to take part in this study, it is important for you to understand why the research is being done, what it will involve and how your personal information will be used. Please read this information carefully. Ask questions about anything that you do not understand or want to know more about. Before deciding whether to take part, you might want to talk about it with a relative, friend or your local doctor.

Participation is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether you take part. If you decide you want to take part, you will be asked to sign the consent section. By signing it you are telling us that you:

•
Understand what you have read

•
Consent to take part including donating samples as described

•
Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.
2. What is the purpose and background of this study?

Recent data suggests that there may be no difference in immediate or delayed bleeding in patients on some blood thinners when undergoing a low-risk procedure such as an initial screening colonoscopy or a small (<1cm) polyp resection. Additionally, post-polypectomy bleeding, whether immediate (time of the procedure) or delayed (within 30 days), rarely results in the need for surgery or intervention. The risk of bleeding after poly resection ranges from 0.3 to 10% depending on factors such as polyp size, type of polyp and the technique of removal. Complications related to clots such as stroke or heart attack while temporarily stopping a blood thinner although uncommon, can result in lifelong disability or major cardiac event. The incidence of such events is <1.0% and varies with each patient depending on their indication for blood-thinners, other medical conditions, and timing of last thrombotic event.
Currently, decision for withholding blood thinners is on a case-by-case basis. They are either stopped for 24 or 48 hours and in some cases continued without interruption. The risk of temporarily stopping the anticoagulation varies for every patient but can include a cardiac event, stroke or a clot in the legs (DVT) or lungs (PE). On the other hand, the risk of continuing the blood thinner could be associated with bleeding during the procedure requiring an intervention such as application of a clip. Additionally, hospital re-presentation with bleeding requiring an admission for monitoring, a repeat colonoscopy, or a blood transfusion could also be required.
The aim of this study is to investigate if patients can safely continue their blood thinner medication for small polypectomies without any procedure related complications. 

3. What does participation involve?
As this is a randomised control study, post signing the consent, you will be randomised to one of the two groups. In the first group, participants will continue their blood thinners throughout. Those assigned to group 2 will temporarily stop their blood thinner 24 hours prior to the procedure as per current standard practice when undergoing a colonoscopy. 
The doctor performing the colonoscopy for you will not know which group you have been allocated to but only that you are part of this study. 

As part of our standard practice, you are always invited to give us feedback and discuss any complications you may have had as a consequence of the procedure 30 days after the procedure. If you consent to be part of this project, the research investigator/doctor will call you in 30 days for a short 10 minute discussion. You will be encouraged to please provide us with your feedback. If you experienced any bleeding or had any other concerns, this information will be recorded.
4. What if I change my mind and no longer wish to participate? 
You have the right to withdraw your consent to participate at any time. Withdrawing from this effort will not affect your relationship with your treating specialist or the hospital.  Please inform us of this decision as soon as possible. This will ensure that you are provided clear instructions regarding your blood thinners prior to your procedure. 
Excluding certain groups from a study may introduce unintentional bias. Hence, if you decide to withdraw, please let us know why they do not wish to be involved. This may also assist with including certain groups in future research as it will allow us to capture the barriers. The only information that will be collected, should you withdraw, would be:
1) Reason for not wanting to participate in the study.
2) Your usual anticoagulation medication and indication for this.
3) Your age and sex.
4) Timing of withdrawal in relation to the timing of the procedure.
All the other information collected in addition to the above will be deleted from our records and not included in the final data collection. 

If you do not wish for any information about yourself, please let us know and none of the information above will be collected and the paperwork will be destroyed by the principal investigator. You are not obligated to answer any additional questions.
5. What information will be recorded and who will have access to it?
The main purpose of this study is to facilitate medical research. 
The data obtained will include no additional information than what is routinely recorded prior to your colonoscopy. We will include: your age, sex, your medications, other medical problems. We will also record the findings of your colonoscopy including the number and types of polyps removed and whether a large polyp was found that will require you to come back for another procedure. The data will be de-identified, i.e. no directly identifiable information such as your name, hospital number, date of birth will be published.
Your personal details in relation to this study will only be accessed by the study doctors engaged through Metro South Health. The data will be retained in a locked facility for 15 years at the QEII Hospital.
6. What are the possible benefits of taking part?
It is unlikely that there will be a direct benefit to you or your family immediately however in the future this will help guide us about whether we should be stopping blood thinners in patients like yourself. This may guide your future care should you require further surveillance colonoscopies. 
7. What are the possible risks and disadvantages of taking part? 
If there is any bleeding during the procedure, we always treat the bleeding at the same time. If we were to find a large polyp, we will not be removing it on the same day but will bring you back in a more planned manner with more time allocated for your procedure to ensure your safety. This is standard practice for large polyps.
Regardless of your decision to be part of the study, your care will not be compromised and there would be no disadvantage to taking part. 

8. Will I find out the results?
Post data collection, we hope to publish this de-identified data. Additionally, our practice in the future will be dictated by our findings in this study. 
9. How is my privacy protected?
Your privacy is respected. The research project will take careful steps to ensure that personal information about you is kept private and confidential.  Your name, address, phone number, Medicare number and any other identifying information will not be associated with the data collection.  Additional clinical information as described above will be supplied to the researchers, but personal identification will not.  No one outside the research process (e.g. third parties), other than as required by law – acceded to only under court order, will have access to the results from any individual, which also protects your privacy. 
By signing the consent form, you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law. Information about your participation in this research project will be recorded in your health records.

In accordance with relevant Australian and Queensland privacy and other relevant laws, you have the right to request access to your information collected and stored by the study team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.

It is anticipated that the results of this research project may be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your express permission.

10. Who has reviewed this project?
All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). The ethical aspects of this research project have been approved by the Royal Brisbane & Women’s Hospital HREC. 

This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

11. What if I have more questions?
The person you may need to contact will depend on the nature of your query. If you have any questions, please talk to your doctor or nurse, or the Royal Brisbane & Women’s Hospital Human Research Ethics Committee (HREC) on 07 3647 1007 or make contact at the QEII team leader phone number (07) 3182 4700.
If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

The reviewing HREC approving this research:

Reviewing HREC name: Royal Brisbane & Women’s Hospital HREC 
HREC Executive Officer: The Coordinator
Telephone: (07) 3647 1007
Email: RBWH-Ethics@health.qld.au 

Consent Form

	Title
	Safety of uninterrupted peri-procedural direct-acting oral anticoagulation during colonoscopy (SuDOC trial)

	Short Title
	Safety of anticoagulation in elective colonoscopy

	Principal Investigator and research team 
	Dr Shweta Sharma, Dr Nicholas Tutticci (Director of Endoscopy)

	Location
	QEII Jubilee Hospital – Department of Gastroenterology


For Metro South Health research project storage; associated sample data collection; and de-identified sample use in future unspecified but ethically approved research projects, for which ethical approval will be sought.
Consent - read this section carefully and indicate at the end whether you consent.
Statement of Informed Consent

1. You will receive a signed copy of the Participant Information and Consent Form (the original will be retained by the research project and a copy placed in your medical record).

2. There will be no additional charges if you choose to participate, nor any financial benefit.

3. Participation is completely voluntary.  You may withdraw from participating in the Metro South Health research project at any time without affecting your medical management, and (if requested) any personal information collected will be disposed of. Choosing not to take part in the establishment of the research project will not affect your medical treatment in any way.

4. You will not be identified as an individual in any reports or subsequent publications resulting from the research.
Declaration by Participant
I have read or had read to me in a language that I understand the Participant Information sheet and this document, and I understand the purposes, procedures and risks of this research project as described within it.  I have been given a copy of the Participant Information sheet to keep.
I understand the purposes, procedures and risks described in this document.

I have had the opportunity to ask questions and I am satisfied with the answers I have received.
I acknowledge that my involvement may not be of benefit to me.

I freely agree to participate in this research project as described.
	Name of Participant
	
	Date
	
	Signature of Participant


Declaration by Researcher/Principal Investigator/Designated Officer
I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation. I have explained the nature and purpose of the Metro South Health research project to the above participant and have answered their questions.

	Name of Researcher/Principal Investigator/Designated Officer
	
	Date
	
	Signature of Researcher/Principal Investigator/Designated Officer


If an Interpreter was used, please fill in the following

	I have interpreted the Participant Information and Consent Form to the above in a language he/she may understand.

	Language:
	Relationship to participant:


	

	Interpreter’s Name (print):
	Signature:


	Date:


Note: All parties signing the consent section must date their own signature.


Excluding certain groups from a study may skew the data and introduce a systematic error in research. An example of this is when people of a certain age or sex opt-out. This group is then unintentionally excluded from the data set and hence under-represented in the final results. This could be because the information provided to the patients is not clear or confusing indicating a fundamental flaw in the research and resulting in biased results.
Another reason for why people may opt-out could be because the medication regime or indication or their need to be on a blood thinner is too complicated. If this is indeed the case, then people on certain medications will be under-represented in the final results with no information available as to why that might be.

Hence, in order to avoid biased data collection, we ask the patients who do not wish to be involved in the study why this is the case. This may also assist with including certain groups in future research as it will allow us to capture the barriers and improving research methods. 
Your privacy is respected. The research project will take careful steps to ensure that personal information about you is kept private and confidential.  Your name, address, phone number, Medicare number and any other identifying information will not be associated with the data collection.  
We request you share the following information with us:

5) Reason for not wanting to participate in the study:
6) Why are you on the anticoagulation medication?

7) Your age and sex

If you do not wish for any information about yourself, please let us know and none of the information above will be collected.

Regardless of your decision to be part of the study, your care will not be compromised and there would be no disadvantage to taking part. 










PATIENT STICKER
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