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HREBA Informed Consent Form Template for Participation in a
Research Study: Non-Clinical Trial Research
Instructions for Informed Consent Form Development
How to use this template:

· All text included in the ICF must be applicable/appropriate for the specific research study.
· Instructions are indicated in red italics.
· Blue italics provides prompt to adapt text for the specific research study.
· Yellow highlighting indicates instructions for sites when creating local forms.
· Suggested text has been provided for some sections, however, edit as needed for the specific research study.
· All sections of this template are to be included in the final draft, unless deletion is well justified. 
· Delete this instructional page upon finalizing the consent form.
When writing the consent form, remember to:

· Use simple and (lay) language throughout the consent. The language used should be a grade 8 reading level.
· Use a size font that is consistent and easy to read, size 12-point font for the body and size 12 to 14 point font for the headers is recommended.
· Eliminate repetitive information.
· Define all acronyms when they first appear and limit their use.
· Use the term “participant” (TCPS2) when referring to the individual participating within the study.
· When referring to the individual responsible for the conduct of the research study (e.g., study doctor, researcher, investigator) choose the most appropriate title at the outset of the document and use it consistently throughout. Please note that the TCPS refers to this individual as the researcher.
· Ensure that the final version of the form is properly formatted and free of spelling or grammatical errors.
· After all edits have been made, all text should appear black with no italic font.
· This form once finalized is to be placed on approved local letterhead.
· For anonymous surveys include a statement indicating that submission of the survey implies one’s consent to participate in the research study. Use of the “Understandings and Signatures” page is then not required. 
*REMINDER*
Researchers still need to have an informed discussion with the participants and respond to any questions the participants raise. The informed consent process is an ongoing process, (TCPS2 3.3) and not a “one time’ document to be signed. Researchers must continue to provide participants with new information and ensure that they are comfortable with their decision to continue participating in the study.
Insert and Use approved letterhead for your institution where the research is being conducted.
Informed Consent Form for Participation in a Research Study
 Study title as written on the protocol
(Non-technical lay title)
This title should be short & convey the purposes of the study.
Protocol ID:

XXXX
Researcher:

Name



Department



Institution/Site



Contact Number
Co- Investigator(s):
Name


Contact Number
Study Team:

Name


Contact Number

If the funder and sponsor are different use two separate lines (Note - a sponsor is an individual, company, institution or organization that takes responsibility of the initiation, management and/or financing of a study).  
Funder(s)/Sponsor:

Name
Why am I being asked to take part in this research study? 

You are being invited to participate in a research study because explain the main features of the population to which the research applies.The purpose of this study is to help understand insert the purpose and what the study hopes to answer.
This consent form provides information about the study to assist you with making an informed decision. The researcher will discuss this study with you and will answer any questions you may have. You are encouraged to ask questions. When all your questions have been answered to your satisfaction, you can decide if you want to be in the study or not. 
Taking part in this study is voluntary. You may choose whether or not you take part. If you choose to participate, you may leave the study at any time without giving reason or without penalty. Deciding not to take part or deciding to leave the study early will not result in any penalty or effect current or future care or employment. 
If you decide to participate in this study, you will need to sign and date this consent form. You will receive a copy of the signed form.
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
Up to <X> people will take part in this study. We plan to enroll about <X> people at the insert local site name.

WHAT WILL HAPPEN DURING THIS STUDY? 
For this section describe the study and what the participant will be asked to do:
· Provide an estimate of the time required to participate in the study (e.g., the expected duration of the study, the length of time in months/years that the participant will be in the study, the number of study visits that will take place, etc.).
· Explain how long it will take before the results of this research are known. 
· If applicable, explain the differences between standard therapy and study procedures. 

· If there will be randomized assignment, explain the chance of being assigned to a group and the process of assignment.

· Describe the procedures of the study in order using short sentences. If applicable, explain the procedures as what will be happening at each study visit and use a study visit table if you so choose. 
This study should take total length of study in months or years to complete and the results should be known in about time to anticipated analysis in months or years.
Sample wording for randomized studies. Remove if irrelevant. If you decide to participate then you will be "randomized" into one of the groups described below. Randomization means that you are put into a group by chance (like flipping a coin or pulling a name out of a hat). There is no way to predict which group you will be assigned to. You will have explain probability of randomization e.g., an equal or a one in three, etc. chance of being placed in either or any group. Neither you, the research staff, nor the researcher can choose what group you will be in. 
Describe who will be informed of results for mandatory research with respect to sample collection (delete if not applicable). For example: 
Reports about any research tests done on your samples will not be given to you, the researcher, study team or your personal care doctor. These reports will not be put on your personal medical records. 
OR  
Reports about research tests done on your samples will be given to specify recipient e.g., researcher and will/will not be put on your personal medical records. If you would like to learn about the results of these tests, please let your study team know. 
WHAT ARE MY RESPONSIBILITIES SHOULD I DECIDE TO PARTICIPATE IN THIS STUDY? 
In this section, list specific requirements of the study that the participant must comply with in order to participate (e.g., attend exercise classes (x) times a week, complete a study diary, inform researcher of adverse events within a timely manner, etc.).
If you choose to participate in this study, you will be expected to:

·  Include bullets that are consistent with your study protocol.
WHAT WILL HAPPEN IF I CHOOSE TO WITHDRAW FROM THE STUDY EARLY?

Describe the conditions of withdrawal as well as any limitations. If applicable, describe the process for withdrawal of data and/or samples. 
You can choose to end your participation in this research study (called early withdrawal) at any time without having to provide a reason and without penalty. If you choose to withdraw early from the study without finishing the procedures or follow-up, you are encouraged to contact the researcher or study staff. The research may also withdraw you from the study if he/she feels it is in your best interest. 
Information that was recorded before you withdrew will be used by the researcher for this study, but no additional information will be collected after you withdraw your permission. 

If applicable, edit as needed - 

If you no longer want your samples to be used in this study, you should tell the researcher. They will ensure the samples are returned to the hospital from which they were obtained, if needed, or destroyed. If tests have already been done on your sample(s) it will not be possible to withdraw those results. However, no further testing will be done. You can request withdrawal of your sample(s) until insert expect anonymization point, when the samples will be made anonymous. It won’t be possible to return samples after this because the researcher will not know which samples are yours. 
WHAT ARE THE RISKS/DISCOMFORTS OF PARTICIPATING IN THIS STUDY?

This section should include: 
· A description of all reasonably foreseeable risks, harms, or discomforts. Include both physical and psychological/emotional risks as applicable to the research. 
· If there is genetic testing the risks involved should be described (e.g., There may be risks to eligibility for employment or insurance if the results of this testing were inadvertently disclosed to certain parties). 
· The process of mitigating those risks, harms or discomforts (e.g., counselling).

· If there is no risk of being involved in this study, it should be clearly stated.
WHAT ARE THE POTENTIAL BENEFITS OF PARTICIPATING IN THIS STUDY?
This section should include:
· A description of the potential benefits that may arise because of participation in this study. 
· If there is no known benefit, ensure this is clearly stated. 
· There should be no statements that could result in coercion or inducement. 

If the benefit to participation is unknown, include the following:

Participation in this study may or may not be of personal benefit to you. 

If the benefit is known, include:
The expected benefit from taking part in this study is specify benefit but there is no guarantee that it may be of direct benefit to you.  

This is to be included for all studies:

However, based on the results of this study, it is hoped that in the long-term, patient care or the research can be better understood or improved.
HOW WILL MY PERSONAL INFORMATION BE KEPT PRIVATE?
In this section describe:

· The information that will be collected during the study and for what purpose.

· Who will have access to information collected about the identity of the participants?
· How confidentiality will be protected (e.g., safeguards) including where, how and for how long will the information be kept. The encryption of electronic devices that are storing research data should be explained in your application.  

· The anticipated uses of the data.

· Who is allowed to disclose information collected and to whom.
Note: Please ensure that you are aware of your institutional and REB policies with respect to privacy and confidentiality.   

For all studies -

If you decide to participate, the researcher and study staff will only collect information they need for this study. They will do everything that they can to make sure that this data is kept private/confidential. Explain safeguard measures put in place, such as encryption or the use of codes. No data relating to this study that includes your name will be released outside of the study site nor will it be published by the researcher. Sometimes, by law, the researcher may have to release information including names and therefore absolute confidentiality cannot be guaranteed. However, every effort will be made to make sure that your information is kept confidential. 
For studies that the use health information, as defined by the Alberta Health Information Act (HIA) –
The researcher or study staff may need to look at your medical files/records or at those kept by other health care providers that you may have seen in the past (e.g., your family doctor). Any information that they get from these records will be only what is needed for the purpose of this study. It will be kept confidential to the extent permitted by the applicable laws and will not be disclosed or made publicly available, except as described in this consent document. In some circumstances, researchers are required by law to release information about participants to local authorities such as positive HIV or Hepatitis results.
Individuals of the following organizations may look at your medical records, including your name, for quality assurance purposes and/or to verify that the information collected for this study is correct and follows proper laws and/or guidelines:
Only include those organizations requiring permission for direct access to participant medical data containing identifying information (e.g., permission to conduct on-site monitoring/auditing). Include a brief description of their role in the research. See suggestions below, or modify as applicable to the research:
· For industry sponsored studies - sponsor name,  the sponsor of this study;
· For cooperative groups - organization name, the research group coordinating this study;

· Members of the Regulatory/Audit team at the current site, for quality assurance purposes;

· The Health Research Ethics Board of Alberta which oversees the ethical conduct of this study

· If applicable, Regulatory agencies that have oversight of this study;
If applicable:

Authorized representatives of the above organizations [and the organizations listed below] may receive information related to the study from your medical/clinical study records that will be kept confidential in a secure location. Your name or other information that may identify you will not be provided (e.g., the information will be de-identified). The records received by these organizations will be coded with a number. The key that indicates what number you have been assigned will be kept secure by the researchers directly involved with your study and will not be released. 

The following organizations may receive study data:

Include organizations with permission to receive study data only (organizations with direct access must be included in the list above). Include a brief description of these organizations role in the research. 

· [include organizations to receive de-identified study data]
Even though the likelihood that someone may identify you from the study data is very small, it can never be completely eliminated. Every effort will be made to keep your information be kept confidential, and to follow the ethical and legal rules about collecting, using and disclosing this information.
By signing this consent form you are allowing the study team to collect, use and disclose information about you from your personal medical records.

After the study is done, we will still need to securely store your data that was collected as part of the study. We will keep your data and study records stored for X years after the end of the study. 
If race/ethnicity is collected as part of the study, identify this and provide a rationale. See suggested text or modify as applicable.
Studies involving humans sometime collect information on race and ethnicity as well as other characteristics of individuals because these characteristics may influence how people respond to different interventions. Providing information on your race or ethnic origin is as applicable, voluntary/required.
For focus group studies, include the statement:

During the discussions, participants will be encouraged to refrain from using names. If names or other identifiers are shared during the discussion, they will not be included in the written records. While we will strive to protect the confidentiality of the data collected from group discussions, we cannot guarantee that others from the group will do the same. 

If video/audio recording, describe confidentiality measures including, for example, which will have access, how long they will be kept and whether they will be sent outside the institution. For example:

The video/audio recordings will be stored in a secure location and viewed only by members of the research team. The recordings will be kept until they have been transcribed (turned into written records), and then they will be destroyed. 

For studies using smart forms, apps or applicable technology, describe any limits to the confidentiality. For example:

Data collected using the insert app/tool/device name resides on the insert name, e.g., Apple servers and no assurance can be made about its confidentiality or that it will only be used for research purposes. 

A copy of the consent form that you sign to enter this study may/will be included in your medical record/hospital chart. 
WILL THERE BE COSTS INVOLVED WITH PARTICIPATING IN THIS STUDY?
This section should:
· Inform the participant of any anticipated costs associated with participation in the study and whether they will be re-imbursed for these costs. Examples include - parking, accommodation, treatment or procedures related to the study, etc. 
· Not include statements that could result in coercion or inducement. 
Note: re-imbursement for participant expenses should not occur at the end of the study. The committee feels a single payment at the end of a study is not acceptable as it could be considered an inducement to remain on the study till the end. Reimbursements should be provided at intervals through the study.
Suggestions for re-imbursement include:

If there is re-imbursements of costs for participation -
If you decide to participate in this study, you will be reimbursed for study-related expenses such as parking, meals, etc. 
If receipts or other documentation are required for re-imbursement, this must be described - 
You will need to provide receipts for insert expense types e.g., parking, etc. to the research staff in order to be reimbursed. 

WILL I BE COMPENSATED FOR PARTICIPATING IN THIS STUDY? 
This section should describe/include:

· The compensation provided to participants, or state if no compensation is provided. Suggestions are provided below.
· A statement should also be included regarding compensation if a participant is injured as a result of the research. 
· There should be no statements that could result in coercion or inducement. 

If there is no payment for participation 
You will not be paid for taking part in this study. 

Or if participants are paid, revise as applicable to the study
If you decide to participate in this study, you will receive include payment and the payment interval if applicable e.g., every <X> months. If you decide to leave the study, you will receive a prorated payment for participating in the study. 
If applicable (alter as needed to fit the research):
It is possible that the research conducted using your samples and/or study data may eventually lead to the development of new diagnostic tests, new drugs or devices, or other commercial products. There are no plans to provide payment to you if this happens. 

WHAT IF SOMETHING IS DISCOVERED ABOUT ME DURING THE STUDY?

If incidental findings are anticipated as a result of the study, include the following section and address what information will be provided to participants. 

During the study, the research team may learn something about you that they didn’t expect. For example, they may insert anticipated incidental finds e.g., find out that you have another medical condition.
Describe anticipated management plan.  For example:

If any new clinically important information about your health is obtained as a result of your participation in this optional research, you will be given the opportunity to decide whether you wish to be made aware of that information. The researcher will explain the process, which may include genetic counselling to help you understand what this result could mean for you or your blood relatives, such as your siblings and/or children.
WHAT ARE MY RIGHTS AS A PARTICIPANT IN THIS STUDY?
Accurately describe the rights of the study participant. 

You will be told, in a timely manner, about new information that may be relevant to your willingness to stay in this study.

You have the right to be informed of the results of this study once the entire study is complete. If you would like to be informed of these results, please contact the researcher.  

If the results will be publically available -
The results of this study will be available on a clinical registry; refer to the section titled “Where can I find online information about this study?”
Your rights to privacy are legally protected by federal and provincial laws that require safeguards to ensure that your privacy is respected.
By signing this form you do not give up any of your legal rights against the hospital, researchers, sponsor, institutions or their agents involved for compensation, nor does this form relieve these parties from their legal and professional responsibilities.
IS THERE ANY CONFLICT OF INTEREST RELATED TO THIS STUDY?
This section should describe:

· Any conflict of interest that exists or may appear to exist as it relates to any of the researchers or study staff. 
· A conflict of interest exists if there is a potential benefit to the researcher(s), or study staff beyond the professional benefit from academic achievement or presentation of results. Examples include, but are not limited to, speaker’s fees, travel assistance, consultant fees, honoraria, gifts, and intellectual property rights such as patents. 
· A declaration of conflict of interest should include the identity of the person with the conflict of interest, the type of incentive or inducement, and its source. See examples below. 
The identify the individual, e.g., researcher name is receiving personal financial payment from identify the source (e.g., sponsor or funder) of funds for include reason for payment e.g., providing advice on the design of the study. 
Or 
There are no conflicts of interest declared between the researcher and funder(s) and if applicable sponsor of this study.
Or

The insert recipient of funding e.g. hospital, academic institution is receiving financial payment from the sponsor or funder to cover the cost of conducting this study. The researcher at this centre will not receive any direct benefit for conducting the study.  

wHERE CAN i FIND oNLINE INFORMATION ABOUT THIS STUDY?
If applicable, provide an online source of information for this study.

A description of this study will be available on web address. This website will not include information that can identify you. You can search for this website at any time.
WHO WILL BE NOTIFIED OF MY PARTICIPATION IN THIS STUDY?
This section is optional. If the site chooses not to use, please remove.  
Do you want the researcher(s) or study team to inform other doctors who participate in your care that you are taking part in this research study? This is optional, please indicate your decision using the check boxes below.  
[image: image1.jpg]( Yes

( No

Participant’s Initials:

Name/phone number of care physician:  
If the researcher needs to follow up with you but cannot locate you, either because you have moved and not updated your contact information or if, for some reason, your contact information is no longer accurate, the researcher would like to obtain your new contact information (e.g., address, telephone number) by calling or writing to the persons you’ve named as your secondary contacts. This is optional, please indicate your decision using the check boxes below.  

You give permission to the researcher or member of the study team to contact your secondary contacts if the researcher or study team no longer have accurate contact information for you.

( Yes

( No

Participant’s Initials:

Name/phone number of secondary contacts:

WHO DO I CONTACT FOR QUESTIONS RELATED TO THIS STUDY?
If you have questions about taking part in this study you should talk to the researcher, co-investigator or study nurse. These person(s) are: 

	
	
	

	Name
	
	Telephone


	
	
	

	Name
	
	Telephone


	
	
	

	Name
	
	Telephone


If you have questions about your rights as a participant or about ethical issues related to this study and you would like to talk to someone who is not involved in the conduct of the study, please contact the Office of the Health Research Ethics Board of Alberta. 
	Telephone: 780-423-5727
	
	Toll Free: 1-877-423-5727



UNDERSTANDING AND SIGNATURES PAGE
	
	Yes
	No

	Do you understand that you have been asked to take part in a research study?


	(
	(

	Do you understand why this study is being done?


	(
	(

	Do you understand the potential benefits and risks/discomforts of taking part in this study?


	(
	(

	Do you understand what you will be asked to do should you decide to take part in this study?


	(
	(


	Do you understand that you are free to leave the study at any time, without out having to give reason or without penalty?


	(
	(

	Do you understand that we will be collecting information about you for use in this study only? 


	(
	(

	If applicable, Do you understand that by signing this consent form you are allowing the study team to collect, use and disclose information about you from your personal medical records?


	(
	(

	If applicable, Do you understand who can potentially see your medical /study records, including those that identify you?


	(
	(

	Do you understand that by signing this consent form that you do not give up any of your legal rights?


	(
	(

	Do you feel that you had enough time and opportunity to consider the information provided to you by way of asking questions, having conversations with others and considering your options?
	(
	(


If a potential participant has answered “no” to any question above, please make sure to go over the relevant information with them until they do understand it. Only once they are comfortable with all the information can you accept their decision to participate in the study.  
If the study is taking place in Connect Care clinics or hospitals, please include the below statement.

Your signed consent form will be included in your electronic medical record(s) and your participation in the study will be visible to healthcare staff
By signing this form I agree to participate in this study.
	Signature of Participant [or Substitute Decision Maker]
	
	Printed Name
	
	Date


If applicable - As a Substitute Decision Maker, you are being asked to provide informed consent on behalf of a person who is unable to provide consent for him/herself (e.g., lack of capacity). If the participant gains the capacity to consent for him/herself, your consent for them will end.
STUDY TEAM ACKNOWLEDGEMENT 

I believe the person signing this form understands what is involved in this research study and has freely decided to participate.

	
	        
	
	
	

	Signature of Person Conducting the Consent Discussion
	
	Printed Name
	
	Date


If applicable, PARTICIPANT ASSISTANCE (IMPARTIAL WITNESS)

This section is to be completed only if the participant is unable to read the consent document. The individual assisting the participant must be impartial.  

· The informed consent form was accurately explained to, and apparently understood by the research participant.

· Informed consent was freely given by the participant.

	
	        
	
	
	

	Signature of Impartial Witness
	
	Printed Name
	
	Date


If applicable, TRANSLATOR/INTERPRETER ACKNOWLEDGEMENT

This section is to be completed only if the participant requires the assistance of a qualified oral translator/interpreter. The interpreter must be impartial. 

· The informed consent discussion was accurately explained to, and apparently understood by the research participant.

· A sight translation of the consent document was provided by the interpreter as directed by the research staff conducting the consent process.

	
	
	
	
	

	Signature of Interpreter
	
	Printed Name
	
	Date


You will be given a copy of this signed and dated consent form prior to participating in this optional research. 
Site Specific Footer (PI name, site name & address, website)

Version date:
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