EXAMPLES OF WORDING FOR INFORMED CONSENT FORMS
Informed Consent Forms, Parental Permission Forms, and Assent Forms for minors, which accompany a proposal for human research submitted to the UM IRB, will be written in a manner so that they can be easily understood by the targeted readers.  Each form should be modeled on the following examples, and will be date stamped/approved at the bottom of each page; as a result, the submitted version should be clean with enough room at the bottom margin for the approval stamp.

Typically, written informed consent is required (45 CFR 46.117(a)) unless a waiver is requested and approved.  

If doing an online survey, a waiver of the requirement for written informed consent may be requested.  However, if granted because informed consent is “implied,” an informed consent process is still required and the components of written informed consent as detailed below are still necessary.  Typically, these components will be cited on the front page of the online survey and an “I accept” button will then provide participants access into the survey.  An example of an online informed consent used by CITI: Collaborative Institutional Training Initiative is http://www.umt.edu/research/complianceinfo/IRB/Docs/CITI%20ICF%202009.pdf 
If doing a telephone survey, a waiver of the requirement for written informed consent may be requested.  However, if granted because informed consent is “implied,” an informed consent process is still required and the components of written informed consent as detailed below are still necessary.  Typically, these components will be written as the beginning of the “script” and verbal consent will be requested before beginning the telephone survey.  

All categories below are required (45 CFR 46.116) for written informed consent unless “if applicable” is noted.

  
 
SUBJECT INFORMATION AND INFORMED CONSENT
NOTE:  When using this template, do NOT include anything in brackets when cutting/pasting.
Title:  


[Typically the same title as on the corresponding IRB Checklist]
Sponsor:

[Required if the project is grant funded, if applicable]
ORSP Proposal No.: [if applicable]

Project Director(s):

Name, University address and telephone, or other contact numbers; justify use of non-University contact information.  If project director is a student, identify and include University information for faculty supervisor.
Special instructions: 

Example: 
* This consent form may contain words that are new to you.  If you read any words that are not clear to you, please ask the person who gave you this form to explain them to you.

Purpose: [45 CFR 46.116(a)(1)]

Examples:
* You are being asked to take part in a research study comparing ... 

* You have been chosen because...

* The purpose of this research study is to learn how to...
Procedures:  [45 CFR 46.116(a)(1)]
Examples:
* If you agree to take part in this research study, you will be given ...

* You will be asked...

* A ... will be done.

* You may also...

* You will be required to ...  

The study will take place at the ... 

The session will last for ... minutes.

It will take about … minutes to complete the survey. 

Payment for Participation:
[If applicable; payment is NOT considered a benefit.]

Example:
* You will receive ... for each visit to help cover your travel expenses.
Risks/Discomforts: [45 CFR 46.116(a)(2)]
1) Describe the risks/discomforts, and 
2) how they will be minimized or mitigated.  
Typically, one cannot guarantee there are no risks/discomforts, so “minimal” is preferable.
Examples: 
* Mild discomfort may result from ...

* Muscle soreness may occur as a result of...

* Answering the questions may cause you to think about feelings that make you sad or upset.

* You will be informed of any new findings that may affect your decision to remain in the study.

* There is no anticipated discomfort for those contributing to this study, so risk to participants is minimal.  
Benefits:  [45 CFR 46.116(a)(3)]

[If there are none for the subject, say so.  Payment for participation is NOT a benefit]

Examples:
* Your help with this study may help ...

* There is no promise that you will receive any benefit from taking part in this study.

* Although you may not benefit from taking part in this study...

Alternative Therapy:  [45 CFR 46.116(a)(4)]

[Disclose if applicable]

Example:
* If you choose not to take part in this study, other treatments can be used. These would include...

Confidentiality: [45 CFR 46.116(a)(5)]
Examples:
* Your records will be kept private and will not be released without your consent except as required by law.  

* Only the researcher and her faculty supervisor will have access to the files. 

* Your identity will be kept confidential.

* If the results of this study are written in a scientific journal or presented at a scientific meeting, your name will not be used.
* Your initials ​​​​​​​​​​​​​​​​​​_________ indicate your permission to be identified by name in any publications or presentations.  

* If you do not want to be acknowledged by name in any publications or presentations, please initial here _________.
* The data will be stored in a locked file cabinet.

* Your signed consent form will be stored in a cabinet separate from the data.

* The audiotape will be transcribed without any information that could identify you.  The tape will then be erased. 

Compensation for Injury:  [45 CFR 46.116(a)(6)]
When there is no foreseen risk or minimal risk:
* Although we believe that the risk of taking part in this study is minimal, the following liability statement is required in all University of Montana consent forms.  

 In the event that you are injured as a result of this research you should individually seek appropriate medical treatment.  If the injury is caused by the negligence of the University or any of its employees, you may be entitled to reimbursement or compensation pursuant to the Comprehensive State Insurance Plan established by the Department of Administration under the authority of M.C.A., Title 2, Chapter 9.  In the event of a claim for such injury, further information may be obtained from the University’s Claims representative or University Legal Counsel.  (Reviewed by University Legal Counsel, July 6, 1993)
Voluntary Participation/Withdrawal:  [45 CFR 46.116(a)(8)]
Examples:
* Your decision to take part in this research study is entirely voluntary. 

* You may refuse to take part in or you may withdraw from the study at any time without penalty or loss of benefits to which you are normally entitled.

* If you decide to withdraw...

* You may leave the study for any reason.

* You may be asked to leave the study for any of the following reasons:

    1.
Failure to follow the Project Director’s instructions;

    2.
A serious adverse reaction which may require evaluation;

    3.
The Project Director thinks it is in the best interest of your health and welfare; or

    4.
The study is terminated.

Questions:  [45 CFR 46.116(a)(7)]
Examples:
* You may wish to discuss this with others before you agree to take part in this study. 

* If you have any questions about the research now or during the study contact: [Study director name and telephone numbers]

* If you have any questions regarding your rights as a research subject, you may contact the Chair of the IRB through The University of Montana Research Office at 243-6670.

Statement of Consent:
Example:
*  I have read the above description of this research study. I have been informed of the risks and benefits involved, and all my questions have been answered to my satisfaction.  Furthermore, I have been assured that any future questions I may have will also be answered by a member of the research team.  I voluntarily agree to take part in this study.  I understand I will receive a copy of this consent form.
Printed (Typed) Name of Subject




                                                                         

________________________                    
Subject's Signature





Date

Statement of Consent to be Photographed:
[(Audiotaped, Videotaped, etc.) If applicable]
Example:
* I understand that photographs (audio/video recordings) may be taken during the study.  

* I consent to having my photograph taken.  (being audio/video recorded)
* I consent to use of my photograph (audio/video) in presentations related to this study.
* I understand that if photographs (audio/video recordings) are used for presentations of any kind, names or other identifying information will not be associated with them.
* I understand that audio recordings will be destroyed following transcription, and that no identifying information will be included in the transcription. 
                                                                         

________________________                    
Subject's Signature





Date



OR


Consent for photographing (audio recording, video recording, etc.), can be indicated within the document under the procedures section by including a place for the subject to initial:
* Your initials ​​​​​​​​​​​​​​​​​​_________ indicate your permission to audio (video) record (photograph) the interview.  

* Your photograph (audio/video) may be used in presentations related to this study.

*If your photograph (audio/video recordings) is used for presentations of any kind, names or other identifying information will not be associated with it.

* Audio recordings will be destroyed following transcription, and no identifying information will be included in the transcription. 
