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Objective:
To describe the process for evaluating a consent form that is submitted to the Carilion IRB (IRB) as part of a complete research submission. For submissions of National Cancer Institute (NCI) studies or Western IRB studies, please see §3.2 and §3.3 respectively.
General Description:
All informed consent documents must include basic elements as required by 21 CFR 50.25(a). In addition, the Carilion IRB requires local additions to its consent forms. The IRB staff must be aware of all elements required for a consent form. This guideline will help outline the duties required of the IRB administrative staff when evaluating a consent form.

Procedure:
When a consent form is received as part of a research submission, it must be thoroughly read in order to verify that the basic elements as required by 21 CFR 50.25(a) are in place. These elements include:

· A statement that the study involves research, an explanation of the purpose 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 which are experimental
· A description of any reasonable foreseeable risks or discomforts to the subject
· A description of any benefits to the subject or to others which may be reasonable be expected from participating in the research
· A disclosure of any alternative procedures or courses of treatment that may be advantageous to the subject
· A statement describing the extent, if any, to which confidentiality of records which identify the subject will be maintained and that notes the possibility that the Food and Drug Administration (FDA) may inspect the records
· For research involving more than minimal risk, an explanation as to whether any compensation and/or medical treatment will be provided in case of an injury and, if so, what it consists of, or where further information may be obtained
· An explanation of whom to contact if the subject has questions regarding research and subjects’ rights, and whom to contact in the event of a research-related injury
· A statement that participation is voluntary and that withdrawal or refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled 
The Carilion IRB requires the following local elements be added to consent forms:

· Investigator letterhead at the top of the first page
· A statement describing the difference between the role of physician as researcher versus the role of physician as personal doctor
· A statement identifying the sponsor of the research
· A statement identifying the number of subjects expected to enroll locally
· A statement disclosing the financial interests of the principal investigator
· The pre-written paragraph regarding the IRB survey
Spelling, grammar, sentence structure, and page layout must be assessed for correctness and ease of reading. Twelve-point font is required. An eighth-grade reading level is recommended for all consent forms.
In addition, other elements may be appropriate for the consent form, depending on the type of study and level of risks to subjects. The IRB staff must determine if these elements are necessary:

· A statement that the research treatment or procedure my involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable
· Anticipated circumstances when a subject’s participation may be terminated by the investigator without regard to the subject’s consent
· Any additional costs to the subject that may result from being in the research
· The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation
· A statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue in the study will be provided to the subject
· The approximate number of subjects involved in the study 

If the IRB staff determines that changes to the consent are needed, the staff will clearly mark the changes on the consent form in order to communicate the revisions back to the researcher. Electronic consent forms may be requested from the researcher and changes may be highlighted and returned electronically. 

Changes should be communicated to the researcher within three days of receipt of the research submission. Once the revised consent form is re-submitted, all requested changes must be verified. 
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