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Participant Information Sheet 
Illawarra Cog Rem Project: Cognitive remediation in community-based alcohol and other drug treatment

Who is doing the study?
The project has been funded by the National Centre for Clinical Research on Emerging Drugs (NCCRED) and is being conducted at Illawarra Shoalhaven Local Health District (ISLHD) Drug and Alcohol Service. The study is being led by Prof Peter Kelly at the University of Wollongong. The team also includes other researchers from the University of Wollongong (A/Prof Vida Bliokas and Jo Lunn), Macquarie University (Dr Jamie Berry) and ISLHD (Dr Siyu Qian).  

What is the purpose of the project?
Previous research has shown that people in drug and alcohol treatment often have problems with thinking, memory, planning and problem-solving. The aim of this project is to trial a program that may help improve such problems. This trial is aimed at people who are attending ISLHD drug and alcohol services.  
Our team have developed a 6-week program aimed at improving thinking, memory, planning and problem solving for people attending drug and alcohol treatment. The aim of this study is to understand if people attending drug and alcohol treatment find the program to be helpful.  
 What will you be asked to do?
1. Give permission: Before we can collect any information, we need to get your permission to be involved in the study. It is important that you carefully read this ‘information sheet’ and the ‘consent form’ to ensure that you understand what consenting to be involved in the research means.   A researcher will contact you via phone and read through the consent with you and record your verbal consent to participate in the study.



What will I need to do if I consent to be part of the research?
2. Baseline assessment: To learn more about you, we will ask you to complete questionnaires.  These can be completed either with a researcher over the phone or you can click on a link and complete them by yourself. It will involve questions about your health and wellbeing, your personal history, your current and prior drug use, and your opinion on your ability to organise yourself or remember things. 

We think this will take about 50-60 minutes to complete.  

At the completion of the base-line assessment, you will be sent a $50 shopping voucher for your time.

3. Thinking, memory, planning and problem-solving groupwork intervention: 
You will be asked to attend a group program focusing on memory and thinking skills. There will be two 1-hour groups per week for 5 weeks. The groups will be delivered by staff from the University and AOD Treatment Services ISLHD and will involve a range of information and practical activities.  The focus of the groups will be to give you strategies to help improve your thinking, memory, planning, organisation and problem solving.  The groups will run online or face-to-face subject to NSW Health COVID restrictions. 

We will also ask you to complete a brief survey each week, that will take approximately 10 minutes to complete. It will ask you about any alcohol or other drug use during the week, and check to see how you are using the skills covered in the group program. If you don’t attend the groups for a week, we will call you and ask if you can complete the brief survey over the phone 

4. Follow-up assessment: At the end of the group program, we will ask you to complete a range of questionnaires either with a researcher or if you prefer, on your own. These questionnaires will be very similar to the ones that you completed at the baseline assessment. This will include questions about your health and wellbeing, any current alcohol or drug use, and your opinion on your ability to organise yourself or remember things

At the completion of the follow-up assessment, you will be sent a $50 shopping voucher for your time.

5. Interviews/focus groups:  You will be invited to attend an online focus group or be individually interviewed.  We will ask you questions about your experience of attending the group program, if you have noticed any benefits of attending and how we can change the groups themselves, or how they are delivered, to make it easier for people to attend.

At the completion of the interview or focus group, you will be sent a $50 shopping voucher for your time.

6. Agree to audio-recording: The purpose of audio-recording is log your consent to participate in the study and to ensure that the answers you provide in the focus groups and/or interviews are documented properly. Only members of the research team will have access to the audio material. Your consent data is stored separately from any of the survey data collected.  Any recordings of the focus groups or individual interviews may be transcribed. If this happens, we will remove your name from the transcripts and replace this with a study code. At any time during the sessions, you can request that the researcher delete segments of the recording that apply to you. 

7. Extra data that is collected: 
As part of this study, we will be collecting information about your attendance at appointments within the ISLHD drug and alcohol services e.g. counselling, outpatient detoxification.  As such, your electronic medical record will be accessed by the data manager at ISLHD to make note of any additional appointments that you attended. No information or details about the appointment will be accessed, only whether you attended it.
Are there any risks?
Whilst we do not expect there to be any direct risks linked with your involvement in this study, we would strongly encourage you to discuss any concerns that you have about the research or the effects of being involved in the research with the researcher, counsellor, loved one or support person.  
Are there any benefits?
We are hopeful that the group program will be helpful for the people who attend. This might include helping people to achieve their recovery goals and improve the quality of their lives. However, it is important to be aware that we cannot and do not promise that you will receive any benefits from this project.

Who will have access to my information and how will my confidentiality be protected?

The person interviewing you and the research team will have access to your information. At the start of the project, you will be given a numeric ‘participant code’. All information you provide for this project will only be identified by this number. Your personal details (i.e., name, address, phone number) will be removed from your assessment information and this is called ‘de-identified’.  The results of the project may be published or discussed, but no individual participating in the project will be identified in any way. That is, only summarised or group data will be made available from this project.  Research students may also use de-identified data in future studies.

Information provided by you as part of this study is confidential. It is important, however, to understand that there are limits to confidentiality that all researchers and health professionals are obligated to maintain. 
We have a legal and ethical obligation to 
· report any suspected harm to children (e.g. sexual abuse, physical abuse, neglect and exposure to domestic violence). 
· There are also ethical and legal obligations on the reporting of serious crime which covers offences such as drug trafficking. This does not include possession of small quantities for personal use. You will be asked questions about your personal use but will not be required to provide information about where and how you obtained substances if you are using. Admitting to the use of an illicit substance is not incriminating and the researchers will make every effort to maintain confidentiality to the extent permitted by law. 
· When participants are considered to be at serious risk of harming themselves or others then the normal confidentiality may also be waived because of our duty of care. 
· If subpoenaed, we may be required to release information that we collect from you. 
Please be aware, you are under no obligation to report any information to the researchers. If you do not feel comfortable providing any information simply skip that question.

Data and records that are part of the study will be stored for 5 years after the completion of the study in a secure online storage system maintained by the University of Wollongong. It is expected that the results of this study will be published in scientific journals, incorporated in a postgraduate PhD thesis and presented at universities and conferences. All data will be presented as group data, and it will not be possible to identify one person from any of the result that are publicly reported. 
What happens if I don’t want to participate in the study?
Whether or not you take part in the research project will in no way affect the treatment you receive from ISLHD drug and alcohol treatment services. If you decide to take part in this study, you can stop any time you like.  Should you decide to discontinue your participation in the project, you may do so by notifying a member of the research staff. 
If you do pull out of the project, it will not affect your future relationship with the ISLHD or the University of Wollongong. If you decide to stop participating in the project, you have the option of also withdrawing all data relating to you. An exception to this is in the case of an adverse event, or a serious adverse event, where the data may need to be retained for regulatory reporting.  

Extended consent 
You will be asked if you would give extended consent for the research team to use your data.  Extended consent means that if the research team is planning to do future research about thinking, planning and problem solving and people who use substances, your deidentified data (which means the data used cannot be linked back to you) may be included.  If the research team plans to do this, they will need to get approval from a Health and Medical Research Ethics Committee to do so.  

The research team may also apply to a Health and Medical Research Ethics Committee to set up a larger database to collect the all the results of several studies that they have ran in in the past all in one place, again to do this they will need to apply to a Health and Medical Research Ethics Committee look to do so.    

Future research
We would also like to ask you whether we could contact you over the next five years about further research projects. For example, we may contact you and ask you to conduct another health-related survey. If you agree to be contacted, this does not mean that you have to take part in any future studies. You can decide that at the time. This contact will also be subject to future ethics approval and the data will only be used in accordance with the terms of initial collection



Ethics review and complaints
If you have any questions at any time, A/Prof Peter Kelly (02 4239 2382) will be happy to answer them. This study has been reviewed by the Human Research Ethics Committee. If you have any concerns or complaints regarding the way this research has been conducted, you can contact the UOW Ethics Officer on (02) 4221 4457 or rso-ethics@uow.edu.au.

Please retain this information sheet for your own records. 
Thank you for considering the invitation to participate in this study. We really appreciate the contribution that participants make to our research.

Peter Kelly
Associate Professor, School of Psychology, University of Wollongong
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Consent Form
Illawarra Cog Rem Project: Cognitive remediation in community-based alcohol and other drug treatment


1. I,__________________________________________________, agree to participate in the Illawarra Cog Rem Project: Cognitive remediation in community-based alcohol and other drug treatment described above. 

2. I understand that this is a study examining treatment outcomes of people who are attending groups to improve thinking, planning and problem solving. 

3. I understand that the groups will be delivered by a researcher and staff member of ISLHD Drug and Alcohol Service. The University of Wollongong will be helping to evaluate the effectiveness of these groups.

4. I also understand that the research team will have access to the information I provide. I understand that all personal information I provide is confidential and will not be passed on to any other person, except as required by law. I also understand that de-identified data will be available to the research team including future researchers. While the main objective of the current study is to examine the effectiveness of the groups, future studies may examine more specific aspects of the data collected.

5. I understand that the assessments and focus groups or interviews will be recorded and used for research and quality assurance purposes. These tapes will only be listened to by the researchers and the research team.

6. I acknowledge that I have read the attached information sheet, explaining the nature and aims of the project, and the statement has been explained to my satisfaction.  

7. Before signing this document I have been given the opportunity to ask any questions relating to my involvement in this project and have received satisfactory answers.  

8. I am aware that I may not necessarily personally benefit from participating in this project.  

9. I understand that I can withdraw from this project at any time. I do not have to give my reasons for withdrawing and this will not affect either my current or future treatment at the ISLHD Drug and Alcohol Service or my relationship with the University of Wollongong. 

10. I agree that data gathered during this project may be published providing that names and identifying information is not used.

NOTE* If you tick ‘no’ to the below questions provided you are still able to take part in the research
12. I give permission for the research team to contact the alternative contact person/s I have nominated should I change my current address. I agree that this person can provide current contact information for me so that I can be contacted about completing follow-up assessments. 

|_| Yes		|_|	No

13. I give permission for extended consent for the research team to use deidentified data collected as part of this study for future research projects. 

|_|	Yes		|_|	No


14. I give permission for extended consent for the research team to use deidentified data collected as part of this study for the development of a larger database of studies about thinking planning and memory and substance use . 

|_|	Yes		|_|	No


15. I would like a copy of the project’s results sent to me when available

[bookmark: Check2]|_|	Yes		|_|	No

16. I give my permission to be contacted over a five- year period following completion of this project regarding future research projects.

|_|	Yes		|_|	No

CONSENT BY PARTICIPANT: 
I have read and understood all the information provided, and that I have been allowed to ask questions. I agree to take part in the Illawarra Cog Rem Project: Cognitive remediation in community-based alcohol and other drug treatment
described in the participant information sheet and consent form.


Date						Signature by Participant

I have disclosed the relevant information/possible risks, in terms understood by the person.


Date	Signature by Investigator
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