Informed Consent Template

These guidelines address most, but not all, issues related to informed consent.  Researchers should address their particular needs by consulting CFR Title 45 Part 46 and ethical guidelines specific to their discipline or field.
Please include the headings in the Research Consent Form. These headings help to ensure that relevant information is not inadvertently excluded and encourage researchers to present the information in a manner that is more accessible to the average prospective research participant.  
Include required elements verbatim.

Generally speaking, a person reading at the 8th grade level should be able to read and understand the language in the consent statement.  
Research Consent Form

Required:  “SNC IRB file #:”
Required:  “SNC IRB approval date:”
Introduction
Comment:  Identify the name of the project or title of the research.
Comment:  It should be clear that the investigation is for research rather than for educational, treatment, or other purposes. The beginning of the text must indicate that the individual is being invited to participate in a research project and not any other type of activity. 

Comment:  Identify the researchers.  Give their names, titles and academic disciplines or administrative departments at the College.  If there are more than two, identify only the principle investigator.  If the researcher is a student, also provide relevant information for her or his research supervisor.  Unless the research is explicitly endorsed, sponsored, or supported by the College, avoid such implications.
Background Information

Comment:  Briefly describe the purpose of the research.  Explain the topic that is being explored or the hypothesis that is being tested and what the research is supposed to find out.   List specific criteria that will be used to include or exclude the participant from the research.
Description of research

Comment:  Provide a step-by-step description of the research as the participant will experience it, including the expected length of her of his participation in the research. Give the prospective research participants a clear understanding of what they will do or what will be done to them. 
Comment:  If the research includes audio or video recording participants, separate, explicit consent for recording must be obtained.

Risks and benefits of being in the study
Comment:  Identify reasonably foreseeable risks or discomforts that exceed what would be considered “minimal”.  These may be physical (e.g., illness, injury, pain), psychological (e.g., unpleasant emotions or undesirable self-knowledge), or social (e.g., embarrassment, legal or civil liability).
Comment:  If participating in the research poses more than minimal risk, explain whether any compensation or treatment/assistance is available if injury or harm occurs.  If no compensation or treatment/assistance is available, say so explicitly.
Suggested language, if appropriate: “There are no known harms associated with participating in this research.”

Comment:  Identify possible benefits.  Distinguish between benefits to the participant and benefits to others.
Suggested language if appropriate:  “You may feel good because you helped the researcher.  You may learn something about the topic of the research.  Otherwise you will not benefit directly from participating in this research.”

Alternative procedures or treatments

Comment:  If appropriate, identify suitable alternative procedures or courses of treatment, if any, that might be advantageous to the participant.  This heading and section may be omitted if it is not applicable.

Compensation

Comment:  Explain what participants will receive, if anything, for participating in the research (e.g., course credit, money) and when they will receive it.
Suggested language, if appropriate:  “You will not receive any compensation for participating in this research.”

Confidentiality
Comment:  Describe how and to what extent confidentiality of data and privacy of participants will be maintained.  Clearly distinguish between anonymity and confidentiality.  Participants are anonymous if it is impossible for researchers to link individuals to their data.  Personal interviews or research sessions involving very small numbers of participants can not be considered anonymous, even if no identifying information is recorded.  Data are considered confidential if it is possible for researchers to link individuals to their data by any means (for example, personal interaction, identification number or other coding).
Suggested language, if appropriate – anonymous:  “The information you provide will be completely anonymous.  You will not be asked to provide any one piece of information that, by itself, can be used to identify you personally.  The records of this study will be kept private.  Research records will be stored securely and only researchers will have access to the records. When we share the results of this research, we will not include any information that will make it possible to identify individual participants.
Suggested language, if appropriate – confidential:  “The information you provide will be kept confidential.  Information that could identify you will be kept separate from any other information that you might provide.  The records of this study will be kept private.  Research records will be stored securely and only researchers will have access to the records.  When we share the results of this research, we will not include any information that will make it possible to identify individual participants.”
Voluntary nature of the study
Comment:  Make it clear that prospective participants are under no obligation to participate, that participation is completely voluntary, and that participation may be discontinued at any time.
Suggested language if appropriate:  “You are free to choose if you want to participate in this study or not.  Participating in this study is voluntary. There is no cost or penalty if you choose not to participate.  If you decide to participate, you are free to not answer any question or to withdraw at any time.  We would, of course, appreciate it if you will help us by com​pleting the entire (interview, questionnaire, ex​periment).” 

Contacts and Questions
Required:  “You may ask any questions you have now, before you make your decision to participate.”

Comment:  Encourage prospective participants to contact researchers if questions arise later.  List the names, campus addresses, campus phone numbers, and email addresses of the researchers.  If there are more than two, identify only the principle investigator.  If the researcher is a student, also provide relevant information for her or his research supervisor.   
Required:  “If you have any questions or concerns regarding this study and would like to talk to someone other than the researcher(s), you are encouraged to contact Dr. David J. Bailey, Chairperson, Institutional Review Board, Gehl-Mulva Science Center, Room 2055A, St. Norbert College, 100 Grant Street, De Pere WI 54115, (920)403-3242, David.Bailey@snc.edu.“

Required:  “You will be given a copy of this information to keep for your records.”
Statement of Consent:

Required:  “I have read the above information. I have asked the questions I want to ask and those questions have been answered. I consent to participate in the study.”
_____________________________ 

Name of Participant  (please print) 

_____________________________ 
______________
Signature of Participant 
Date
_____________________________ 
______________

Signature of Researcher
Date
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