[image: image1.wmf]Institutional Review Board

Office of Research Integrity | Oregon State University

B308 Kerr Administration Building, Corvallis, OR 97331-2140

Telephone (541) 737-8008
irb@oregonstate.edu | http://research.oregonstate.edu/irb

When to use verbal or alternative consent process
The purpose of these instructions is to assist investigators in creating a verbal consent guide or alternative consent document.
For non-exempt research, an IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects if it finds either:
1. That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or
2. That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.
In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.  Under some circumstances, a verbal consent process may be more appropriate.  In either case, the investigator must carefully document the process of obtaining informed consent from each subject.
Examples of studies that may be eligible for a waiver of documentation include, but are not limited to: Surveys (mailed, in person, or online), interviews (via telephone or in person), educational tests, focus groups, and ethnographic fieldwork.
If your study is not exempt, be sure to check the “waiver of documentation” box on the IRB application if you wish to utilize a verbal or alternative process for obtaining informed consent.

How to title this document
The title of this document should describe your intended process.  For example, if you plan to use a verbal consent process, “Verbal Consent Guide” is an appropriate title.  If you plan to provide a written statement at the beginning of a survey instrument, “Explanation of Research Study” might be an appropriate title.  If you are sending a document in letter format, you will not need a title.  Please do not title this document “Waiver of Documentation” or “Informed Consent Form”.
Tips for writing consent documents or guides

· You may use the Sample Verbal Consent Card on the IRB website.

· Informed consent is a process, not just a form. Information must be presented in such a way as to enable a person to voluntarily decide whether or not to participate as a research subject. The procedures used in obtaining informed consent should be designed to inform the subject population in terms that they can understand. Therefore, informed consent language and its documentation must be written in plain language. Plain language is simple and has as few technical terms as possible so that the intended audience can understand it from a single reading or a single conversation.
· Write directly to the reader, as though you are explaining the facts in person.  Consent language should be written in the second person (“you”), not in the first person (“I”).

· Minimize passive voice to the extent possible.  Example of passive voice: “A summary of results will be sent to all study participants.”  Example of active voice: “We will send you a summary of the results.”
Information to include
This form must include information about each of the areas on the list below.  That information may be written as an outline of the information that will be presented verbally (see IRB website for a sample); as a letter; or it may be written as it will appear at the beginning of a survey or other written study materials.  The format should be appropriate for the study population and study activities.
The following elements must be included in information provided to potential subjects: 
1. Purpose. A statement that the study involves research, an explanation of the purposes of the research, and identification of any procedures which are experimental
2. Activities. A brief description of the study procedures. 

3. Time. Insert the expected length of time it will take for a subject to complete the study (e.g. the interview will take about one hour; you will be asked to visit the lab three times and each visit will take about two hours). Avoid references to specific dates in case your study does not begin or end on schedule. 
4. Risks. A description of any reasonably foreseeable risks or discomforts to the subject 
Tip: If none, state
5. Benefits. A description of any benefits to the subject or to others which may reasonably be expected from the research 
Tip: If none, state
6. Alternatives. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject
Tip: If none, skip because the alternative is not to participate and this is covered in element #8
7. Confidentiality. A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
Tip: This may be included in the risk statement
Tip: If the identity of the subject(s) will be known to the researchers, subjects cannot be described as “anonymous”
8. Injury Compensation. For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained
9. Contact Information. An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject 
Tips: Always include PI name and contact info; may also include other study team members; include IRB contact information if appropriate for the target population; include local contact information when this is more appropriate for the location and subjects
10. Voluntariness. A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled
Tip: For minimal risk studies, simple statements will often suffice, such as, “You may skip any questions that you do not want to answer.”
11. Funding.  If the study is funded, the source of the funding should be disclosed in the consent document.
Please see the IRB website for suggested language for consent documents.
Waiver of Consent

For non-exempt research, an IRB may approve a consent procedure which does not include, or which alters, some or all of the above elements of informed consent, or waive the requirements to obtain informed consent provided the IRB finds and documents that:

1. The research involves no more than minimal risk to the subjects;

2. The waiver or alteration will not adversely affect the rights and welfare of the subjects;

3. The research could not practicably be carried out without the waiver or alteration; and

4. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Exempt Research
The above guidance generally applies to exempt studies as well.  However, the research need not strictly meet the requirements for a waiver of documentation or consent in order to use a verbal or alternative consent process.  A separate consent template for exempt research is available on the IRB website.
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