[bookmark: _gncqb77fyqav]Consent Elements Checklist:
☐  Statement of Research
☐  Purpose of Research
☐  Study Procedures and Duration
☐  Risks and Discomforts
☐  Benefits to the Subject and Society
☐  Confidentiality
☐  Subjects’ Rights Contact information
☐  Injury Contact Information
☐  Voluntariness
☐  Right to Decline to Participate
☐  Right to Discontinue Participation
☐  Future Data Use Statement
☐  Experimental Procedures (if applicable)
☐  Alternatives to Participation (if applicable)

	Explanation:
[bookmark: _GoBack]This document contains the basic elements of informed consent required for all non-exempt human subjects research as outlined under 45 CFR 56.116(b). Studies that are more than minimal risk must use the informed consent template which includes additional elements for those studies. Minimal risk studies are also encouraged to use the informed consent template as it contains additional language that the IRB may request for these studies. This checklist is designed to help researchers ensure that all the basic elements of informed consent are present. 
Instructions for Using this Guidance Document:
The information in blue is taken directly from the Common Rule (45 CFR 46). The information underlined in blue in each quotation is that which the provided examples address. Beneath the blue quotation will be a handful of examples of how to include the requested information in your consent form. Links to additional guidance documents along with other important information (i.e. anything prefaced with Please Note) will be listed below the provided examples. Please make sure to read this information carefully.




[bookmark: _kqcllm6cwj96]Basic Elements of Consent Guidance:

☐  Statement of Research
“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 that are experimental;” 45 CFR 46.116(b)(1)

· Examples:
· You are being invited to participate in a research study. 
· You are invited to participate in experimental research.

Please note: This statement should be the first sentence of the consent process. 


☐  Purpose of Research
“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 that are experimental;” 45 CFR 46.116(b)(1)

· Examples:
· The purpose of this research is to assess whether regular exercise affects the perceived stress level of college students.
· We are asking you to take part in this study because we want to learn more about the public health concerns of people in your community.

Please note: If the validity of your research requires that participants not know the true purpose of the study before participation, you must apply for a waiver of elements of consent in your IRB application. Any information that is not presented in the informed consent should be provided in a debriefing at the end of the study.


☐   Study Procedures and Duration of Participation
“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 that are experimental;”  45 CFR 46.116(b)(1)

· Examples:
· This study consists of a survey that will take approximately 30 minutes to complete. Some of the more sensitive things you will be asked include questions about your experience with abusive relationships.
· This study involves four study visits over the course of two months. Each visit will last approximately one hour, during which time we will draw your blood, measure your body composition, and ask you to complete some brief surveys. Between visits, you will be asked to wear a wrist monitor when you sleep. The experimental procedures involved in this study include the random assignment to an experimental condition. 

Suggested wording for a variety of common social/behavioral and biomedical research procedures can be found here.  

Please note: in addition to providing a brief description of procedures, the Office of Research Protections recommends that you also include a procedures section in your consent process that provides more detailed information about the study procedures. Please see the guidance document linked above for examples of what should be included in this section.

[bookmark: _5tet1vri9pr0]
☐  Risks and Discomforts 
“A description of any reasonably foreseeable risks or discomforts to the subject;” 45 CFR 46.116(b)(2) 

· Examples:
· You may find some of the questions we ask to be upsetting or stressful. Please remember that you do not have to answer any questions that you do not feel comfortable answering. Another risk of participation is a breach of confidentiality. This occurs when private information you share with the research team is seen by or made accessible to people who do not have permission to see your data.
· Although the blood draws will be conducted by trained personnel, there are still risks and discomforts associated with this procedure. These include: discomfort at the injection site (feeling of a pinch when the needle enters your skin), minor bruising or bleeding, feeling lightheaded or fainting, infection, or development of a blood clot. 

Suggested risk language for a variety of common social/behavioral and biomedical research procedures can be found at  here.  

Please note: risks should be listed for each procedure performed. If applicable, please list the procedures that will be put in place to mitigate these risks.

[bookmark: _q28c17apu1ka]
[bookmark: _w8grqvljymu6]Benefits to subject and society
 “A description of any benefits to the subject or to others that may reasonably be expected from the research;” 45 CFR 46.116(b)(3)

· Examples:
· Although you may experience a change in your asthma symptoms over the course of this study, you are not expected to directly benefit from participation. The results of this study will benefit society by informing healthcare workers about the effect of regular exercise on the lung capacity of people with asthma. 
· Although you will not personally benefit from participating in this study, the results of this study will contribute to the research literature on driving behavior, which could lead to safer roads in the future.


[bookmark: _p9edq3l48l7t]
☐  Confidentiality
“A statement describing the extent, if any, to which confidentiality of records identifying the
subject will be maintained;” 45 CFR 46.116(b)(5)

· Examples:
· To ensure that your information is kept confidential, identification numbers but not names will be used on study documents. We will maintain a key that links your name to your subject number. This key will be kept in a locked cabinet with the consent forms, separate from all other study documents. After all participants have finished the study, we will destroy the key that links your name to your subject number.
· We will save an encrypted version of the video recording of your interview on a password-protected computer. After the research team has transcribed the interview and performed all needed analyses using the video, we will permanently delete this video recording. No identifying information will be included in the transcript.
· We will not collect identifiable data--such as names, email addresses, and birthdates--as part of this study. 
· We will keep your data [with/without] identifiers indefinitely. 


If FDA Regulated: “A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained and that notes the possibility that the Food and Drug Administration may inspect the records.” 21 CFR 50.25(a)(5)

· Example:
· Government or university staff sometimes review studies such as this one to make sure they are being done safely and legally.  If a review of this study takes place, your records may be examined.  The U.S. Food and Drug Administration (FDA) reserves the right to review study data that may contain identifying information.



☐  Subjects’ Rights Contact
“An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject;” 45 CFR 46.116(b)(7);

· Please state:
· If you have questions about the research, please contact the principal investigator (provide name) at (provide contact information). If you have concerns about your rights as someone taking part in research, please contact the Office of Research Protections at Appalachian State University at 828-262-4060 or at irb@appstate.edu. 


[bookmark: _qia5hwf6a8jd]
☐  Injury Contact
“An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject;” 45 CFR 46.116(b)(7);

· Examples:
·  If you feel that you have been harmed by this research, please contact the Principal Investigator (phone number) or the Faculty Advisor (phone number) using the contact information listed at the top of the consent form.
· If you get hurt or sick when you are not at the research site, you should call your doctor or call 911 in an emergency.  If your illness or injury could be related to the research, tell the doctors or emergency room staff about the research study, the name of the Principal Investigator, and provide a copy of this consent form if possible. Call or email the principal investigator [name and contact information]. They need to know if you are hurt or ill. 
[bookmark: _vpubnelef8d8]
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☐  Voluntariness
“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;” 45 CFR 46116(b)(8); 21 CFR 50.25(a)(8)

· Examples
· Participation in this study is voluntary. 
· Your participation in this research is completely voluntary.
· Participation is voluntary, which means it is your choice whether or not you participate in this research. 


[bookmark: _2m4ye8703npi]
☐  Right to Decline to Participate
“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;” 45 CFR 46116(b)(8); 21 CFR 50.25(a)(8)

· Examples:
· You will not lose any benefits or rights you would normally have if you choose not to participate in the study.
· Choosing not to participate in this study will not affect your grade or employability, and you will not lose any benefits you are entitled to as a student or employee at Appalachian State.


[bookmark: _1b0n4k9c0jgk]
☐  Discontinuation statement
“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;” 45 CFR 46116(b)(8); 21 CFR 50.25(a)(8)

· Examples:
·  If you decide to participate, you are free to withdraw your consent and discontinue participation at any time. You have the right to leave this study at any time without penalty or loss of benefits to which you are otherwise entitled.
· Even if you agree to participate, you can change your mind at any time and leave the study. You have the right to leave the study at any time without any effect on your grade or on your treatment in class.
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☐  Future Data Use Statement
“One of the following statements about any research that involves the collection of identifiable
private information or identifiable biospecimens:”
i. “A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative;” or
ii. “A statement that the subject’s information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.”

· Examples:
· Your de-identified data may be shared for other researchers to use in unknown future research without the need for additional informed consent. De-identified means that your responses will not contain your name or any other information that might disclose who you are. 
· Your data will not be used for purposes other than those described in this consent form. We will not distribute your data outside the research team, even after all identifying information is removed.


[bookmark: _e7la4neamp9u]
☐  Alternatives to Participation (may not be applicable to all studies) 
“A disclosure of appropriate alternative procedures or courses of treatment, if any, that might
be advantageous to the subject” 45 CFR 46.116(b)(4);

· Examples:
· You may still access the therapy services provided at this clinic without participating in the research study.
· There are other research options and non-research options for obtaining extra credit or ELC's.  One non-research option to receive 1 ELC is to read an article and write a 1-2 page paper summarizing the article and your reaction to the article.  More information about this option can be found at: psych.appstate.edu/research. You may also wish to consult your professor to see if other non-research options are available.
· If you do not participate in school activities in this research, can still attend the class as you normally would, but you will not receive text messages with daily quizzes on course content.



[bookmark: _i7soyb81kqxn]Additional IRB Requirements

Please Note: This checklist only includes the most basic elements of consent, which are required of all studies unless explicitly waived. The Office of Research Protections and the IRB may request that you include additional consent elements not specified in this checklist.
