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Checklist C100: Elements of Informed Consent

Elements of Informed Consent (45 CFR §46.116) 

If you choose to create your own consent forms you MUST provide the following information:

· A statement that the study involves research 

· The purpose(s) of the research 

· The expected duration of the subject's participation 

· The procedures to be followed 

· Identification of any procedures that are experimental 

· Any reasonably foreseeable risks or discomforts to the subject 

· Any reasonably expected benefits to the subject or to others 

· Any appropriate alternative procedures or courses of treatment 

· The extent, if any, to which confidentiality of identifiable records will be maintained
· Specify the entity(ies) which would potentially have access to research files
· For research involving more than minimal risk: 

· An explanation as to whether any compensation is available if injury occurs 

· An explanation as to whether any medical treatments are available if injury occurs 

· If compensation and/or treatment is available: what comprises that compensation and/or treatment, or where further information may be obtained

· Contact information for answers to pertinent questions about the research and research subjects’ rights  

· Contact information in the event of a research-related injury to the subject 

· A statement that: 

· Participation is voluntary 

· Refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled 

· The subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled 

If applicable, the following information also should be included in the consent form:

· 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) which are currently unforeseeable 

· Under what circumstances the subject's participation may be stopped by the investigator 

· Any additional costs to the subject from participating in the research 

· The consequences of a subject's decision to withdraw from the research 

· The procedures for orderly withdrawal of participation by the subject 

· Assurance that significant new findings during the course of the research which may relate to the subject’s willingness to continue participation will be provided 

· The approximate number of subjects involved in the study 

Regardless of the consent template used, the following guidelines MUST be followed when submitting a consent form for University of Arizona IRB approval:

· Consent forms must be in a language understandable to the subject 

· Should be written at a 6th to 8th grade level, or an appropriate reading level

· Version dated to ensure that you use the most recent version approved by the IRB

· In Microsoft Word format (.doc or .docx) so that an electronic stamp can be applied.  Do not submit PDF versions

· Include all required elements of informed consent, and if applicable, all the additional elements of informed consent.
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