
Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
An Interventional Study is defined as administration of a drug, device or procedure that is not part of routine care, including all phases of a clinical trial.

Instructions for Creating a Participant Information Sheet/Consent Form 
( This template is a guide only.

( For projects that do not involve trialling a clinical drug, procedure or device, one of the other participant information and consent form templates should be used.

( If more than one Participant Information Sheet/Consent Form is required for your research project, please label the different forms clearly for the different participant groups.  Please note that if there is a sub-study, a separate form is required.

( There are 20 numbered sections in this template. Please ensure that all relevant sections are included and numbered appropriately in your final document. These headings are included to ensure that all the National Statement and ICH/GCP elements are addressed.
( You should delete any headings and sections that are not relevant to your study and/or modify paragraphs so that they are relevant to your study.

( In this template, there are prompts for the content of your Participant Information Sheet/Consent Form (in orange italics) and instructions regarding the format of your document (in blue italics). Please ensure that you delete all prompts (orange italics) and instructions (blue italics) from the final document.  

( Preferred language recommendations for use in your Participant Information Sheet are in black text with a border around paragraphs. Ensure that the border is removed from the ‘Preferred language’ sections in the final document.  Note that this formatting does not apply to section 20 or to the Consent Form.
( If institutional letterhead/logo is to be used, leave space for the letterhead/logo in accordance with the institution’s requirements.
( Include the version date of the document in the footer of each page.  Do not use the ‘automatic’ date insertion function 
( Use the ‘1 of X’ pagination option. Ensure that all references to version date or pagination in the text are correct and consistent with the information in the footer.
( Do not include a place for initialling the document on each page.

( Study participants should be referred to as ‘participants’ and not ‘subjects’ or ‘patients’.
( References to the National Statement (NS) and ICH/GCP Guidelines are noted in relevant sections as footnotes for your information only and do not need to be included in the final document.
( This guide proposes preferred language for some sections of the Participant Information Sheet/Consent Form. This preferred language may be the totality of what is required for the section or it may be a series of suggested phrases to be used along with other information in the section, as indicated by the guidelines pertaining to the section.

( The reviewing institution may have additional preferred language or standard clauses that you are required to include. Please check with the relevant HREC administration to determine whether additional requirements apply.

( Language used should be readily understandable by the participant (Grade 8 reading level or below) and include Australian spelling of words.

( If translated Participant Information Sheet/Consent Forms are to be used, please check with the relevant HREC administration in case additional requirements apply. 

( You should state whether an interpreter will be used in the consent process and/or during the collection of data.

( Text should be at least font size 11 in an easily readable font style.

( Ensure that all font styles and sizes, bolding, italicisation and underlining are intended and that any variations are consistent throughout the document. 
( Please ensure that your final document is proofread.
   This space is reserved for use by jurisdictions or institutions for instructions regarding version control of Participant Information and Consent Forms or other matters specific to jurisdictions or institutions.
Royal Brisbane and Women’s Hospital
Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
RBWH
	Title
	Steroids and Hyperbaric Oxygen for Sudden Sensorineural Hearing Loss (SHOOSH): a randomised controlled trial

	Short Title
	SHOOSH Trial

	Protocol Number
	1.0

	Project Sponsor
	TBA

	Coordinating Principal Investigator/ Principal Investigator
	Dr S Sherlock

	Associate Investigator(s)

	Dr S Kelly (RBWH), Prof M Bennett (POW, NSW), Dr A Tabah (Redcliffe),Dr David Kramer (RBWH), Ms Carla Rose (RBWH), Ms Mandy Way (QIMR)

	Location 
	RBWH




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you have idiopathic sudden sensorineural hearing loss (ISSHL) and are within four weeks of symptom onset. The research project is testing a complementary treatment for ISSHL.   Steroids are the accepted standard treatment however we believe this study is necessary because previous small studies suggest there may be additional benefit if hyperbaric oxygen is added.
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 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?

 Hyperbaric oxygen is approved in Australia to treat many conditions and is sometimes recommended for ISSHL within two weeks of onset of symptoms. It is not approved for funding by Medicare for this purpose however, because of the low quality of the evidence. At this time it is an experimental treatment for ISSHL and this means it must be tested to see if it truly improves hearing loss when added to the current best treatment. This research has been initiated by the study doctors (Dr Sherlock, Dr Kelly and Professor Bennett) and is funded by [name of granting body].

3
What does participation in this research involve?

You will be participating in a trial comparing how much your hearing improves when we add hyperbaric oxygen treatment to the standard steroid treatment versus giving you the standard steroid treatment alone. 
You are being asked if you wish to participate in the study after being screened for eligibility for hyperbaric treatment. A consent form is required prior to any further assessments being performed. If you are eligible for hyperbaric oxygen and consent to be in the trial, then you will be randomly assigned to either steroid treatment alone or steroids plus hyperbaric oxygen. Random means you will be assigned to one group or the other by chance and your doctor will not know which group you will be in until after you have agreed to participate. This is a common procedure in trials because it gives us the best chance to make sure the groups are equal in all respects except the treatment they receive.
A hyperbaric physician will perform an examination to ensure you are fit for hyperbaric oxygen treatment. Hyperbaric treatment is undertaken in a special room compressed to a pressure of 2.4 atmospheres whilst breathing 100% oxygen from a special hood. It takes around 2 hours. 
All patients will receive steroids as the standard treatment. This consists of …..

If you are assigned to steroids plus hyperbaric oxygen, then hyperbaric oxygen is given over 20 sessions (one session per day) and the audiogram repeated at the end of treatment. The audiogram is also repeated after 10 treatments to check progress. You will have a further audiogram three months after completion of hyperbaric treatments to assess hearing again. 
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  

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 have to pay for some medicines according to hospital policy. For example, steroids. You may be reimbursed for any reasonable travel and parking associated with the research project visit. (Max $200)

If you have a local doctor, we strongly recommend that you inform them of your participation in this research project.
4
What do I have to do?
There are no restrictions to your lifestyle by participating in this study. Routine medications should still be taken. This study may mean daily trips to the hospital for up to 4 weeks if you are in the hyperbaric group. There are no dietary restrictions.

5
Other relevant information about the research project
It is anticipated around 100 patients will be taking part in this study at RBWH and many other patients at other sites around Australia This study is a follow up study to the observational study performed at RBWH and published in 2016. That study indicated there may be benefit to using hyperbaric oxygen in addition to steroids if used early after treatment onset.

6
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 RBWH.
7
What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital.  Other options are available; these include oral steroids and intra tympanic steroids if oral steroids fail to improve your hearing.  Your study doctor will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your local doctor.

8
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include improvement in hearing loss or resolution of hearing loss. Tinnitus (ringing in the ear) is unlikely to improve.
9
What are the possible risks and disadvantages of taking part?

In addition to the risks of steroids alone, hyperbaric oxygen treatment has its own risks.
These risks can be minor or major. Common minor risks are ear drum bruising due to being unable to equalise the ear as pressure outside the ear changes (like on an aeroplane) and temporary visual changes which return to normal after hyperbaric treatment stops.
More serious side effects are oxygen effects on the brain (which may rarely cause seizures) and effects on the lungs (which may cause chest pain). You may experience discomfort if you have an area of the body with air in it which is blocked (eg blocked sinuses). Rare effects relate to fire danger as the treatment is in an oxygen enriched atmosphere. 
If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects.

There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor immediately about any new or unusual symptoms that you get.

Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you.
Pregnancy is a relative contraindication to hyperbaric oxygen and this trial excludes pregnant women. If you do become pregnant whilst participating in the research project, you should advise your study doctor immediately. Your study doctor will withdraw you from the research project and advise on further medical attention should this be necessary. You must not continue in the research if you become pregnant.

If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 

11
What if new information arises during this research project?
Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.

Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.

12
Can I have other treatments during this research project?
It is important to tell the study doctor about all medications you are taking. Some medications are not compatible with hyperbaric oxygen and these are reasons you may not be eligible for taking hyperbaric oxygen. Whilst you are participating in this research project, you may not be able to take some new medications or treatments you may be started on for other reasons. It is important to tell your study doctor and the study staff about any new treatments or medications you are asked to take, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor about any changes to these during your participation in the research project. Your study doctor should also explain to you which treatments or medications need to be stopped for the time you are involved in the research project.

13
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 up to the time you withdraw will form part of the research project results.  If you do not want us to do this, you must tell us before you join the research project.

14
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 drug/treatment/device being shown not to be effective

• The drug/treatment/device being shown to work and not need further testing

15
What happens when the research project ends?

Follow up will be by both the ENT team and hyperbaric team to discuss further options for treatment and follow up of side effects if there were any.
Part 2
How is the research project being conducted?

16
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. Audiograms will be de-identified prior to being examined by the trial audiographer (who does not know which treatment you received). 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 you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the institution relevant to this Participant Information Sheet, RBWH or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 
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.
 In accordance with relevant Australian privacy laws 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.

17
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.
The RBWH has a formal independent complaints process if required.
18
Who is organising and funding the research?
This research project is being conducted by Dr S Sherlock, Dr S Kelly and Professor M Bennett.

It has been funded by ….No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their usual wages).

19
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 have been approved by the HREC of RBWH. 

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.

Where relevant, approval has been given by the institution where research will be carried out or by the institution responsible for supervising the standard of care where the research will be carried out.

20
Further information and who to contact
The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project 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 36460241 or any of the following people: Dr S Sherlock or Dr S Kelly via RBWH switchboard, or 0418510347 (Dr Sherlock).Email susannah.sherlock@health.qld.gov.au
For matters relating to research at the site at which you are participating, the details of the local site complaints person are:
Complaints contact person

	Name
	Dr K Thistlethwaite

	Position
	Director Hyperbarics

	Telephone
	36460241

	Email
	Kenneth.thistlethwaite@health.qld.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: the Executive Officer of the reviewing HREC that approved this project.
	Reviewing HREC name
	RBWH HREC

	HREC Executive Officer
	Executive Officer

	Telephone
	36465490

	Email
	RBWH-Ethics@health.qld.gov.au




Reviewing HREC approving this research and HREC Executive Officer details
Consent Form - Adult providing own consent
	Title
	Steroids plus hyperbaric oxygen treatment versus steroids alone for idiopathic sensorineural hearing loss: a randomised controlled trial

	Short Title
	Steroids plus HBOT versus steroids alone for ISSHL

	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator/

Principal Investigator
	Dr S Sherlock

	
	

	Location (where CPI/PI will recruit)
	Royal Brisbane and Women’s Hospital (RBWH)


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 RBWH 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
	
	

	


* 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
	
	

	


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

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

I understand that, if I decide to discontinue the study treatment, I may be asked to attend follow-up visits to allow collection of information regarding my health status.  Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis.

Form for Withdrawal of Participation - Adult providing own consent
	Title
	Steroids plus hyperbaric oxygen treatment versus steroids alone for idiopathic sensorineural hearing loss: a randomised controlled trial

	Short Title
	Steroids plus HBOT versus steroids alone for ISSHL

	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator/

Principal Investigator
	Dr S Sherlock

	Associate Investigator(s)
(if required by institution)
	[Associate Investigator(s)]

	Location (where CPI/PI will recruit)
	Royal Brisbane and Women’s Hospital (RBWH)


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 Royal Brisbane and Women’s 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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