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Part 1
What does my participation involve?

1
Introduction
You are invited to participate in a research trial of a remote stepped care treatment program for adults with obsessive-compulsive disorder (OCD). You will be invited to complete a self-management treatment program which is designed to provide good information and skills for managing symptoms of OCD. If you do not respond to the treatment at the end of the self-management program, you will be invited to complete an internet-delivered treatment for OCD with a psychologist via Zoom, an internet-videoconferencing platform.
Before you decide to participate in this research trial it is important for you to understand why the research is being conducted and what your participation will involve. Please take the time to carefully read the following information to ensure that you understand what the study involves. If you would like to, you can discuss this information with family or friends, or your general practitioner. You are also welcome to contact the Chief Investigator of the study to discuss any questions or concerns that you might have regarding this research of your participation at any point (bethany.wootton@uts.ed.au). 
Participation in this research is voluntary. If you do not wish to take part, you do not have to. If you decide you want to take part in the research project, you will be asked to identify so in the consent section. By consenting, you are telling us that you:
• 
Understand what you have read;
• 
Consent to take part in the research project;
• 
Consent to have the treatments that are described; and


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

You can keep a copy of this Participant Information and Consent Form by taking a screen shot or printing the relevant pages from your internet browser. You can also email us on telepsychlab@uts.edu.au and we will email you a copy. 
2 
What is the purpose of this research?

The purpose of this research is to assess the acceptability and feasibility of an entirely remote stepped care treatment for OCD that gradually increases in intensity. This research will 1) assess the acceptability and feasibility of a remote low-intensity treatment for OCD when offered in a bibliotherapy format with email support; 2) assess the acceptability and feasibility of a high-intensity internet videoconferencing treatment for OCD delivered by a psychologist; and 3) investigate the additional clinical benefits of remote stepped care treatment over an existing low-intensity intervention. 

3
What does participation in this research involve?

There are a number of steps involved in this research study. 
Step 1: Once you have read this information sheet and provided your consent to participate, you will be asked to submit an application via an online questionnaire. We expect that this application process will take about 30 minutes. The questionnaire will help us to understand more about you and your current symptoms and difficulties, as well as whether the remote stepped care treatment is likely to be helpful for you. The questionnaire will ask some information about you, such as your age, gender, and cultural background, and will also assess symptoms of OCD and depression. At the end of this online questionnaire, you will be asked to provide your name, phone number, and email address so that our team can contact you for the next stage of the study.
Step 2: The next stage of the study involves a diagnostic interview with a psychologist via Zoom, an internet-videoconferencing platform, to confirm your eligibility. We expect that this interview will take between 1-2 hours. The diagnostic interview will involve asking you questions about symptoms of different psychiatric conditions to see if you are likely to meet diagnostic criteria for OCD. OCD is a particular psychiatric condition and as a result, we need to ensure that the symptoms of OCD are the most impairing problem for you. If you do not meet eligibility criteria after this stage, you will be emailed information about more suitable treatment options.
Step 3: If you are deemed eligible after this telephone interview, you will be emailed further information for participating in the trial and the procedures involved in the trial. You will be invited to complete Step 1 of the stepped care treatment. You will be sent a copy of the book Stop Obsessing: How to Overcome Your Obsessions and Compulsions; a self-management book that provides good information and teaches evidence-based self-management skills for treating symptoms of OCD. You will be provided with detailed instructions and a schedule to follow to assist you in working through the book across 8 weeks. You will also be provided email support by a psychologist as you work through the book. 
Step 4: Following Step 1, you will be asked to complete online questionnaires about your symptoms and your satisfaction with the treatment, as well as an interview with a psychologist via Zoom to determine whether you have responded to the treatment. If you have responded to the treatment, you will continue to have access to the self-management treatment for a further 8 weeks, where you will be encouraged to continue learning and practicing the techniques in the self-management treatment. If you have not responded to the treatment, you will be invited to participate in Step 2 of the stepped care treatment, internet-videoconferencing cognitive-behaviour therapy with a psychologist via Zoom. 

Step 5: Internet-videoconferencing cognitive behavioural therapy will consist of 8 weekly sessions of 50 minutes duration with a psychologist. You will be assisted in completing exposure exercises to items on your devised exposure hierarchy without engaging in compulsive behaviours. After each session, you will be encouraged to practice the exposure exercises for homework, which will take a further 3-4 hours per week. All treatment sessions will be video-recorded to ensure that the treatment is being delivered as it should be. These recordings will only be reviewed by members of the research team. Following internet-videoconferencing cognitive behavioural therapy, all participants who completed the stepped care treatment will be asked to complete online questionnaires about their symptoms. This will be 18 weeks after the stepped care treatment is commenced and the questionnaires are estimated to take 10-15 minutes to complete. All participants will also be asked to complete an internet-videoconferencing assessment with a psychologist via Zoom, which is estimated to take 60 minutes. The internet-videoconferencing assessment will help to assess whether you still meet diagnostic criteria for OCD. 
In addition to the time-points mentioned above, some questionnaires will be administered on a weekly basis until the end of the study (i.e., at the end of step 5). These questionnaires and assessments will help determine whether the stepped care treatment has been helpful and therefore, it is extremely important that participants complete this. We will also ask you for your feedback about your experience of the stepped care treatment, and things you believe we can improve for your future. The questionnaire is completed online, and a link will be emailed directly to you. 
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study staff or participants jumping to conclusions. There are no additional costs associated with participating in this research project, nor will you be paid. 

4
What do I have to do?
In order to be eligible for this trial, you must meet the following criteria: 

1) You experience OCD symptoms and meet diagnostic criteria for OCD;
2) You are an Australian resident;

3) You are 18 years or older;
4) You are able to read and understand English;
5) You have regular access to the internet;
6) You do not have severe levels of depression, suicidal thoughts or intent, or a recent history of suicide or deliberate self-harm behaviours. 
Currently, we cannot include people who have a psychotic illness or bipolar disorder or those who are drinking more than 4 standard alcoholic drinks or using illicit (illegal) drugs on a daily basis. We are also unable to include individuals who have significant cognitive or intellectual impairments or those who do not have access to a computer with a camera and stable internet. 

PLEASE NOTE: We strongly recommend that you discuss your participation in the stepped care treatment for OCD with any health professional involved in your care before commencing the treatment. You may also contact the Chief Investigator of the study to ask any questions that you have about the research. 
5
Other relevant information about the research project
Overall, 30 participants will be taking part in this study. The study will take place entirely in a remote fashion over Zoom, an online-videoconferencing platform (Zoom). 
6
Do I have to take part in this research project?

Participation in any research project is voluntary. It is up to you whether or not you decide to participate, and your decision will not impact your relationship with the research investigators or their respective institutions. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. Importantly, you can choose to withdraw from the research without any repercussion. However, it is important for you to be aware that any data you have contributed up until your withdrawal from the study is unable to be deleted.
If you do decide to take part, you can print this Participant Information and Consent Form for your record, or email us at telepsychlab@uts.edu.au and we will send you a copy. 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 the University of Technology Sydney. 

7
What are the alternatives to participation? 
You do not have to take part in this research trial to receive treatment. Other options are available; these include free online self-help programs, internet-delivered Cognitive Behavioural Therapy (iCBT) programs, and cognitive behavioural therapy delivered via psychologists practicing in the community. Your local general practitioner can discuss these options with you before you decide whether or not to take part in this research project.
8
What are the possible benefits of taking part?
We expect that participants will experience a reduction in their psychological symptoms after completing the treatment as cognitive behavioural therapy is already an established treatment for OCD. However, we cannot guarantee or promise that you will receive any benefit from participating.
9
What are the possible risks and disadvantages of taking part?

Although unlikely, it is possible that some individuals may become anxious or sad when completing the questionnaires or when reading through the self-guided cognitive behaviour bibliotherapy materials. It is also possible that some individuals may become sad or anxious when completing the graded exposure exercises during the internet-teleconferencing cognitive behavioural therapy. This is a common experience for individuals with obsessive-compulsive symptoms, and is likely to be only temporary and diminish as treatment progresses. However, you will be provided with appropriate support by the psychologist throughout the treatment and if you become distressed or concerned outside of sessions, you are encouraged to speak about these issues with your General Practitioner. You are also welcome to withdraw from this research at any time if you do not wish to continue with the trial. This increase is likely only temporary and diminishes as treatment progresses. Any potential increase in symptoms is likely to be minimal.

It is very unlikely that the present study will result in physical harm. No adverse effects have been reported in similar studies reported in similar research. 
PLEASE NOTE: If you experience a significant worsening of your mental health symptoms or if you feel at risk of self-harm or suicide, please arrange to see your General Practitioner immediately. If you are experiencing a mental health emergency, please call Lifeline on 13 11 14 or contact emergency services in 000. Lifeline crisis support online chat is also available from 7pm–midnight (NSW time) 7 days a week: www.lifeline.org.au/get-help/online-services/crisis-chat.  
10
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, research staff will tell you about it and discuss with you whether you want to continue in the research project.
Also, on receiving new information, the Research Investigator might consider it to be in your best interests to withdraw you from the research project. If this happens, she will explain the reasons and refer you back to your General Practitioner to organise a different approach to treatment.

11
Can I have other treatments during this research project?

Whilst you are participating in this research project, you may not engage in other regular psychological treatment. It is important to tell the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture, or other alternative treatments. You should also tell study staff about any changes to these during your participation in the research project.
12
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 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.
13
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:
• 
Unforeseeable circumstances around availability of study staff; or 

• 
Decisions made by local regulatory/health authorities.
Part 2
How is the research project being conducted?

14
What will happen to information about me?
By continuing to complete the screening questionnaires you consent to the 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. 

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. 

Any identifiable information that is collected about you will remain entirely confidential and will not be disclosed without your express permission unless we are required to do so by law. Only individuals affiliated with the research will have access to your identifiable data. 

The results of this research will be published in academic journals and will be presented at national and international conferences. The results may also be used in student research projects. However in any publication, conference presentation, or student thesis, results will be presented in such a way that individual participants cannot be identified. You are welcome to request a copy of any published research at any time by contacting the Chief Investigator of the study via email: bethany.wootton@uts.edu.au.
Please note that all data collected in this study (whether you meet study criteria or not) will be retained for a minimum of seven years and that de-identified data gathered at any point in this study may be used in future studies which are not described in this information sheet. As part of this we may provide your de-identified data to a student researcher or another experienced researcher who is external to the university to conduct additional analyses of the data that you have provided during this research study.  
All electronic data (including session recordings) will be stored on a password protected computer that is only accessible to members of the research team. All hardcopy data will be stored in a locked filing cabinet in the Chief Investigators locked office at the University of Technology Sydney.
The research team are registered (or provisionally registered) psychologists and under law are obligated to report significant risk or harm to participants, or others, to third party services (such as the police, child protection services, and/or mental health crisis services).
In accordance with relevant Australian and/or New South Wales 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 Chief Investigator if you would like to access your information.
15
Complaints
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 Ethics Secretariat on ph.: +61 2 9514 2478 or email: Research.Ethics@uts.edu.au, and quote the UTS HREC reference number.  Any matter raised will be treated confidentially, investigated and you will be informed of the outcome.  

16
Who is organising and funding the research?
This is an unfunded study. There are no costs for participants to take part in the research and participants cannot be paid for their participation. No member of the research team will receive a personal financial benefit from your involvement in this research project.
17
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 University of Technology Sydney Health and Medical Human Research Ethics Committee [UTS MREC].
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.


18
Further information and who to contact
If you want any further information concerning this project you can contact the Chief Investigator (Associate Professor Bethany Wootton) via email: bethany.wootton@uts.edu.au.
If you experience a significant worsening of your mental health symptoms or if you feel at risk of self-harm or suicide please arrange to see your General Practitioner immediately. If you are experiencing a mental health emergency, please call Lifeline on 13 11 14 or contact emergency services in 000. Lifeline crisis support online chat is also available from 7pm–midnight (NSW time) 7 days a week: www.lifeline.org.au/get-help/online-services/crisis-chat.  
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PARTICIPANT CONSENT FORM
Remote Stepped Care Treatment for Obsessive-Compulsive Disorder: A Feasibility Trial
MREC Reference Number: ETH22-7391 
Version 1.1: 17.01.2023
Once you have read this Participant Information and Consent form, you can click the ‘consent’ button to start your application to participate in this research trial. 

Importantly, by submitting an application, you consent to the points below:

1. You would like to participate in the research study which involves completing treatment online via the internet videoconferencing platform, Zoom.
2. You have read the Participant Information Statement. 
3. You understand the purposes, procedures and risks of the research described in the project.

4. You have the opportunity to raise any questions or concerns with us at any time. 
5. You can withdraw from the research trial at any time without prejudicing your relationship with the researchers or the University of Technology Sydney. 

6. Research data gathered from the present research may be published in a de-identified format; that is, in an entirely anonymous format where individuals cannot be identified.

7. De-identified research data gathered from the present research may be used in future studies not described in the Participant Information Statement.

8. Assessment and treatment sessions will be audio-recorded and reviewed by the research team. 

9. You can raise any questions or concerns about this research project with the Chief Investigator Associate Professor Bethany Wootton at any time (email: bethany.wootton@uts.edu.au).

This study has been approved in line with the University of Technology Sydney Health and Medical Human Research Ethics Committee [UTS MREC] guidelines.  If you have any concerns or complaints about any aspect of the conduct of this research, please contact the Ethics Secretariat on ph.: +61 2 9514 2478 or email: Research.Ethics@uts.edu.au, and quote the UTS HREC reference number.  Any matter raised will be treated confidentially, investigated and you will be informed of the outcome.  
· I consent to take part in this research study

· I do not wish to take part in this research study
Participant Information Sheet/Consent Form V1.1 (17/01/2023)
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