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EXPLANATION OF RESEARCH


· Instructional text is blue. Delete all instructional text prior to submission.

· This template is intended for use with minimal risk studies.

· The final document should not exceed three pages. If it does, use the template for studies involving more than minimal risk. 
· See Guidance and Sample Language for Consent Elements related to activities and risks.
· Researchers are encouraged to modify the template whenever appropriate to increase participant comprehension and relevance to the study. Enhancements may also include illustrations, diagrams, color, and supplemental materials.
RESEARCH CONSENT FORM

Study Title:
Principal Investigator: {Person who is ultimately responsible for the study}
Study team: {At a minimum, list everyone who will see identifiable information or interact with participants. Delete row if none.}
Sponsor: {This is who is paying for the study. Delete row if none.}
Version: {Insert current date, number, or revise to utilize preferred mechanism for version tracking.}


We are inviting you to take part in a research study. 
Purpose: This study is about {Insert brief description.}
We are asking you if you want to be in this study because {insert brief description of study population. Delete if no inclusion criteria}.

You should not be in this if {include primary exclusion criteria in simple terms. Delete if no exclusion criteria}.

Voluntary: You do not have to be in the study if you do not want to.  You can also decide to be in the study now and change your mind later. 
For guidance about this consent element, see: Voluntariness and Alternative Procedures
Activities: The study activities include {Insert brief description using in simple terms}.
Time: Your participation in this study will last about {Insert the expected length of time it will take a participant to complete the study.  Avoid references to specific dates. This section is optional for exempt and FLEX studies.}
Risks: The possible risks or discomforts associated with the being in the study include {Insert description of all reasonably foreseeable risks or discomforts that are associated with the research.} 
Do not include evaluative statements such as, “The risk is minimal.”
For guidance about this consent element, see: Risks and Significant New Findings.
Remove this section if the study does not involve risks AND the study is not FDA-regulated.
Benefit: This study is not designed to benefit you directly. OR We do not know if you will benefit from being in this study.  However, {Insert description of benefits.} 
Remove this section if there is no expectation of benefits to the participants AND the study is not FDA-regulated.
Confidentiality: 
For guidance about this consent element, see: Confidentiality; Identifiable information and biospecimens; Research Results
Payment: You {will / will not} be paid for being in this research study. Briefly describe compensation. Remove this section if subjects will not be paid.

Study contacts: We would like you to ask us questions if there is anything about the study that you do not understand. You can call us at {insert phone number of PI} or email us at {insert email address of PI}.
You can also contact the Human Research Protection Program with any concerns that you have about your rights or welfare as a study participant. This office can be reached at (541) 737-8008 or by email at IRB@oregonstate.edu
For guidance and alternatives related to this consent element, see: Contact Information.
Signatures: 
This section is optional for exempt and FLEX studies. Under certain circumstances, studies reviewed by an expedited procedure or by the full board may qualify for a waiver of the requirement for signatures. Add signature lines for witnesses, translators, parents, guardians, or legally authorized representatives, as applicable.
Your signature indicates that this study has been explained to you, that your questions have been answered, and that you agree to take part in this study.  You will receive a copy of this form.

Participant Name:









Participant Signature:









Date Signed:





Name of Person Obtaining Consent:







Signature of Person Obtaining Consent:






Date Signed:
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