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Participant Information Sheet/Consent Form
Interventional Study – Adult providing own consent
	Title
	Intestinal Gas Measurements in Inflammatory Bowel Disease


	Project Sponsor
	Atmo Biosciences

	Coordinating Principal Investigator
	Professor Rupert Leong

	Location 
	Concord Hospital

	Associate Investigators
	Dr Karen Waller, Dr Juyao Hui

Concord Hospital

Dr Craig Haifer
Concord Hospital; St Vincent’s Hospital Departments of Gastroenterology

Dr Kyle Berean
RMIT University; Atmo Biosciences




Part 1
What does my participation involve?

1
Introduction 
You are invited to take part in this research project as you are starting on therapy for inflammatory bowel disease (IBD). This particular research project is testing a device called the Atmo Gas Capsule to measure gas produced by the gut bacteria. 
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or your local doctor.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

If you decide you want to take part in the research project, 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 in the research project
• Consent to have the tests and treatments that are 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 of this research?
There is increasing research which suggests a link between the gut bacteria and health and disease. It is important to learn about what the bacteria do in your body and we can do this by looking at the gases they produce through digesting food. 
Currently we can try to measure gut bacteria through indirect measurements such as breath tests, however this isn’t very reliable when it comes to identifying bacteria in your large bowel.
People with inflammatory bowel disease may have different gas signatures to other people, particularly with active disease. This study will consider people with active IBD at least 18 years old who are starting a new treatment for IBD. 
The Atmo Gas Capsule is a new investigational product that has not yet been approved by the Therapeutic Goods Administration. There has been one completed trial using the capsules and 2 further trials that are currently ongoing to validate these capsules. In total the capsules have been used in 62 participants, with 19 having irritable bowel syndrome. 
The study is an investigator initiated study by Professor Rupert Leong and the research team. The capsules are being provided by Atmo Biosciences, who are the owners and developers of the Atmo Gas Capsule.  Employees of Atmo Biosciences will not be involved in recruitment of or communication with any study participants. The research team consists of one employee of Atmo Biosciences who will assist in analysing the results obtained. No personal data will be shared with this research team member. 
This research is being sponsored in Australia by Atmo Biosciences. We will submit a Clinical Trial Notification (CTN) to the Therapeutic Goods Administration (TGA), which allows them to use this device in Australia for medical research purposes based on assessment and approval by an appropriately constituted Human Research Ethics Committee.
3
What does participation in this research involve?

You are offered to join this study as you are starting therapy for IBD. This study will involve you swallowing the Atmo Gas Capsule on 2 occasions, before and after new treatment for IBD.

If you have Crohn’s disease and have not had a recent magnetic resonance enterography (MRE) scan that has ruled out any abnormal narrowings in your gut, you will first be asked to swallow a capsule composed of wax to ensure that it easily passes through your gut. This is because Crohn’s disease can cause narrowing of the intestine which may increase the risk of blockages. If the wax capsule is not passed through a bowel movement within 5 days, you will not proceed with the rest of the study. The wax capsule is safe and will dissolve if not passed. It contains a small radiofrequency identification tag which can be detected using a paddle device held close to your skin. Failure to detect the tag will suggest that you have passed the wax capsule in a bowel movement. If you have ulcerative colitis, you will not need to try the wax capsule first as ulcerative colitis does not cause small intestinal inflammation and will not predispose you to gut blockages.

If you are allowed to proceed with taking the Atmo Gas Capsule, following an overnight fast, you will attend the Department of Gastroenterology where you will ingest the Atmo Gas Capsule. You will fast for the next 6 hours, then consume normal meals for the rest of the day.
Once the Atmo Gas Capsule is swallowed, it transmits information about individual gases and temperature every 5 minutes to an external receiver connected to a provided mobile phone device. Data recording will then be ceased once the capsule has been passed (confirmed visually in the toilet bowl or signal loss from the capsule after a bowel movement) from the body.  You will also be asked to keep the data receiver for the gas capsule within 1.5 m of the body until passage of the capsule has been confirmed visually in the toilet bowl or signal loss from capsule after a bowel movement. The capsules are not re-usable and are able to be flushed in the toilet along with your faeces. Therefore, you will not need to collect the capsule once it is has passed. 
The Atmo Gas Capsule will be administered on 2 occasions. 

1. Prior to commencing new therapy for active IBD. 
This will occur following measurement of disease activity, via a combination of symptom assessment, endoscopy, inflammatory markers in your blood and/or stool, as per standard care.

2. After new therapy initiation (8-12 weeks later)
Disease activity will be reassessed at this stage, as per standard care.
On each occaision, the gas capsule is expected to pass typically within 2-3 days. If the capsule has not passed within 5 days, you will need to contact the investigatory team. You will be required to attend the hospital for the administration of the capsule on each occasion, and briefly to return the external data receiver. After you have ingested the gas capsule for the second time, and passed this in the toilet, you will have completed the trial and continue standard care for your inflammatory bowel disease.  

There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge. You will not be reimbursed for travel, parking, meals and other expenses associated with the research project visit.
4
Other relevant information about the research project
This is a small study to determine whether we can use these capsules to predict who has active IBD, and assess response to treatment. 
5
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Concord Hospital. 
6
What are the possible benefits of taking part?
There will be no clear benefit to you from your participation in this research. This study is to investigate the usefulness of the Atmo Gas Capsule so that it may be used for future research and clinically to help in diagnosing problems in the gut.  
7
What are the possible risks and disadvantages of taking part?

There is minimal risk associated with use of the Atmo Gas Capsule. While there may be a risk of the capsule passing through the gut and being stuck on the way, this has not been reported in healthy adults or 19 patients with irritable bowel syndrome. In all patients who have received the capsules, it has passed within 5 days of ingestion. If you have Crohn’s disease and have not had a recent MRE scan to rule out an abnormal gut narrowing, you will first need to successfully pass a wax capsule within 5 days of ingestion before given the Atmo Gas Capsule. The wax capsule is safe and will not cause harm even if it is temporarily stuck in the gut as it will eventually dissolve. In the unlikely event that the Atmo Gas Capsule does not pass or causes a blockage, the research team will perform an X-ray or ultrasound to identify its location. Extraction of the capsule can be completed through a colonoscopy or via surgery as a last resort.  
There is a potential to experience gastrointestinal symptoms including nausea, abdominal pain and vomiting during the test. 

There is also a possibility that you will not be able to swallow the capsule. In this situation we will not progress with the study.
In the unlikely event of adverse effects or if the capsule has not passed within 5 days, the medical staff of the Department of Gastroenterology will be available to help. They can be contacted through the study researchers or by directly contacting Dr Karen Waller on (02) 9767 6111.
If you experience a medical emergency at any time, please ring 000. 

You must NOT have an MRI whilst the capsule is in your body. This is because the metal components of the capsule will be affected by the strong magnetic fields produced by MRI machines and potentially cause you serious injury. 
8
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the research team up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
9
Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects

• The device being shown not to be effective
• The device being shown to work and not need further testing
Part 2
How is the research project being conducted?

10
What will happen to information about me?
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. 
You will be assigned a study identification number which will be documented on all study documents. There will be a separate document linking your personal identification and study identification number which only the research team can access. Any study data collected will be stored in a locked cupboard in a locked office or on password protected files on password protected computers at Concord Hospital. 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. 
Only the capsule readings will be shared with Atmo Biosciences for analysis, no personal information will be shared with anyone outside of the Concord Hospital research team.  .

It is anticipated that the results of this research project will 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 permission. At the conclusion of the study we will produce a lay summary of the results which will be sent to participants. 

In accordance with relevant Australian privacy and other relevant laws, you have the right to request access to your information collected and stored by the research 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.
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Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital. In the event of loss or injury, you may be able to seek compensation through the courts.
In the event of loss or injury, the parties involved in this study agree to be bound by the Medicines Australia Guidelines for Compensation for Injury Resulting from Participation in an Industry-Sponsored Clinical Trial.  A copy of these guidelines is available from the Executive Officer of the Human Research Ethics Committee.
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Who is organising and funding the research?
This research project is being conducted by Professor Rupert Leong and sponsored by Atmo Biosciences. 
Atmo Biosciences may benefit financially from this research project if, for example, the project assists Atmo Biosciences to obtain approval for the capsules being tested. 
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to Atmo Biosciences, the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.

No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).
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Who has reviewed the research 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 (2021/ETH00821) have been approved by the Bellberry HREC. If you have any concerns or complaints about the conduct of the research study, you may contact the Operations Manager of the Ethics Committee, on (08) 8361 3222 or emailing bellberry@bellberry.com.au. 
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.

14
Further information and who to contact
The person you may need to contact will depend on the nature of your query.

If you would like any further information on this study or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on (02) 9767 6111 or any of the following people:
Clinical contact person

	Name
	Dr Karen Waller

	Position
	Gastroenterology Advanced Trainee

	Telephone
	(02) 9767 6111

	Email
	Karen.waller1@health.nsw.gov.au


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:
	Reviewing HREC name
	Bellberry HREC

	Telephone
	(08) 8361 3222

	Email
	bellberry@bellberry.com.au


Reviewing HREC approving this research and HREC Operations Manager details

Consent Form 
	Title
	Intestinal Gas Measurements in Inflammatory Bowel Disease


	Protocol Number
	2021/ETH00821

	Project Sponsor
	Atmo Biosciences

	Coordinating Principal Investigator
	Professor Rupert Leong

	Location 
	Concord Hospital


Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand.

I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Concord Hospital concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.

Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


Form for Withdrawal of Participation
	Title
	Intestinal Gas Measurements in Inflammatory Bowel Disease


	Protocol Number
	2020/ETH00821

	Project Sponsor
	Atmo Biosciences

	Coordinating Principal Investigator
	Professor Rupert Leong

	Location 
	Concord Hospital


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Concord Hospital. 

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.

	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.

	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

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