Checklist: Written Informed Consent
(Rev. 03/13)

This checklist is for your personal use.

A complete application for expedited or full review typically requires that you submit a sample of the consent form you intend to provide participants in your research in order to obtain their written informed consent.  The consent form must meet the two conditions:

 FORMCHECKBOX 

Understanding the language used in the consent form does not require comprehension beyond an eighth-grade level for adults, and it is written in a way that requires age-appropriate comprehension for children;

 FORMCHECKBOX 

No part of the consent form requests, or seems to request, the participant (or their representative) to waive any legal rights or release the investigator, the sponsor, the institution or its agents from liability for negligence.

Additionally, the consent form must contain the following components:


 FORMCHECKBOX 

A statement that your study involves research.
 FORMCHECKBOX 

An explanation of the purpose of your research.
 FORMCHECKBOX 

A statement about the expected duration of the person's participation.

 FORMCHECKBOX 

A description of how the study will obtain information from the participant.

 FORMCHECKBOX 

An indication of which procedures in the study, if any, are experimental.

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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

 FORMCHECKBOX 

An indication of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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

 FORMCHECKBOX 

A statement of whom the participant may contact for answers to pertinent questions about the research and research participant's rights, and, if applicable, whom the participant may contact in the event of a research-related injury to the participant. 

- This statement should include the investigator's name, email address, and phone number and the name, email address, and phone number of the IRB Chair (Dr. Pam O’Neal, IRB Chair, <irb@uah.edu>, 256.824.6101).

 FORMCHECKBOX 

For research that involves more than minimal risk, an explanation of whether compensation and/or medical treatments are available to the participant if injury occurs and, if so, what the compensation or medical treatment includes and/or where the participant may obtain more information.
When applicable, the consent form must also contain the following elements:

 FORMCHECKBOX 

A statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant) which are currently unforeseeable.
 FORMCHECKBOX 

A description of the anticipated circumstances under which participation may be terminated by the investigator without regard to the participant's consent.
 FORMCHECKBOX 

An indication of any additional costs to the participant that may result from participation in the research.
 FORMCHECKBOX 

An indication of the consequences of a participant's decision to withdraw from the research and procedures for orderly termination of participation by the participant.
 FORMCHECKBOX 

A statement that significant new findings developed during the course of the research which may relate to the participant's willingness to continue participation will be provided to the participant.
 FORMCHECKBOX 

A statement of the approximate number of participants involved in the study.
Do not submit this checklist as part of your application.

You must make available to whoever provides the written informed consent a copy of the informed consent form.

Note:  Research that is exempt from review does not require informed consent, but consent still may be obtained if you are gathering data by survey.
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