REQUIRED BASIC ELEMENTS OF AN INFORMED CONSENT

The informed consent document is a written summary of the information that should be provided to the subject.  Many clinical investigators use the consent document as a guide for the verbal explanation of the study.  The IRB should review a sample consent form, individualized for each study, to ensure that the consent document in its entirety contains all of the requirements set forth in the federal regulations.  The Food and Drug Administration (FDA) requirements for informed consent are the minimum basic elements of informed consent that must be presented to a research subject.  An IRB may require inclusion of any additional information that it considers important to the subject’s decision to participate in the research study.  The following is a sample informed consent checklist that satisfies the Department of Health and Human Services (DHHS) and FDA requirements.

Are the eight basic elements of informed consent incorporated?  ____Yes  ____ No

Are the six additional elements of informed consent incorporated where appropriate?

     ____ Yes   ____ No

Will the consent document be understandable to an individual with a 6th grade education?

     ____ Yes   ____ No

Has the PI requested a modification in the consent process (Waiver of Informed Consent)?

     ____ Yes   ____ No

Eight Required Basic Elements of Informed Consent

· 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.


· Description of any reasonably foreseeable risks and discomforts to the subject.


· Description of any benefits to the subject (direct benefits) or to others (indirect benefits to others with similar health problems or to society at large) to be reasonably expected from the research.


· Disclosure of any appropriate alternative procedures or courses of treatment that might be advantageous for the subject.


· Statement describing the extent to which confidentiality of records identifying the subject will be maintained, including appropriate HIPAA language, and noting the possibility that the FDA may inspect the records.


· For research involving more than minimal risk, an explanation as to whether any compensation or medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.

· An explanation as to whom to contact for answers to pertinent questions about the research and the research subject’s rights.


· Statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.



Six Additional Elements of Informed Consent

· Statement of unforeseen risks statement (if applicable).  For example, 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.


· Reasons for involuntary termination of participation (if applicable).


· Additional costs to the subject to participate in the research (if any).


· The consequences of withdrawal from the research (adverse health/welfare effects, if any).


· Statement that significant new findings developed during the course of the research that may relate to the subject’s willingness to continue to participate will be provided to the subject (if applicable).


· Number of subjects involved in the study (if it may have an impact on the decision to participate).

Additional Informative Elements If Applicable

· Payments (incentives and/or expense reimbursements, if any).


· Disclosure of financial interests of investigator(s), institution, or IRB members.

