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PARTICIPANT INFORMATION AND CONSENT FORM

Study Title:


<Insert study title>
Principal Investigator:
<Name>





<Job Title/Position>





<Department>





<Phone Number>
Sponsor:


<Company>
Emergency Contact:

<Name>
24-Hour Contact Number:
<IF APPLICABLE: Phone  Number>
INTRODUCTION
You are invited to take part in this research study because {INSERT EXPLANATION}.

Your participation is voluntary. If you decide to participate, you will be asked to sign this form. If you do decide to take part in this study, you are still free to withdraw at any time and without giving any reasons for your decision.

If you do not wish to participate, you will not lose the benefit of {any medical care, employment, or academic standing, as applicable} to which you are entitled or are presently receiving. It will not affect your relationship with {PI, institution, etc. as applicable}. 

Please take time to read the following information carefully. You can ask the researcher to explain any words or information that you do not clearly understand. You may ask as many questions as you need. Please feel free to discuss this with your family, friends, or family physician before you decide.

WHO IS CONDUCTING THE 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?>
WHY IS THIS STUDY BEING DONE?

<Describe the research methods, how information will be collected, and what the time commitment will be. If the research will include a chart review component, explain what data will be extracted. See the guidance notes for more information about what must be included in this section.>
WHO CAN PARTICIPATE IN THE STUDY?

<Provide the inclusion and exclusion criteria for the study. These must be stated in layperson’s terms. Criteria that participants would not be able to evaluate for themselves (e.g., results of diagnostic tests) are not to be included, as the onus is on the PI, not the participant, to ensure that participant meets the criteria.>
WHAT DOES THE STUDY INVOLVE?

<Describe the research methods, how information will be collected, and what the time commitment will be. If the research will include a chart review component, explain what data will be extracted. See the guidance notes for more information about what must be included in this section.>
WHAT ARE MY RESPONSIBILITIES?

<Specify any requirements of the study that the participant must comply with in order to participate (e.g., requests to complete a daily diary, to report any changes in health or to contact their study doctor before taking any medication, natural products or herbal remedies other than the study drug).>
WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?

<Describe any personal benefits (or state that there will likely be no personal benefit) and the broader benefits.>
WHAT ARE THE POSSIBLE RISKS AND DISCOMFORTS?

<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.” Most biomedical studies will involve at least some level of risk. These need to broken down into the following category headings:>

Very Common (>10%)

Common (1-10%)

Uncommon (0.1 – 1%)

Rare (0.01 – 0.1%)

Very Rare (<0.01%)
Please note that it is better to use less than and greater than rather than symbols.
WHAT ARE THE ALTERNATIVES TO THE STUDY TREATMENT?

IF APPLICABLE: You do not have to participate in this study to receive treatment for your condition. If you choose not to participate in this study, the following treatment options are available to you: {list them}. The study doctor will discuss these options with you, including the risks and benefits of each option.
WHAT IF NEW INFORMATION BECOMES AVAILABLE?

During the course of this study, new information that may affect your willingness to continue to participate will be provided to you by the investigator. This includes information about newer, more effective treatments that might become available or any significant change in the risks you are exposed to from your participation in this study.  
WHAT HAPPENS IF I DECIDE TO WITHDRAW?

Your participation in this research is voluntary. You may withdraw from this study at any time. You do not have to provide a reason. Your future medical care {or employment or academic status, as applicable} will not be affected.  If you choose to enter the study and then decide to withdraw at a later time, all data collected about you during your enrolment will be retained for analysis.
CAN I BE ASKED TO LEAVE THE STUDY?

IF APPLICABLE: The study doctor may decide to discontinue the study at any time, or withdraw you from the study at any time if it is felt to be in your best interests. You may be withdrawn from the study if staying in the study would be harmful, you need treatment not allowed in the study, you fail to follow instructions, you become pregnant, or the study is cancelled by the sponsor for administrative or other reasons.
WHAT HAPPENS IF SOMETHING GOES WRONG?

NOTE TO RESEARCHERS: Choose one of the three options below and amend the wording as needed.

Option #1 Wording 

In the case of a medical emergency related to the study, you should seek immediate care and, as soon as possible, notify the study doctor. Inform the medical staff you are participating in a clinical study. Necessary medical treatment will be made available at no cost to you. By signing this document, you do not waive any of your legal rights against the sponsor, investigators or anyone else.

Option #2 Wording
In the case of a medical emergency related to the study, you should seek immediate care and, as soon as possible, notify the study doctor. Inform the medical staff you are participating in a clinical study. Necessary medical treatment will be provided. Compensation for other things such as loss of time and income is not provided. By signing this document, you do not waive any of your legal rights against the sponsor, investigators or anyone else.
Option #3 Wording 

In the case of a medical emergency related to the study, you should seek immediate care and, as soon as possible, notify the study doctor. Inform the medical staff you are participating in a clinical study. {Sponsor} will pay the medical expenses for any study related injury directly attributable to the trial procedures or the study medications properly administered, as long as you have followed the directions of the doctors in charge of the study. If you are unsure about your ability to follow these instructions, discuss it with the study doctor or a member of the study staff without delay. By signing this document, you do not waive any of your legal rights against the sponsor, investigators or anyone else.
WHAT HAPPENS AFTER COMPLETION OF THE STUDY?

You {will/may/may not} be able to receive the study treatment after your participation in the study is completed. {Specify reasons or options, as applicable} The study doctor will discuss all future treatment options with you at the end of the study.

WHAT WILL THE STUDY COST ME?

<Explain that there will be no charge for study drugs/procedures. If compensation is available (e.g., for travel, childcare) state how much, whether it is a one-time payment or per visit, and what the participant needs to do in order to be reimbursed, if applicable (e.g., if they are required to submit parking receipts).>
WILL MY PARTICIPATION BE KEPT CONFIDENTIAL?
In Saskatchewan, the Health Information Protection Act (HIPA) defines how the privacy of your personal health information must be maintained. Your confidentiality will be respected.  The results of this study may be presented in a scientific meeting or published, but your identity will not be disclosed.

IF DATA ARE BEING SENT OUTSIDE SK/CANADA: Any data that is transmitted to the sponsor has no personal information identifiers associated (it is de-identified).  The investigator cannot guarantee what happens with your de-identified information once it is sent to the United States, as Canadian privacy regulations will no longer apply at that point. (If it is being sent to another province, change this to “once it leaves Saskatchewan, as provincial privacy laws will no longer apply.”  However, every effort will be made to ensure that your privacy will be respected. Your doctor will make every effort to maintain confidentiality.
A special research participant identification number will be used to identify your data. Any data that is transmitted is done confidentially and containing only a study number; nothing that could identify you will be shared.

<Describe the measures that will be taken to protect both hard copy data and electronic copy data. State how long the data will be kept before being destroyed (the minimum is 5 years) and explain the method of destruction for both hard copy and electronic data.>
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.>
A description of this clinical trial will be available on http://www.ClinicalTrials.gov. This website will not include information that can be used to identify you. At most, the website will include a summary of the results. You can search this website at any time.
WHO DO I CONTACT IF I HAVE QUESTIONS ABOUT THE STUDY?

<Insert text for contacting PI and/or study coordinator with questions.>
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 concerns to 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. 

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

· I was given sufficient time to think about it.

· 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 the decision to stop taking part will not affect my future medical care.

· I agree to follow the study doctor's instructions and will tell the study doctor at once if I feel I have had any unexpected or unusual symptoms.

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

· 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 will be given a signed and dated copy of this consent form.
· My family physician may be informed about my participation in this study, and, if required, consulted regarding my health and treatment.
(  Yes, you may contact my primary care physician 
(  No, please do not contact my primary care physician


(  I do not have a primary care physician.

My signature below indicates that I agree to participate in this study:
Participant:
	Printed Name
	
	Signature
	
	Date


Person Obtaining Consent (e.g., Study Coordinator):

	Printed Name
	
	Signature
	
	Date
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