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Checklist C100: 


Elements of Informed Consent

General Requirements for Informed Consent: 45 CFR §46.116
In seeking informed consent, the following basic elements of informed consent shall be provided to each subject or the legally authorized representative: 

☐ 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
☐ Include the FDA as an entity for FDA-regulated research 
☐ 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 
☐ One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:

☐  A statement that identifiers will or will not [choose one] 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, if this might be a possibility; OR
☐ 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.
In seeking informed consent, the following additional elements of informed consent shall also be provided to each subject or the legally authorized representative as applicable: 

☐A ‘Summary of Research’ when the consent form is greater than 4 pages long, which should include: 

☐ The purpose and expected duration

☐  Major requirements of the study

☐ The most important risks and/or benefits

☐ Other alternatives to participating, if appropriate

☐ Time commitment

☐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 
☐ 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
☐ A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions
☐ 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).
☐ When seeking informed consent for applicable clinical trials, as defined in 42 U.S.C. 282(j)(1)(A), the following statement shall be provided to each clinical trial subject in informed consent documents and processes: "A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time."
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 

☐ Consent forms must be written at a 6th to 8th grade level, or an appropriate reading level

☐ Consent forms must have version dates to ensure that you use the most recent version approved by the IRB

☐ Consent forms must be submitted in Microsoft Word format (.doc or .docx) so that an electronic stamp can be applied. Do not submit PDF versions for review. 
☐ Consent forms must include all required elements of informed consent, and if applicable, all the additional elements of informed consent.
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