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Participant Information Sheet


Study Title: A randomised trial comparing endoscopic versus surgical treatment for reflux

Location: North Shore Hospital, 124 Shakespeare Road, Takapuna, Auckland 0620

Ethics Reference: 2023 FULL 15109

Lead Investigators: Dr Cameron Schauer, Dr Jason Robertson, Dr Michael Booth, Dr Nathan Atkinson.

BACKGROUND

You have been invited to take part in our study which aims to see which treatment option for your reflux might provide the most relief.

There are currently two main options once the medicines (ant-acids, e.g., omeprazole) you have already tried are not effective or working for you. 

One option is surgery, which involves a keyhole (laparoscopic) operation under general anaesthetic (where you are completely asleep and unaware, with a machine breathing for you). This involves using tiny incisions (cuts) in the abdomen to view inside the body and perform the procedure, whereby the top of the stomach is gently wrapped around the lower oesophagus (gullet) to tighten the junction, which is currently too loose. This will help to prevent the acid to splash back which causes the reflux symptoms. This operation is called a Nissen Fundoplication. 

The other option is an endoscopic operation, performed through the mouth with the gastroscope (camera). This will usually be performed under local sedation (where you will still be breathing on your own). Here the junction is lasered, which as it heals and scars, tightens the junction. This is called anti-reflux mucosal ablation (AMRA). Both procedures are currently used in clinical practice and have been shown to improve symptoms. However, we are not sure which one may work better, or if they are much the same.

Whether or not you take part is your choice.  If you do not want to take part, it will not affect the care you receive. If you agree to participate, there is a 50/50 chance of being in either group. We are planning to enroll 50 patients. If you do want to take part now, but change your mind, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve and what the benefits and risks to you might be. We will go over this information with you and answer any questions you may have.    

If you agree to take part in this study, you will be asked to sign the consent form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep. Please make sure you have read and understood all the pages.

WHAT IS THE PURPOSE OF THE STUDY?

Reflux is very common and is increasing in our population, including in younger patients. We need to understand the best methods to treat it, especially when medication is not working. There are no studies such as this one that compares which operative treatment might be best. We want to see which one is most effective in improving symptoms and quality of life, reducing acid reflux, and also things like the recovery time, operating time and possible adverse events.

WHAT WILL MY PARTICIPATION IN THE STUDY INVOLVE?

You have been invited to be offered to partake in the study as you still have ongoing confirmed reflux symptoms despite trials of medications and lifestyle changes. You have been assessed as being an appropriate candidate for either of the treatments (Nissen Fundoplication or ARMA). 

If you agree to participate, you will be randomised by a computer to be treated by either Nissen Fundoplication or ARMA. You will not be told which treatment you are receiving until the day of the procedure, which will be booked to be completed at North Shore Hospital.

Following the procedure, we will follow-up in clinic in 6 months, then then yearly for 3 years via telephone to ask you a series of questions about your symptoms and quality of life. These follow-up phone calls are additional to what would be considered usual clinical care. It is estimated each contact will take 30-45 minutes at most. We will also repeat the pH testing (the same one as you have already had prior) at 6 months post procedure to check if there is still acid reflux occurring. 

If you were in the ARMA group and you have ongoing symptoms and evidence of acid reflux at this test, you will be offered a Nissen Fundoplication. 

WHAT ARE THE POSSIBLE RISKS OF THIS STUDY?

The risks of the procedures in this study are no different than if you were not in the study. There are risks in performing the operations. Both procedures and their risks will be discussed with you in detail prior to your entry and randomization, if you agree to participate. You will be given a separate information sheet on each procedure.

In brief, a summary of the risks of the procedures include:

· Bleeding
· Infection
· Discomfort or pain
· Damage to surrounding structures
· Difficulty with swallowing / belching / burping

We will be asking you to complete quality of life questionnaires. Should answering these cause distress or anxiety please let either your GP or our research team know who may be able to assist. Your GP will be notified of any abnormal results or clinical concerns.

WHAT WILL HAPPEN TO MY INFORMATION?

To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by the research. 
The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.
Access to identifiable information will be limited to study investigators only. De-identified data will be formed when sent off-site to a statistician affiliated with the University of Auckland for statistical analysis. All data generated by these parties will be in deidentified form. 
Your information is held at the hospital during the study. After the study it is transferred to a secure archiving site and stored for at least 20 years, then destroyed. All storage will comply with local and international data security guidelines. 

WHO PAYS FOR THIS TEST?

There is no charge for you to enter this study. The tests, procedures and follow-up are performed by the doctors in the hospital currently as standard practice.

WHAT ARE MY RIGHTS?

Participation in this study is entirely voluntary. You are free to decline to participate, or withdraw your data from inclusion in the study at any time without any disadvantage to your usual healthcare. If you withdraw, your de-identified data collected for study purposes will still be included, but nothing further after your request to withdraw. 

No tissue (biopsy samples) is expected to be collected during the procedures, but if they are, will be subject to normal clinical processes. 	

You are entitled to receive a summary of the results if you wish, which may be requested at the final conclusion of the study. 

If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

WHO DO I CONTACT FOR MORE INFORMATION OR IF I HAVE CONCERNS?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Lead Investigator, Dr Cameron Schauer 

Phone: 	09 486 8900, via switchboard.
Email: 		cameron.schauer@waitematadhb.govt.nz
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Maori Heath Support:

If you require Māori cultural support contact the administrator for He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 42324

If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:

Phone: 	0800 555 050
Fax: 		0800 2 SUPPORT (0800 2787 7678)
Email: 		advocacy@advocacy.org.nz
Website: 	https://www.advocacy.org.nz/

You can also contact the health and disability ethics committee (HDEC) that approved this study on:

Phone:		0800 4 ETHICS
Email:		
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Consent Form

IF YOU NEED AN INTERPRETER, PLEASE TELL US

Please tick to indicate you consent to the following 
											                  
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	Yes 

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes 

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	Yes 

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	Yes 

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	Yes 

	
	


Declaration by participant:
I hereby consent to take part in this study.
	Participant’s name:

	Signature:
	Date:




Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.
	Researcher’s name:

	Signature:
	Date:
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