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INFORMED CONSENT

You are being asked to consider participating in a research study. A research study is a way of gathering information on a treatment, procedure, or medical device, or to answer a question about something that is not well understood.  

This form explains the purpose of this research project, provides information about the study including the procedures involved, and possible risks and benefits, and the rights of participants.  

Please read this form carefully and if you have any questions, do not hesitate to contact the research coordinator. You may take as much time as you wish to decide whether or not to participate. Feel free to discuss it with your friends or family. Please ask the study staff or one of the investigator(s) to clarify anything you do not understand or would like to know more about. Make sure all your questions are answered to your satisfaction before deciding whether to participate in this research study.

INTRODUCTION

You are being asked to consider participating in this study because you are a person who has been diagnosed with cancer, or you are a person who is a caregiver for a person diagnosed with cancer. This is a study about the helpfulness of an online group support program for people who have cancer, or for people who support those with the disease. This project is a demonstration study. Before proceeding to a full-scale program, a demonstration study is often carried out first to test the support group program and its acceptability to participants. The design of the study has to do with how the program is implemented, how the data will be collected, whether the data can
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provide useful information, and whether it will be practical to proceed to a larger program. 

The program also offers an opportunity to share experiences with other people facing cancer, or other people who are supporting cancer patients. The time commitment for each individual participating in the program is approximately 1.5  hours a week for 8 weeks and one hour total for completing questionnaires before the study begins, and after it is completed (approximately 30 minutes per questionnaire package). 
This project is part of a larger cross-Canada initiative to test the helpfulness of support groups delivered online by mental health professionals in different provinces.  The larger project is based out of the British Columbia Cancer Agency (BCCA).  There are two research coordinators at the BC Cancer Agency that you may have contact with over the course of your involvement in the project.  Their names are: Ms. Sophie Bartek and Ms. Jennifer MacDonald.  

The groups will be facilitated by Dr. Kim Watson and/or Dr. Karen Fergus.  All of Dr. Watson’s activities in relation to the project will be supervised by Dr. Karen Fergus.
WHY IS THIS STUDY BEING DONE?

The purpose of the study is to evaluate whether the online support group program is useful, and to determine what aspects of the program participants benefited from the most, and areas in need of improvement.   

WHAT WILL HAPPEN DURING THIS STUDY AND WHAT ARE YOUR RESPONSIBILITIES?

If you decide to participate in this study you will be asked to do the following:

(1) Completion of a questionnaire package before and after the online program 

As part of your participation, you will be asked to complete a questionnaire package.  This package of questionnaires will be administered to you online.  The questions will ask about your mood, quality of life, coping and adjustment, and experiences participating in an online support group.
You will be asked to complete the questionnaire package on two occasions: (1) prior to participating in the online program, and (2) after the online program is completed.

You will be prompted by email and sent a link and password to access the forms. It is important that you complete each set of forms on time. Each time you complete the forms it will take approximately 30 minutes. 
(2) Participation in online program

After you have completed the first set of forms you will be enrolled in the online support group. You will participate in a 1.5 hour, online support group, once a week for 8 weeks.  This group will be facilitated by a mental health professional who is experienced in conducted support groups.  The Research Coordinator will contact you in advance of the group start date to provide instructions for logging onto the online group.
Your first name will be used to identify you as a participant in the online support group.  Each support group member will identify one another by their first names.  If there is more than one person with the same first name in the group, a number will follow the name (e.g., Mary1 and Mary2) in order to distinguish people with the same first name.
 (3) Follow-Up Interview 

After the study ends, you may also be contacted for a follow up interview about your experiences. 
WHAT IS THE USUAL STANDARD OF CARE?

If you decide that you do not want to participate in this study, there are other options available to you that provide supportive care for cancer patients, or their caregivers. There are a number of face-to-face cancer support groups that meet in the Greater Toronto Area.  The Ontario Online Support Group program is different because it takes place online with a professional facilitator. 
WHAT WILL HAPPEN TO THE INFORMATION YOU PROVIDE THROUGH YOUR PARTICIPATION IN THIS STUDY?
As a participant in this study your confidentiality will be respected. The following measures will be taken:

· No information that discloses your identity will be released or published without your specific consent. 

· Your identity will not be used in any reports about the study. 

· In records that leave this centre, you will be identified by a study code number only.  Your birth date will also be provided if requested by the sponsor or responsible regulatory agency. 

· All identifying and medical treatment data will be stored within Canada. 

· All information associated with this study will be kept behind locked doors, in a locked filing cabinet or in computer files secured by a password. 

Results from this study will be used to assess the helpfulness of the online program and to identify areas for improvement. The findings will be published in academic journals and presented to professional and general audiences.  It is possible that word-for-word excerpts from your written responses (e.g., correspondence with website moderator, or on feedback questionnaires) may be used in presentations and reports. Were this to occur, your identity would be concealed and protected. However, it is possible that you (or people who know you well) might recognize words-in-print or spoken in a presentation as belonging to you.

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?














         

It is anticipated that about 24 people (approximately 12 individuals in 2 groups) will participate in this study.  They will be recruited through the Sunnybrook Odette Cancer Centre, and through announcements throughout the Greater Toronto Area.  
WHAT ARE THE RISKS, HARMS AND BENEFITS OF PARTICIPATING IN THIS STUDY?

You may or may not benefit directly from participating in this study.  However, possible benefits of the study include the investigators learning about how to better serve the community of cancer patients and their caregivers. Individual participants may learn new coping skills, and experience enhanced mood, and well-being, and feeling supported by peers.

In the unlikely event that you experience an increase in distress over the course of the program, you will have the option of referral to a therapist.

CAN PARTICIPATION IN THIS STUDY END EARLY?

You are free to discontinue participating in the above stated project at any time you choose with no effect on your health care.  You may refuse to answer any questions, or terminate you involvement in the online group, or refuse to complete the questionnaires at any time.  If you choose to withdraw from the study at any point, you may request to have the information accumulated up to that point, destroyed.  

The investigators may decide to remove you from the study without your consent for at least one of the following reasons:

· The investigator(s) decides that continuing in this study would be harmful to you.

· You are unable or unwilling to follow the study procedures or requirements.   

If you are removed from this study, the investigator will discuss the reasons with you and plans will be made for your continued care outside of the study.

WHAT ARE THE FINANCIAL COSTS OF PARTICIPATING IN THIS STUDY AND WHAT EXPENSES WILL BE COVERED?

You will not be paid to participate in this study. As this is an at home intervention, there are no costs to you for participating, and no re-imbursement will be provided.
DO THE INVESTIGATORS HAVE ANY CONFLICTS OF INTEREST?

None of the investigators have any conflict of interest in relation to the current project.
QUESTIONS?

The goal of this study is to develop and evaluate the usefulness of an online group support program for people coping with all kinds of cancer diagnoses or their caregivers.   If you have any questions about this project, you may contact the principal investigator, Dr. Karen Fergus at 416-480-5000 ext. 1243. Should you have any questions regarding your rights as a research participant, you may contact the Office of Research Administration, at Sunnybrook Health Sciences Centre at 416-480-4276.  

WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY?
All participants in a research study have the following rights:
1. You have the right to have this form and all information concerning this study explained to you and if you wish translated into your preferred language. 

2. Participating in this study is your choice (voluntary). You have the right to refuse to participate, or to stop participating in this study at any time without having to provide a reason.  If you choose to withdraw, it will not have any effect on your future medical treatment or health care.  Should you choose to withdraw from the study you are encouraged to contact Dr. Karen Fergus at 416-480-5000 ext. 1243 immediately.

3. You have the right to receive all significant information that could help you make a decision about participating in this study. You also have the right to ask questions about this study and your rights as a research participant, and to have them answered to your satisfaction, before you make any decision. You also have the right to ask questions and to receive answers throughout this study. If you have any questions about this study you may contact the person in charge of this study (Principal Investigator) Dr. Karen Fergus at 416-480-5000 ext. 1243. If you have questions about your rights as a research participant or any ethical issues related to this study that you wish to discuss with someone not directly involved with the study, you may call Dr. Philip C. Hébert, Chair of the Sunnybrook Research Ethics Board at (416) 480-4276. 
4. By signing this consent form, you do not give up any of your legal rights. 

5. You have the right to receive a copy of this signed and dated informed consent package before participating in this study. 

6. You have the right to be told about any new information that might reasonably affect your willingness to continue to participate in this study as soon as the information becomes available to the study staff.  This may include new information about the risks and benefits of being a participant in this study. 

7. If you become sick or injured as a direct result of your participation in this study, your medical care will be provided. 

8. Any of your personal information (information about you and your health that identifies you as an individual) collected or obtained, whether you choose to participate or not, will be kept confidential and protected to the fullest extent of the law.  All personal information collected will be kept in a secure location.  The study staff, investigators, and the Sunnybrook Research Ethics Board will have access to your personal information for purposes associated with the study, but will only be allowed to access your records under the supervision of the Principal Investigator and will be obligated to protect your privacy and not disclose your personal information.  None of your personal information will be given to anyone without your permission unless required by law.  When the results of this study are published, your identity will not be disclosed.  The data for this study will be retained for 10 years.

9. If, as a result of your participation in this study, any new clinically important medical information about your health is obtained, you will be given the opportunity to decide whether you wish to be made aware of that information.

10. You have the right to access, review and request changes to your personal information (i.e. address, date of birth).

11. You have the right to be informed of the results of this study once the entire study is complete.

DOCUMENTATION OF INFORMED CONSENT
Ontario Online Support Groups for Cancer Patients and their Family Caregivers.

Name of Participant:  ________________________________________




(Please print)

Participant/Substitute decision-maker

By signing this form, I confirm that:

· This research study has been fully explained to me and all of my questions answered to my satisfaction

· I understand the requirements of participating in this research study

· I have been informed of the risks and benefits, if any, of participating in this research study

· I have been informed of any alternatives to participating in this research study

· I have been informed of the rights of research participants

· I have read each page of this form

· I authorize access to my personal health information and research study data as explained in this form

· I have agreed to participate in this study or agree to allow the person I am responsible for to participate in this study

Name of participant/substitute      
Signature


          
Date

decision-maker (print)        


 

Person obtaining consent - By signing this form, I confirm that:
· I have explained this study and its purpose to the participant named above

· I have answered all questions asked by the participant

· I will give a copy of this signed and dated document to the participant
Name of person obtaining consent    
Signature



Date

Statement of Investigator

I acknowledge my responsibility for the care and well being of the above participant, to respect the rights and wishes of the participant as described in this informed consent document, and to conduct this study according to all applicable laws, regulations and guidelines relating to the ethical and legal conduct of research
Name of investigator



Signature



Date
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