EXCERPTS FROM ORCA MATERIALS FOR ORCA INFORMATION LETTER #44

Excerpts from ORCA Human Subjects IRB Best Practices Guide

Chapter 11: Required Elements of Informed Consent

One overarching requirement of research involving human subjects is that investigators must obtain the informed consent of prospective subjects before they can be included in research.  Informed consent presumes two simultaneous concepts: informed decision-making and voluntary participation.  Prospective subjects must be given sufficient information about the research and its risks and benefits to reach an informed decision as to whether they will voluntarily participate.

To ensure an effective informed consent process, Department of Veterans Affairs (VA) regulations at 38 CFR 16.116(a), the Common Rule, and Food and Drug Administration (FDA) regulations mandate the inclusion of eight basic informed consent elements.  Six additional elements may be required, depending on the nature of the research (38 CFR 16.116(b)).  The IRB may require any or all of the six additional elements depending on the nature of the research.

The informed consent templates included in Appendix IV are based on VA Form 10-1086, VA Research Consent Form, which must be used (M-3, Part 1, Chapter 9, Appendix 9C (2)(b)) and provide specific guidance on how these should be worded and ordered. 

a. Research Statement (Required Element #1).  Informed consent information must include the following:

(1) A statement that the study involves research.

(2) An explanation of the purposes of the research.

(3) An explanation of the expected duration of subjects’ participation.

(4) A description of what procedures will be followed.

(5) Identification of any procedures that are experimental.

If the treating physician is also the research investigator, some subjects may not realize they are participating in research, but believe they are just being treated for their condition.  By specifying the purpose of the research and describing experimental procedures, it is intended that subjects will be able to recognize the difference between research and treatment.

b. Reasonably Foreseeable Risks or Discomforts (Required Element #2). Informed consent information must describe any reasonably foreseeable risks or discomforts associated with the research.  Risks should be listed in descending order of probability and magnitude (risk of death (even if remote) before risks associated with blood draw, for example).

c. Reasonably Expected Benefits to Subjects or Others (Required Element #3).  Informed consent information must describe any benefits to subjects or to others that may reasonably be expected from the research.  However, care must be taken not to overstate the benefits and create an undue influence on subjects.  Payment for subject’s participation in a research project is not to be considered as a benefit of the research. 

d. Appropriate Alternatives (Required Element #4).  Informed consent information must include a disclosure of any appropriate alternative procedures or courses of treatment that may be advantageous to the subject.  Enough detail must be presented so that the subject can understand and appreciate the nature of any alternatives.  It is not sufficient simply to state, “the doctor will discuss alternatives to participating.”  

e. Extent of Confidentiality (Required Element #5).  Informed consent information must describe the extent to which confidentiality of records identifying the subject will be maintained (or not maintained).  Research often poses the risk of loss of confidentiality to subjects who participate.  Many persons who would not otherwise have access to identifiable, private information about the subject may be involved in the research process. Consent information should describe any procedures that the research team will use to protect subjects’ private records.  In some research, loss of privacy may be the greatest risk of participation.

The following statement is required for FDA-regulated research:

Because this research involves articles regulated by the Food and Drug Administration (FDA), the FDA may choose to inspect and copy medical or research records that identifies individual research subjects.

A comparable statement is recommended for any research that is subject to audit or inspection by any funding agency or sponsor.

f. Compensation or Treatment for Injury (Required Element #6).  Informed consent information for research involving more than minimal risk must include explanations regarding:

(1) Whether any compensation is available if injury occurs.

(2) In accordance with Federal law, a statement that veteran-subjects shall receive medical care and treatment for injuries suffered as a result of participating in a VA research program. And whether any medical treatments are available if injury occurs.

(3) A description of any such compensation or treatments or where more information about them is available.

(4) A description of any applicable state law.

g. Contact Information (Required Element #7).  Informed consent information must include details, including telephone numbers, about whom to contact for three specific situations:

(1) For answers to questions about the research.  The principal investigator and other members of the research team are appropriate contacts for this information.

(2) For answers to questions about subjects’ rights.  The IRB Office, Ombuds Office, or Patient Advocate Office are appropriate contacts for this information.

(3) In the event of a research-related injury occurs.  Depending upon the nature of the research, the research team, the emergency services department, or the risk management office may serve as appropriate contacts for this information.

h. Voluntary Participation Statement (Required Element #8).  It is particularly important in the VA context for subjects and prospective subjects to understand and have complete confidence that failure to participate will not jeopardize their VA-provided care.  Informed consent information must contain clear statements of the following:

(1) Participation in the research is voluntary.

(2) Refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.

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

(1) Approximate Number of Subjects.  For certain types of research, the informed consent information should disclose the approximate number of subjects to be enrolled.

NOTE:  Refer back to Chapter 11 for a discussion of the other elements of informed consent that may be required by the IRB
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9.
Required Elements of Informed Consent (38 CFR 116; M-3, Part 1, Chapter 9.11.b.2.a and Appendix 9C(2)).  A major requirement of research involving human subjects is that investigators must obtain the informed consent of prospective subjects before they can be included in research. Informed consent presumes two simultaneous concepts: informed decision-making and voluntary participation. Prospective subjects must be given sufficient information about the research and its risks and benefits to reach an informed decision as to whether they will voluntarily participate.

The informed consent template(s) included in the Appendix provides guidance on the wording and order.  The VA Form 10-1086, VA Research Consent Form, must be used.  (Note: Specify the required eight elements and the additional six elements of informed consent, additional VA-specific information, and specific requirements for FDA-regulated research.  Specify the procedures for documenting informed consent; compensation to subjects for participation; for injury, and provisions for protection of privacy.  Refer to Chapter 11 of the Guide.
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