GENETICS RESEARCH

CONSENT FORM TEMPLATE

ON LETTERHEAD

Italicized text is instructional, providing information to the consent form writer. It should be deleted when writing the consent form. Unless otherwise indicated, the remainder of the text is mandatory. This document is to be used as a template – cut text from your document and paste it into the appropriate sections in this one. Ensure the consent form is written in the second person through the whole document (including the compensation clause), except for the headings.

Many clinical trial and medical studies extend over a number of years and involve many investigators.  To avoid the need to provide a revised consent form every time there is a change in co-investigators, it is acceptable to name the Principal Investigator plus if desired one or two co-investigators and to provide the full list of local investigators in a separate information sheet (which has been submitted, reviewed and approved by the CHREB before use and/or any change of investigators).

At the head or foot of every page insert the following information:  Ethics ID, PI, Study Title, Version Number, Date, page expressed as page X of Y (specific/total).

TITLE: The full title of the research project goes here.
SPONSOR: Put the name of the organization/company providing funds, drugs and/or equipment here.
INVESTIGATORS: State the name of the local Principal Investigator followed if desired by the names of any co-investigators (see note above).
Put the main contact telephone numbers here, including area code

This consent form is only part of the process of informed consent. It should give you the basic idea of what the research is about and what your participation will involve. If you would like more detail about something mentioned here, or information not included here, please ask. Take the time to read this carefully and to understand any accompanying information. You will receive a copy of this form.

BACKGROUND

This section should provide information about genetic factors related to the disease in question. It should include information on whether not the relevant gene(s) has/have been discovered, if the genetic factors in question are common or rare, the current status of genetic research for the disorder being studied, and why this research is important.

 Also, it should state if this study is a stand-alone study, or a component of another study. If it is the latter, mention that the subject may participate in the main study and not consent to this one, if that is the case.

WHAT IS THE PURPOSE OF THE STUDY?

Provide a description of the purpose of the study. Be concise but avoid technical language and jargon.
WHAT WOULD I HAVE TO DO?

Add the sentence on testing family members only if it is part of the protocol.

We would like you to provide us with a sample of blood and/or tissue so that we can examine the DNA. We also need to examine this together with health information contained in your health records. We might also want to review your family history, and test blood from your family members whose consent will be sought.

ARE THERE ANY POSSIBLE BENEFITS OR HARMS?

The most likely discomfort for you in this research is the needle prick to obtain blood. Rarely there can be complications such as infection, blood clots, or inflammation of the vein. Where possible, blood will be drawn at a time required for other purposes. 

If tissue biopsy or removal is required for this research, you might experience greater discomfort and, as with any surgical procedure, various complications might occur. Dr. ___________ and/or their designate will review these possible complications with you. 

While every effort will be made to ensure that the confidentiality of your information is protected (through such as use of unique identifier codes rather than names and through confidentiality agreements and undertakings) it is possible that your privacy may be not fully assured.

Genetic analysis may yield information on other diseases. It may also reveal information on paternity if more than one family member is tested. If such information should arise, it would not be pursued further and you would not be informed unless you wish to be. 

Add the following sentence if applicable.

Prevention of this disease and better treatments are potential long-range benefits of these types of studies.

DO I HAVE ANY OPTIONS?
Only include options that are pertinent to the study.

There are several options for you to consider. You can choose all, some, or none of them. Please put a checkmark on the corresponding line that would allow us to:

1)
Conduct genetic research with your DNA and/or 


tissue, and review your health-records for research on


insert name of disorder, at one of the University of Calgary 


affiliated teaching institutions.
Yes ____ No ____

2)
Conduct genetic research with your DNA and/or tissue 


and review your health records for research on disorders

other than yours, at one of the University of Calgary


affiliated teaching institutions.
Yes ____ No ____

3)
Share your DNA and/or tissue and your relevant health 


records with other researchers for research on insert

name of disorder while maintaining your confidentiality.
Yes ____ No ____

4)
Share your DNA and/or tissue and relevant health records


with other researchers for research on disorders other

than yours, while maintaining your confidentiality.
Yes ____ No ____

5)
Contact you in the future for additional research 


purposes directly related to the present project.
Yes ____ No ____

6)
If research with your DNA and/or tissue reveals 


some other medical condition relating to you (when possible):


(a) do you wish to be informed?
Yes ____ No ____


(b) do you wish your family doctor to be informed?
Yes ____ No ____

7) List any other specific wishes or restrictions you have regarding the use of your tissue or records. Be as specific as possible. You may wish to discuss this with Dr. _______________.

______________________________________________________________________________________________________________________________________________________________________________________________________________________________

WILL MY RECORDS BE KEPT PRIVATE?

Describe the specific arrangements for maximizing protection of personal privacy. If non-anonymous personal information is being shared with other sites/researchers, make this clear to the subjects. It may be important to their decision what countries and who there will get their identifiable genetic and other health information.   Where information is sent elsewhere using unique identifier codes to protect privacy, indicate where the master code will be held and who has access to that.

If you participate, your reports that relate to this research may be made available to insert name of sponsor, and the regulatory authorities including the University of Calgary Conjoint Health Research Ethics Board, the Health Protection Branch in Canada, and the Food and Drug Administration in the United States (include the US reference only if applicable). These organizations will treat such information with strict confidentiality. Unless otherwise required by law no records bearing your name will be provided to anyone except the regulatory authorities, where necessary, and investigators involved in this study. 

All material and data obtained from this study may be stored for future analysis. Subject to the limitations you have indicated above, it may be used without obtaining further consent from you. However, any new research arising from this study will be submitted to the Research Ethics Board for approval.

If you decide to revoke this consent sometime in the future, your tissue, your DNA, and your research data will be destroyed, whenever this is possible. However it may not be possible to completely recall and destroy all data.  To revoke your consent, notify Dr. _____________ or their designate in writing.

IF I SUFFER A RESEARCH-RELATED INJURY, WILL I BE COMPENSATED? 

This is the compensation clause. In clinical trials and procedures there must be a statement regarding possible compensation if the subject is injured as a result of the research. This section is not about legal liability, but is about whether the sponsor or researchers will voluntarily step up and cover any reasonable medical costs incurred that are not automatically covered by health insurance.

If the sponsor will not provide compensation for research related injury, use this statement:

In the event that you suffer injury as a result of participating in this research, no compensation will be provided to you by insert name of sponsor, the University of Calgary, the Calgary Health Region or the Researchers. You still have all your legal rights. Nothing said in this consent form alters your right to seek damages. 

If the sponsor will provide compensation, use this clause:

In the event that you suffer injury as a result of participating in this research, insert name of sponsor, but not the University of Calgary, the Calgary Health Region or the Researchers, will assist you by paying for any treatment or services your doctors recommend that is not covered by your health-care insurance (Medicare). Nothing said in this consent form alters your right to seek damages.

SIGNATURES

Your signature on this form indicates that you have understood to your satisfaction the information regarding your participation in the research project and agree to participate as a subject. In no way does this waive your legal rights nor release the investigators, or involved institutions from their legal and professional responsibilities. You are free to withdraw from the study at any time without jeopardizing your health care. If you have further questions concerning this research, please contact:

Dr. _______ at (403) ___-____

or

Dr. _______ at (403) ___-____

If you have any questions concerning your rights as a possible participant in this research, please contact The Chair of the Conjoint Health Research Ethics Board at the Office of Medical Bioethics, 403-220-7990 or the Ethics Resource Officer, Internal Awards, Research Services, University of Calgary, at 403-220-3782.

	Participant’s Name
	
	Signature and Date

	
	
	

	Investigator/Delegate’s Name
	
	Signature and Date

	
	
	

	Witness’ Name
	
	Signature and Date

	
	
	


The University of Calgary Conjoint Health Research Ethics Board has approved this research study.

A signed copy of this consent form has been given to you to keep for your records and reference.

Before submitting your consent form to the Office of Medical Bioethics, check it over for grammar, spelling and typing errors.
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