Informed Consent
What is Informed Consent?
Informed consent is the term given to the communication process that allows individuals to make an informed choice about participation in a research study. This process is reflected in an informed consent document that contains specific, required information about the research study. The informed consent document serves as the formal authorization by an individual of their agreement to participate in the proposed research.
The human subjects in your project must participate willingly, having been adequately informed about the research. If the human subjects in your project are part of a vulnerable population (i.e. prisoners, cognitively impaired individuals, or minors), special protections are required. If your study includes minors, “Passive Parental Consent” is not an acceptable consent plan. A NON-response can in no way be construed as parental consent.

Guidelines for Preparing a Written Consent Form (Consent forms will vary depending on the research project.  The IRB pays close attention to the consent process and forms.)
Please note: The following is an informed consent template, which contains all required elements of informed consent. Except where noted, written informed consent must contain all sections described in the template.
The consent form should be able to be read easily (5th to 8th grade level) and should be formatted to separate required elements of the informed consent process (i.e. Risks & Benefits, Explanation of the Research Study, etc). Keep your subjects in mind. For example, create section headings to guide the reader or use topic sentences to highlight pertinent information in each new section.  Try to keep the consent form to 1 page (2 pages printed back to back. Some complicated or risky research may not be able to keep to that length.) If your subjects are elderly, use a larger font size. Be sure to check spelling and grammar.

Please do not include a copy of this consent form template with your application; only include the consent form you plan to use. The form you submit to the IRB should be exactly the form you will use in both content and format. 
Each section includes instructions for preparation and provides suggested text of the information to be included. In order that the research project is adequately described, please customize the suggested text. If informed consent will be obtained in a language other than English, please include a copy of the consent document in that language, as well as a copy of the English version. 
CONSENT COMPONENTS FOR A RESEARCH STUDY: 
1. Title of the research project
Provide title.

2. Names of the researchers
Provide names, college affiliation, and degrees. If you are a student, you must include the name of your faculty advisor. 
3. Description of the research
Discuss in lay terms the scientific/research question to be answered, its significance, and expected outcomes.

4. Description of human subject involvement
Discuss in lay terms what will be required of the subject during his/her participation. Include a description of the research procedures and identification of any procedures which are experimental. 

5. Length of human subject participation
Provide a reasonable estimate of the duration of each session, number of sessions, and total duration of participation across the project. 

6. Risks & discomforts of participation
Provide a detailed description, in lay terms, of the risks & discomforts of participating in the study. If the study poses no more than minimal risk, provide the subject with an explanation of why and how the research meets the definition of minimal risk. 
7. Measures to be taken to minimize risks and discomforts
Please describe in lay terms any measures taken to minimize risk and discomfort of the subject during his/her participation in the research study. 

8. Expected benefits to subjects or to others
Provide information on the probability of direct benefits, if any. Indicate clearly if no benefit is likely.

Suggested text: "Although you may not receive direct benefit from your participation, others may ultimately benefit from the knowledge obtained in this study." 
9. Costs to subject resulting from participation in the study
Indicate who will bear the costs of the study. Inform the subject of any financial burden on them or their insurance carrier, of the probability of nonpayment by their carrier, and of any costs above those of customary treatments (if applicable).  
10. Payments to subject for participation in the study
Provide information on financial benefits or reimbursement of expenses. Indicate on the consent document if full payment is given if the subject withdraws from participation in the research study. 

11. Confidentiality of records/data 
Include a statement describing the extent to which confidentiality of records identifying the subject will be maintained.
a) Describe the eventual disposition of identifiable information, tapes, questionnaires, etc.
b) Describe any legal duty to report abuse that might supersede confidentiality promises. (Usually only for research involving risky or illegal behavior.)
Suggested text: "You will not be identified in any reports on this study. Records will be kept confidential to the extent provided by federal, state, and local law. However, the Institutional Review Board, the sponsor of the study (i.e. NIH, FDA, etc.), or college and government officials responsible for monitoring this study may inspect these records."  or
“I/We will make our best effort to protect your statements and answers, so that no one will be able to connect them with you. These records will remain confidential.” Any personal information that could identify you will be removed or changed before files are shared with other researchers or results are made public.”  (If the study involves research on risky or illegal behaviors you should add) “Federal or state laws may require us to show information to college  or government officials [or sponsors], who are responsible for monitoring the safety of this study.” or
The information in this study will only be used in ways that will not reveal who you are. You will not be identified in any publication from this study or in any data files shared with other researchers. Your participation in this study is confidential.  
12. Management of Physical Injury (include only if applicable)
No written informed consent may include any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject's legal rights or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence. (You should consult the IRB administrator if you think this may be a problem in your study.)
Suggested text: "In the unlikely event of physical injury resulting from research procedures, the College will provide first aid medical treatment or emergency care. Additional medical care will be provided if the College determines that it is responsible to provide such treatment. By signing this form, you do not give up your right to seek additional compensation if you are harmed as a result of participation in this study."  This usually only applies to Kenyon students who are subjects. If you are using other subject groups, this will have to be reviewed by the college attorney. 
13. Availability of further information (include only if applicable)
Suggested text: "If significant new knowledge is obtained during the course of this research which may relate to your willingness to continue participation, you will be informed of this knowledge." 
14. Contact Information
The name, academic title, and telephone number of the investigator should appear on the consent form. If a researcher is a college student, the name and telephone number of the faculty advisor must also be provided. Do NOT give out your address.
15. Required IRB Contact Information
Include the following information in a separate paragraph after the principal investigator contact information:

Suggested text: "Should you have questions regarding your rights as a research participant, or  if you wish to verify that this is an approved Kenyon College  research study, please contact the Kenyon College Institutional Review Board, Bailey House, College Drive, Gambier, OH 43022, (740 427-5748)  email: peelle@kenyon.edu."
16. Voluntary nature of participation
Suggested text: "Your participation in this project is voluntary. Even after you sign the informed consent document, you may decide to leave the study at any time. (If there is a benefit for completing add:) without penalty or loss of benefits to which you may otherwise be entitled."
Additional text to include if applicable:  Survey Research
"You may skip or refuse to answer any survey question without affecting your study compensation or academic standing/record." 

17. Documentation of the consent (A copy signed by the investigator MUST be provided to the subject)
Suggested text: "One copy of this document will be kept together with the research records of this study. Also, you will be given a copy to keep."
You may also wish to insert language about additional copies that may be kept, if applicable.

18. Consent of the subject:
Suggested text: "I have read [or been informed] of the information given above. [Insert Name of Investigator or Designated Representative here] has offered to answer any questions I may have concerning the study. I hereby consent to participate in the study." 

NOTE: A signature of a parent or a guardian is required for a minor. A minor, in the State of Ohio, is a person under the age of 18 years. If the subject is a minor, or other protected group, subject assent must be sought and documented as well as the consent of the parent/s or legal guardian. “Passive Parental Consent” is not an acceptable consent plan. A NON-response can in no way be construed as "
consent.

ADULT SUBJECT OF RESEARCH 

_________________________________________
Printed Name                               Consenting signature 

 LEGAL REPRESENTATIVE (If Applicable) 

_________________________________________
Printed Name                                Consenting signature

Relationship to Subject: ____________________________________

DATE: ____________________________________

19. Audio/Video Recording of subjects, Photos (Include if applicable)
Include a statement that audio and/or video recording devices will be used, if applicable. You must also state what will be done with the recordings/pictures upon completion of the study (destroyed, erased, archived, kept for future studies, etc.). Please provide a separate line on the consent form for the subjects to agree to each audio/video session to be photographed or recorded. For example:

Please sign below if you are willing to have this interview recorded (specify audio or video). You may still participate in this study if you are not willing to have the interview recorded.
_________________________________________
Signature                               Date 
20. Signature of Primary Investigator or Trained Designee

In my judgment the participant is voluntarily and knowingly providing informed consent and possesses the legal capacity to give informed consent to participate in this research study

       Name of Investigator or Designee





Signature of Investigator or Designee



Date



 Guidelines for Preparing a Verbal Consent Script
The IRB may waive the requirement for the investigator to obtain a signed informed consent for some or all participants (45 CFR 46.117(c)) if the IRB finds either:
· That the only record linking the participant and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  NOTE: When the IRB waives the requirement for documentation under this condition, each participant must be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern. 45 CFR 46 117(c)(1); or 
· That the research presents no more than minimal risk or harm to the participants and involves no procedures for which written consent is normally required outside of the research context (45 CFR 46 117(c)(2) and 21 CFR 56.109(c)(1)).

A waiver of signed consent does not mean a waiver of a consent process altogether. Even exempt research must have a consent process.  In cases in which the documentation requirement is waived, the IRB may require the principal investigator to provide participants with a written statement regarding the research (45 CFR 46.117(c) and 21 CFR 56.109(d)).  When a Board approves a protocol and waives the requirements for obtaining a signed informed consent document, the meeting minutes must document that the IRB made the findings required in accordance with 45 CFR 46.117(c). Under the FDA regulations waivers in this category are allowed (21 CFR 56.109(c)(1)).

Verbal Scripts must address the: 
EIGHT BASIC ELEMENTS OF INFORMED CONSENT

1. A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental.

2. A description of any reasonably foreseeable risks or discomforts to the subjects.

3. A description of any benefits to the subject or to others which may reasonably be expected from the research. 

4. Disclosures of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject. 

5. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained. 

6. For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained. 

7. An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and who to contact in case of a research related injury to the subject. 

8. A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

Additional Consent Elements: When appropriate these additional elements may apply:

a) Pregnancy Risks

A statement that addresses whether a particular treatment or procedure may involve risks which are currently unforeseeable to the subject, or to the embryo or fetus, if the subject is or becomes pregnant.

b) Termination of Participation

Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subjects consent.

c) Costs

Any additional costs to the subjects that may result from participation in the research.

d) Consequences of Withdrawal

The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.

e) New findings will be given to Subjects

A statement that significant new findings developed during the course of the research which may relate to the subjects willingness to continue participation will be provided to the subject.

f) Number of Participants

The approximate number of participants involved.

Verbal Consent for a Class Project 
Information to Include in a Verbal Consent for Class Projects 

When information is collected for a class project that does not meet the definition of "research" (as defined by the federal regulations) it is still important to "inform" the people you talk with about your class project. Make sure you tell them: 

1. Who you are -- introduce yourself! (This may not always be necessary, as many students enlist the help of friends or family to collect data for a class project.)

2. It is a class project. 

3. What they will be asked to do. ("I would like to ask you some questions about why you chose to attend Kenyon College. If there are any questions you don't want to answer, it is fine to skip them".)
4. How long the interview, survey, etc., may take to complete. 

5. What will happen to the information you collect ("The information will be used to write my paper for the class, and I will give a presentation in class. All of my notes, surveys, etc., will be destroyed when the project is completed.") 

6. If they will not be identified: examples: "I will not write your name on my notes"; "Do not write your name on the survey;" "I will not use your name in my paper."

7. That they may contact you if they have any questions (provide phone number/email).  

8. Ask if they understand the information

9. Ask if they agree to participate.

You may want to have an information sheet to hand to them with all of the above information on it even though they will not sign it.
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