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Federal requirements for informed consent are described in 45 CFR §46.116, General Requirements for Informed Consent. Unless consent requirements are waived or altered by the IRB, all participants must give fully informed and written consent to participate. Requirements for alteration or waivers of consent are described below. 

When composing your consent procedures and forms, please consider the following.

· Informed consent means that subjects must understand the research project, what they are being asked to do, any risks that might be involved, how their data will be collected, used and protected, and any other information that a reasonable person would want to have before deciding whether to participate. Consent must be given freely with no coercion.

· Each consent form should include information that is useful to participants in your project. Although 45 CFR §46.116 specifies required elements of consent, there is no “one size fits all” or default consent form suitable for all projects. Consent form requirements are described in the section below. Consent form templates for different types of projects are available on the IRB website.

Documentation of Consent
Each consent procedure must describe how subjects will provide their consent. Informed consent is usually documented via a written informed consent form signed (including in an electronic format) by the subject or the subject's legally authorized representative. A written copy is given to the person signing the form. 

· The IRB may waive or alter written consent requirements under certain conditions (see Waiver or Alteration of Consent below). If approved by the IRB subject to 45 CFR §46.116 and 117, other approaches may sometimes be used to obtain and document consent. For example, 

· For online consent forms, subjects may check a box or provide an electronic signature to indicate consent. 
· Oral consent is sometimes preferable as a means of safeguarding the subject’s rights, safety, and privacy. Oral consent may be provided via a recorded statement, or documented using a formal process (e.g., the interviewer may sign and date a form indicating that they have obtained oral consent). 
· For some types of minimal risk mail-in instruments, instructions to respondents may indicate that voluntarily sending back, e.g., the survey, indicates their consent to participate.
· In some cases, subjects can sign a short form stating that the elements of informed consent were presented orally to them (see 45 CFR 117 (b)(2)).


· The IRB may also waive the requirement for the investigator to obtain a signed informed consent form under any of the following circumstances:

· That the only record linking the subject and the research would be the informed consent form and the principal risk would be potential harm resulting from a breach of confidentiality,
· That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context; or
· If the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained.

· Information on the content of consent forms is provided below, under Consent Form Content.

· The Clark logo should appear on written consent forms. 

· Written consent forms should provide a line for the participant’s printed name.

· A separate consent form must be provided for each type of research (focus groups, interviews, experiments) and in some cases, for each type of interview subject (minors versus adults, members of vulnerable populations vs. professionals who work with them, etc.)  

· Subjects must be given the opportunity to retain a copy of the consent form (or other document describing consent information) and instructed how to do so. For example, consent statements on web surveys can recommend that respondents print a copy of the consent page or provide an opportunity to download a pdf.

· For written consent forms, the IRB will provide you with a copy of the form stamped with the approval date. A copy of this stamped consent form should be offered to each person who consents to participate.

· A separate statement of Assent must be provided for participants ages 7 through 17 (separate consent form must be addressed to parents/guardians in this circumstance). The assent form should be written to suit the language level of the child and should provide all primary consent information applicable to the child’s age level.

Waiver or Alteration of Consent
For research that is no more than minimal risk the IRB may approve a request to waive or alter of some or all required elements of informed consent. Waivers or alterations are permissible under specific circumstances described in CFR §46.116.  Waivers of informed consent are primarily requested for projects involving the secondary analysis of existing data, in projects involving deception, or in projects that could not otherwise be conducted.  

To waive in total or to alter informed consent elements, the IRB must determine that:

· The research involves no more than minimal risk,
· The research could not practicably be carried out without the requested waiver or alteration,
· If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format,
· The waiver or alteration will not adversely affect the rights and welfare of the subjects, and
· Whenever appropriate, the subjects or legally authorized representatives will be provided with additional pertinent information after participation (i.e., debriefing is provided).

In addition, under §46.104, certain types of minimal risk activities may be deemed Exempt, and hence not subject to the full written consent requirements of 45 CFR 46. 

Consent Form Content
Consent forms (or statements) must provide information that a reasonable person would want to have in order to make an informed decision about whether to participate. Consent forms should be written in language that is appropriate to those who will be giving consent. Overly complex or jargon-laden language that is confusing to those signing the consent form is unhelpful and can prevent research subjects from being able to provide meaningful consent.  If you will be conducting research in a language other than English, then a translated version of the form in that language must also be provided.
Consent forms must include, at a minimum:
1. Name(s) of Researcher(s) and relevant contact information. This will typically include email address(es) and phone number(s) - include international dialing codes where appropriate.
a. For student proposals, the advisor’s name, title, and department, email address(es), phone number(s).
2. Reference to your affiliation with Clark University.
3. A statement that the study involves research an explanation of the purposes of the research.
4. A description of the procedures to be followed, including any experimental procedures.[footnoteRef:1] [1:  This should include explanations of methods that may be unfamiliar to participants. As an example, for focus groups, this description should include an explanation of how a focus group works (the number and composition of participants), and that it is an informal, moderated discussion of a topic of interest.] 

a. A description of what the subject is being asked to do (e.g., participate in an interview) along with other relevant information. This description should be sufficient for subjects to understand what will occur if they consent to participate.
b. A description of all relevant procedures to be used, data to collected, experiments conducted, etc.
c. A description of how data will be collected, including an explanation of whether audio recording, video recording or photographs will be used (if applicable).
d. The expected duration of the subject's participation.
5. Key information relevant to why one might or might not want to participate. This must include, at a minimum:
a. A description of any reasonably foreseeable risks or discomforts to the subject.
b. A description of any benefits to the subject or to others that may reasonably be expected from the research.
c. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject (this is typically not applicable to social and behavioral research at Clark).
d. 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. This includes a description of any available psychological or medical counseling or treatment if distress, injury, or trauma occurs.
6. A statement describing the extent, if any, to which confidentiality (or alternatively, anonymity) of records identifying the subject will be maintained, and primary procedures to ensure confidentiality, including measures for data storage and security.[footnoteRef:2] Relevant information includes but is not necessarily limited to: [2:  Confidentiality (or alternatively, anonymity) should be maintained in all research unless there is a clear research or educational purpose for using non-confidential data. If non-confidential data are proposed, your IRB application must state the research or education purpose for requesting the use of non-confidential data.] 

a. For confidential or anonymous data, include a statement that the data will not contain names or any other information allowing identification of individual participants; participants will be identified by code number or random pseudonyms only.
b. For focus groups or other research involving group interactions, include a statement that there is an inherent risk of violation of confidentiality.  
c. When Skype or similar technologies are used for interviews, there will be a provision for ensuring that the user name will not be associated with the data. 
d. Statement that when photographs or videos are used, researchers cannot guarantee confidentiality of participant data. When recording interventions via Skype or similar technologies, the consent form should indicate whether only the audio portion (or both video and audio) will be retained.
e. If data are NOT confidential, this must be stated clearly, along with any associated risks or ramifications.
f. If data recording methods such as audio recording, photographs and video recording that might jeopardize confidentiality are to be used, the consent form must describe this explicitly and request consent for these methods to be used.
g. If subjects will be given the opportunity to voluntarily waive confidentiality, the consent form or statement must describe this (along with any risks and ramifications) and provide a means for subjects to indicate their agreement to such a waiver.
7. 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 (or withdraw) at any time without penalty or loss of benefits to which the subject is otherwise entitled.
8. An explanation of whom to contact for answers to questions about the research project (usually the primary researcher).
9. A statement of what is to be done to provide consent—for example signing the form (most common), clicking a button to continue with a survey, choosing to return a voluntary mail survey, etc.  An example would be “By signing below, I verify that I have read this consent form and agree to participate in this interview.”
a. If the subject is agreeing to be audio or video recorded, this must be made explicit in the consent statement. An example would be “By signing below, I verify that I have read this consent form, agree to participate in this audio-taped interview.”
10. The statement: “This study has been approved by the Clark Committee for the Rights of Human Participants in Research and Training Programs (IRB). Any questions about human rights issues should be directed to the IRB Chair, Robert Johnston (508) 751-4619.”
The following additional consent form requirements apply to some types of research:
11. For minimal risk activities that qualify for Exempt status under 45 CFR 46.104, the following consent items are not always required (but may be included).[footnoteRef:3] Consent forms for all other research must include the following.  [3:  This includes minimal risk social and behavioral research studies involving confidential or anonymous data (e.g. a confidential survey), or that address only benign (non-sensitive) topics.] 

a. A brief description of how the data will be stored and secured, and who will have access to the data. This can be as simple as “The data will be stored on secure computers at Clark [and any other institutions] and will only be accessible to the researchers conducting this study at [identify relevant institutions].” You do NOT need to include minutia such as that the data will be stored in locked filing cabinets in a particular professor’s office.
b. A description of whether and how data may be shared with others and whether the data will be de-identified to remove any identifiers. An example of such as statement would be “De-identified (confidential) data from this study may be shared with other researchers, posted on data repositories or used for future research without additional consent from you. To protect your confidentiality, we will remove or code any personal information that could identify you before files are shared or posted”
c. The length of time that the data will be kept (or indefinitely). Note that federal regulations mandate that research records be kept for at least three years.
d. For research involving the physical movement or transmission of data where disclosure might place subjects at risk, an explanation of how the data will be protected or secured in transit (e.g., on an encrypted and password-protected laptop or USB drive). 
12. The following additional elements of informed consent, when appropriate, must also be provided. Most of these are not often applicable to research at Clark but may apply to some studies.
a. A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) that are currently unforeseeable,
b. Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's or the legally authorized representative's consent,
c. Any additional costs to the subject that may result from participation in the research,
d. The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject,
e. A statement that significant new findings developed during the course of the research that may relate to the subject's willingness to continue participation will be provided to the subject,
f. The approximate number of subjects involved in the study,
g. A statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit,
h. A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions, and
i. 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).
Consent Form Templates
Illustrative templates for different types of consent forms may be found on the IRB website.
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