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PARTICIPANT INFORMATION AND CONSENT FORM

Study Title:


<Insert study title>
Principal Investigator:
<Name>





<Job Title/Position>





<Department>





<Phone Number>
Co-Investigators:

<Names, Depts>
**IF APPLICABLE**
Student Investigator:
<Name>

**IF APPLICABLE**




<Affiliation>
Sponsor:


<Name>

**IF APPLICABLE**
INTRODUCTION

<Provide brief background information about the topic under investigation. Invite the individual to participate in the study, e.g., “The researchers listed at the beginning of this consent form are asking your permission to use some of the information from your medical chart for this research.”>
PARTICIPATION IN RESEARCH IS VOLUNTARY
Your decision to participate is completely voluntary. You may choose to answer only those questions that you are comfortable with. If you decide not to allow your data to be used for research, you do not have to give an explanation. Your care will not be affected in any way.

Please read the following information carefully. You may ask the researchers to explain any information that is unclear. Ask as many questions as you need, even after you have made your decision. You do not need to decide right away if you are not ready to do so. You may take time to think about this and discuss the decisions with others (e.g., family).

PURPOSE OF THIS STUDY
<Explain who is conducting the study and why you are doing it. What is the overall purpose of the study? What are the specific objectives/issues?>
WHAT PARTICIPATION WILL INVOLVE
We are requesting your permission to use some of your health information for this research. Only the information needed to answer the research questions will be collected. The health information that we are asking to use for this study is: <list the types of health information needed>.

POTENTIAL BENEFITS AND RISKS
You will not likely benefit directly from this research; however, this research will help us to <explain overall benefit of the research>.
<Describe potential risks (e.g., psychological risks, physical risks, risks to reputation). If there are none, state: “There are no anticipated risks if you decide to participate in this study.”>
RIGHT TO WITHDRAW FROM THE STUDY
Even if you give permission for your health information to be used for this study, you may change your mind and ask that your data be withdrawn. You do not have to give a reason and doing so would not affect your care.

<Explain whether or not they will be able to withdraw their data from being used if they do decide to leave the study. If so, give the time limits for doing so (e.g., until the data have been analyzed). For example: “Your right to withdraw data from the study will apply until ____ (results have been disseminated, data have been pooled, etc.). After this time, it is possible that some form of research dissemination will have already occurred and it may not be possible to withdraw your data.”>
CONFIDENTIALITY
<Explain that data will be kept confidential. If there are any potential limits to confidentiality, describe these (e.g., limits because participants are being drawn from a small pool of potential participants, limits due to taking part in a focus group because other participants will know what they stated).>
In Saskatchewan, the Health Information Protection Act (HIPA) defines how the privacy of your personal health information must be maintained so that your privacy will be respected.

Nothing that could you be used to identify you (e.g., name, address, medical record number) will be kept with the data. Instead, a unique study code will be assigned to you. The list linking your medical record number to your study code will be kept separate from the study data, under lock and key in the Principal Investigator’s office. Only <INSERT PERSONNEL> will have access to this list.
All data will be kept in the Principal Investigator’s office for five years after the study has been completed. Only the research personnel listed on the first page of this consent form will have access to the data. The Research Ethics Board may audit the study files under the supervision of the Principal Investigator. Hard copies will be stored in a locked filing cabinet and electronic data will be kept on a password-protected computer. After this time, hard copies will be shredded and electronic files will be permanently deleted.

<Amend the above as applicable.>
HOW CAN I OBTAIN MORE INFORMATION ABOUT THIS STUDY?
<Describe how the participants may obtain a copy of the results after the study has concluded.>
WHO DO I CONTACT IF I HAVE QUESTIONS ABOUT THE STUDY?

If you have any questions about this study, you may contact <PI OR COORDINATOR’S NAME> at <PHONE NUMBER>.
This study has been reviewed and approved on ethical grounds by the Research Ethics Board (REB) of the Saskatchewan Health Authority (SHA). If you have any questions or concerns about your rights as a research participant, you may contact the Chair of the Research Ethics Board at (306) 655-6822 or email ResearchEthics@saskhealthauthority.ca Out of town participants may call collect.
CONSENT TO PARTICIPATE

· I have read (or someone has read to me) the information in this consent form.

· I understand the purpose and procedures and the possible risks and benefits of the study. 

· **IF APPLICABLE** I have been informed of the other treatments available for my condition. 

· I was given sufficient time to think about whether or not I would like to participate.

· I had the opportunity to ask questions and have received satisfactory answers.

· I am free to withdraw from this study at any time for any reason and I understand that I may stop taking part in this study without penalty.

· I have been informed there is no guarantee that this study will provide any benefits to me. 

· **IF APPLICABLE** I give permission for the use and disclosure of my de-identified personal health information collected for the research purposes described in this form.
· I understand that by signing this document, I do not waive any of my legal rights.
· I have been informed that I will receive a signed and dated copy of this consent form for my records.
· **IF APPLICABLE** By initialing below, I acknowledge that I have given permission for my interview to be audio recorded for transcription purposes.

**IF APPLICABLE** to bullet point above Participant’s initials:  _________

My signature below indicates that I agree to participate in this study:

Participant:

	Printed Name
	
	Signature
	
	Date


Researcher:

	Printed Name
	
	Signature
	
	Date
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