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INFORMED CONSENT FORM (ICF) Template
Informed consent is a process that involves a comprehensive discussion between the investigator and subject in order to ensure the subject's understanding of a proposed research study. This process is documented and reinforced by a written consent form.
Typically, written informed consent is required (45 CFR 46.117(a)) unless a waiver is requested and approved.  
Informed Consent Forms (including Parental Permission and minor Assent forms), need to 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 dated and signed at the bottom of each page by the IRB.
· The consent document should be written using lay language, typically at an 8th grade reading level (similar to the level used in popular magazines and newspapers) or as is appropriate for the participant population. Avoid technical jargon.  The form should be written as if the investigator and participant are engaged in conversation.
· The form should be written in the second person (e.g., you are invited to participate, you will be asked, etc.), except for the very last item, the “Statement of Consent.”  

· The use of bulleted lists, tables, and/or pictures may be helpful to explain study procedures, timelines, inclusion/exclusion criteria, etc.  
· Font type and size should adhere to industry standards and be clear and easy to read, such as Times New Roman 12 pt. or Calibri 11 pt.  In no case may the font size be reduced for the sole purpose of fitting the form onto a fewer number of pages.  Page margins should be no less than 0.75”.
If you are doing an online survey or telephone/Zoom survey/interview, a waiver of the requirement for written informed consent may be requested.  If granted, however, an informed consent process is still required, and the components of written informed consent as detailed below are still necessary.  
· Online Surveys: The consent language must be at the beginning of the online survey (typically as item 1), and an “I accept” button will then provide participants access into the survey.  An example of an online informed consent form is posted at the end of this document.
· Telephone/Zoom Surveys or Interviews: Consent language needs to be written at the beginning of the “script,” and verbal consent must be obtained before beginning the survey or interview.  A copy of the script must be provided to the IRB.
All categories below are required (45 CFR 46.116) for written informed consent unless “if applicable” is noted.  If you have questions or need assistance, please contact the IRB office at 243-6672.
PLEASE NOTE:  
· When using the template below, do NOT include anything in brackets (in other words, delete the instructions).  You must also delete this first page of instructions.  We expect a final document to review.  Make sure that page numbers appear properly in the upper right corner of each page.
· From the examples provided, select the statements that are appropriate and applicable to your study.  You don’t have to use all that are listed, and you may write your own text, as appropriate.
· In the footer of this document is the IRB stamp, which we will sign and date upon project approval. Please be sure this appears in your final document.  You may also copy and paste this onto any recruitment flyers.
SUBJECT INFORMATION AND INFORMED CONSENT
Study Title:  [Use the same title as on the corresponding IRB Application]
Sponsor:  [Required if the project is funded.  If not funded, delete this line.]
Investigator(s):

[Name, department, university email and telephone number.  If investigator is a student, identify and include university information for faculty supervisor.]
Key Information:

This section is only to be used for federally funded studies and only when the ICF is 2,000 words (about 5 pages) or longer. See guidance at the end of this template.

Special Instructions: 

[Only use if applicable]
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.

Inclusion Criteria:

[Only use if there are specific criteria for this subject population; if not, delete this section.]

· In bullet format, clearly list the inclusion criteria to participate in this research.
· Keep the wording brief and succinct.
Exclusion Criteria:

[Only use if there are specific criteria for this subject population; if not, delete this section.]

· In bullet format, clearly list the exclusion criteria to participate in this research (do not repeat the opposite of the inclusion criteria).

· Keep the wording brief and succinct.
Purpose:
[Examples:]
You are being asked to take part in a research study comparing ... 

You have been invited to participate because...

The purpose of this research is to learn how to...
The results will be used for… and/or provided to…

You must be 18 or older to participate in this research. (may be moved up into inclusion criteria section if used)
Procedures:
[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.  If there is no compensation, delete this section.] [For student subjects, extra credit is considered an incentive/payment.]
[Examples:]

You will receive ... for each visit to help cover your travel expenses.
As an incentive for participating in this study, …

Risks/Discomforts:
[Describe the risks/discomforts, and how they will be minimized or mitigated.  Typically, one cannot guarantee there are no risks/discomforts, so “minimal” is preferable.]
[Examples:]

There is no anticipated discomfort for those contributing to this study, so risk to participants is minimal.  

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.

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

[Examples:]

There is no promise that you will receive any benefit from taking part in this study.
Your participation in this study may help ...
Although you may not directly benefit from taking part in this study, ...

Alternative Therapy:
[Disclose if applicable]

[Example:]

If you choose not to take part in this study, other treatments can be used/may be available. These would include...

Confidentiality:
[Confidentiality means the researcher will maintain records with personal identifiers but will not release information to unauthorized personnel. Anonymity means that records will not include any personal identifiers or code numbers that may link a participant to specific information.]
[Required:]
Your records will be kept confidential and will not be released without your consent except as required by law.  

[Examples:]

Your identity will be kept private.

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 [or destroyed]. 

Voluntary Participation/Withdrawal:
[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.

Future research:

[Required. For any research that involves the collection of identifiable private information or identifiable biospecimens, the ICF must now include a notice about whether information and/or biospecimens collected as part of the current research might be stripped of identifiers and used for future research. Include one of the following statements as appropriate (adjust wording):]
Identifiers might be removed from the identifiable private information [or identifiable biospecimens] and could then be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you or your legally authorized representative.

OR
Your information [or biospecimens] collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

[We suggest using caution when implementing the second statement in your ICF, as it can be very challenging to keep subjects’ information or biospecimens from being used for future research. This is not to say the second statement should not be used; researchers will just need to be extra vigilant to make sure the information/biospecimens are used or not used in accordance with the ICF.]
Commercial profit:

[Include only when appropriate] – A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subjects will or will not share in this profit.
Clinically relevant results: 
[Include only when appropriate] – A statement whether clinically relevant research results, including individual research results, will be disclosed to subject and, if so, under what conditions.
Genome sequencing:

[Include only when appropriate] – For research involving biospecimens, whether the research will (if known) or might include whole-genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).

Questions:
[Optional:]

You may wish to discuss this with others before you agree to take part in this study. 

[Required:]
If you have any questions about the research now or during the study, please contact: [Study director name and telephone number].
If you have any questions regarding your rights as a research subject, you may contact the UM Institutional Review Board (IRB) at (406) 243-6672.

Statement of Your Consent:
[Required:]

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 Name of Subject




                                                                         

________________________                    
Subject's Signature





Date

Statement of Consent to be Photographed [and/or Audiotaped, Videotaped, etc., if applicable]:
[Examples:]

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


[Alternatively, 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 and be informed as follows:]
* 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. 
____________________________________________________________________________________
Compensation for Injury:
[If appropriate: This clause is typically required for research involving more than minimal risk. Generally speaking, this will apply to most projects requiring full IRB committee review; however, the IRB may require it for some expedited projects that involve physical measurements, testing, or interventions.  If in doubt, consult with the IRB office.  Insert this clause above the Questions section above.] 
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 of Montana 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 Risk Manager (406-243-2700; jason.sloat@mso.umt.edu) or the Office of Legal Counsel (406-243-4742; legalcounsel@umontana.edu).  (Reviewed by University Legal Counsel, December 31,  2018)
____________________________________________________________________________________
EXAMPLE ONLINE SURVEY CONSENT FORM
[Note:  For online surveys, you must also submit the Statement of Confidentiality form.]
You are invited to participate in a research project about [subject or project title].  This online survey should take about [x to x] minutes to complete.  Participation is voluntary, and responses will be kept anonymous [if you never know the subject’s identity] [or confidential if you do know the subject’s identity] to the degree permitted by the technology being used.

You have the option to not respond to any questions that you choose.  Participation or nonparticipation will not impact your relationship with the University of Montana. Submission of the survey will be interpreted as your informed consent to participate and that you affirm that you are at least 18 years of age.

If you have any questions about the research, please contact the Principal Investigator, [name], via email at [email address] or the faculty advisor [if applicable], Dr. [name] at [email address].  If you have any questions regarding your rights as a research subject, contact the UM Institutional Review Board (IRB) at (406) 243-6672.  
Please print or save a copy of this page for your records.
* I have read the above information and agree to participate in this research project. 

____ Enter survey

______________________________________________________________________________
Key Information:

This section is only to be used for federally funded studies and only when the ICF is 2,000 words (about 5 or 6 pages) or longer.  You can see the total word count in Word in the status bar in the lower left corner of your screen.
Key information about the study must be provided at the beginning of the ICF. The presentation must be concise and focused, and the information should be provided in sufficient detail, organized and presented in a way that helps subjects think about why they might or might not want to participate.

The standard is to provide the information that a reasonable person would want to have in order to make an informed decision about whether to participate.

Consider the following questions when writing your key information:

· What are the main reasons a subject will want to join this study?

· What are the main reasons a subject will not want to join this study?

· What is the research question the study is trying to answer? Why is it relevant to the subject?

· What aspects of research participation in this particular study are likely to be unfamiliar to a prospective subject, diverge from a subject’s expectations, or require special attention?

· What information about the subject is being collected as part of this research?

· What are the types of activities that subjects will do in the research?

· What impact will participation in this research have on the subject outside of the research? For example, will it reduce options for standard treatments?

· How will the subject’s experience in this study differ from treatment outside of the study?

· In what ways is this research novel?

Note that if information included in the key information section also satisfies the basic elements or additional elements of informed consent (under 45 CFR 46.116[b] and [c]), this information does not need to be repeated later in the ICF.

For NIH-funded clinical trials, you must include the following statement:
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.


