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Notes to the Investigator:  Informed consent is a process, not just a form. Information must be presented to enable persons to voluntarily decide whether or not to participate as a research participant. It is a fundamental mechanism to ensure respect for persons through provision of thoughtful consent for a voluntary act. 
The procedures used in obtaining informed consent should be designed to educate potential participants in language that they can understand. The informed consent document should be considered a teaching tool. Therefore, informed consent language and its documentation (especially explanation of the project's purpose, duration, experimental procedures, alternatives, risks, and benefits) needs to be written in "lay language", (i.e. understandable to the people being asked to participate).  Avoid the use of medical terms or technical jargon.

If an investigator proposes to use a participant population that does not speak or read English, a copy of the translated document, as well as the English version, needs to be forwarded to the VA Central IRB for approval.
The written presentation of information is used to document the basis for consent and for the participants' future reference. The consent document should be revised when deficiencies are noted or when additional information will improve the consent process.
For projects falling under the Cooperative Studies Program (CSP), a separate consent will usually be required for any substantial sub-studies, such as for genetic analysis or for collecting tissue to be part of the CSP VA Genomic Medicine Program. (Please consult the CSP Guidelines for the Planning and Conduct of Cooperative Studies at www.csp.gov/pdf/guide.pdf.)
For projects involving the informed consent of VA employees, investigators need to carefully review the template and not include any elements that may not pertain to these types of studies, such as statements involving usual care, alternate treatments, or current relationships with participant’s health care providers.

DIRECTIONS FOR USE OF THIS TEMPLATE: 
· Do not adjust the bottom margin or use the footer. The footer has been reserved for use by the VA Central IRB.
· Complete the header with the requested information (i.e., title of study and PI name). 

· Read the guidelines for each section and then complete as applicable for your project.  If using the guidelines as a template, please be sure and delete the template guidelines, which are in red print and/or italics. 

· The document should be written in the second person, i.e., “You are invited to participate.”  Phrases such as “I understand…” or “You understand…” are not appropriate as they can be interpreted as suggestive and can constitute coercive influence over a subject.  
· No informed consent may contain exculpatory language through which the participant is made to waive or appear to waive any of the participant’s legal rights, or releases or appears to release the investigator or the Institution from liability for negligence.
· The document should be written at an appropriate grade level for the group of participants, usually no higher than the 8th grade level based on an electronic grade level scoring system, which is available with most word processing systems.  The VA Central IRB may consider higher reading grade levels based on the populations targeted in the study.
· The consent form should include all the section headings indicated in the template unless otherwise indicated. 
·  The VA Central IRB does not accept informed consent documents that include the HIPAA authorization as part of the document.  These must be submitted separately.
· Check for spelling, typographical, and grammatical errors.
The template is meant as a guide for you to prepare a custom template for your study.  The descriptions provided in each section are included to assist you in writing a consent document meeting all current requirements.  The guidance provided is consistent with VA and federal consent document criteria.  You need to be cognizant of any state and local laws impacting on the informed consent process and include these requirements as well.  It is your responsibility to ensure that you have included all applicable sections and explanations in the document based on the project design.
TIPS ON WRITING AN INFORMED CONSENT THAT MEETS READABILITY REQUIREMENTS
When you are having difficulty getting a consent form to the 8th grade reading level, here are some tips on how to make the informed consent document more reader friendly:

· Use as few words with three or more syllables as possible.

· Break all compound sentences into two short sentences.

· Use simple, declarative statements where possible.

· Change all passive voice sentences to active voice.

· Avoid using technical terms as much as possible.  If you must use them, explain what they mean in lay language.  
· Treat events in chronologic order in the procedures section.

· Restrict descriptions of procedures to those things the participants will actually experience.  
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