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Department of _____________

_____ Old Main Hill

Logan UT  84322-_____

Telephone:  (435) 797-______

INFORMED CONSENT
Title of Study 


*Introduction/ Purpose  (Dr./Professor) ____ in the Department of _____ at Utah State University is conducting a research study to find out more about ______.  You have been asked to take part because ________.  (For multi-site studies include this statement:) There will be approximately ___ participants at this site.  (For all studies include this statement:)  There will be approximately ___ total participants in this research.  If you have a student researcher who will be involved in this study and who will also sign this document, please identify this person by name in this section.
Funding If this is an externally funded study, please state source.
*Procedures  If you agree to be in this research study, clearly describe the procedures that will involve the participant.  Make clear which procedure(s) or treatment(s) are expectations, and the expected duration of the participants’ involvement in the study. Include the number and frequency of assessments,  if applicable, and frequency of follow-up visits.  If blood is drawn, state the amounts in teaspoons or tablespoons.  Describe any visits that may be time consuming and state how much time is required for these visits.  Use a list of procedures/expectations if it would make procedures more clear to participants.  If applicable, differentiate between the procedures being performed as part of the research and those being performed for non-research purposes.
Alternative Procedures  Instead of participating in this research, an alternative for you to consider would be:  (Describe any alternative treatments or procedures that may be advantageous to the participants.  If there are none, this section may be omitted.)
New Findings  During the course of this research study, you will be informed of any significant new findings (either good or bad), changes in the procedures, risks or benefits resulting from participation in the research, or new alternatives to participation that might cause you to change your mind about continuing in the study. If necessary, your consent to continue participating in this study will be obtained again.  If this does not apply to the study, i.e. one-time participation or study is not continuous, this section may be omitted.
*Risks  Participation in this research study may involve some added risks or discomforts. These include (describe any physical, psychological, legal, or other risks.  All studies involve at least the minimal risk of loss of confidentiality and this must be stated here.  (i.e. “There is a small risk of loss of confidentiality but we will take steps to reduce this risk.”)
For studies involving experimental procedures, there should be a statement that unforeseen risks could occur. 
Additional consent if applicable.

For studies involving sensitive issues (i.e. drug and alcohol abuse, criminal activity, HIV status, cognitive status, sexual behavior, etc.) there should be a statement that describes the risk of that information being released through legal methods.
Any risks involved with inadvertent disclosure of private records must be addressed. 
Research-Related Injuries  For research involving physical or psychological risk to participants, add a statement saying whether or not treatment or compensation is available if injuries occur and what type and how to access it.
*Benefits  This section should include a description of possible benefits, major or minor, directly to the research participants or to others which may reasonably be expected to result from the proposed research. If no direct benefits to the participant are expected, it should be stated as such. A statement should be included as to whether information gained from this study will have direct benefit or indirect benefit to participants now or in the future. 

Explanation & offer to answer questions  _________ has explained this research study to you and answered your questions. If you have other questions or research-related problems, you may reach (PI) _______ at (435) 797- ____  (local or toll-free numbers are preferred or email).
Extra Cost(s) Specify if there will be any additional costs for participating.   Clearly state what costs the participant is responsible for. If there is no cost to the participant, it should be stated here.  If there would be no reasonable expectation of a cost, this section can be eliminated.
*Payment/Compensation  If there could be no reasonable expectation of compensation, this section can be omitted.  The conditions for obtaining the compensation must be stated.  If it applies, include the following statement You will  be paid $___/receive_____ for your participation in this study.   If you will receive payments, gift cards or similar items of value for participating in this research, the Internal Revenue Service (IRS) has determined that if the amount you get from this study, plus any prior amounts you have received from participating in research studies at USU since January of this year, total $600 or more, USU must report this income to the federal government.  If you are a USU employee, any payment you receive from this study will be included in your regular payroll. 
*Voluntary nature of participation and right to withdraw without consequence Participation in research is entirely voluntary. You may refuse to participate or withdraw at any time without consequence or loss of benefits. If applicable, explain how to notify the PI of withdrawal and how this may affect any expected compensation.  You may be withdrawn from this study without your consent by the investigator. List the circumstances under which participation may be terminated by the investigator without the participant’s consent, if any.  (List others if applicable.)
*Confidentiality  Research records will be kept confidential, consistent with federal and state regulations. Only the investigator and _______ will have access to the data which will be kept in a locked file cabinet or on a password protected computer in a locked room.  To protect your privacy, personal, identifiable information will be removed from study documents and replaced with a study identifier.  Identifying information will be stored separately from data and will be kept.  State the length of time to be stored or date that information will be destroyed.  If you need to keep personal, identifiable information indefinitely, state why.  If your study involves video or audio recordings, explain if and when they will be de-identified. 

*IRB Approval Statement The Institutional Review Board for the protection of human participants at Utah State University has approved this research study.   If you have any questions or concerns about your rights or a research-related injury and would like to contact someone other than the research team, you may contact the IRB Administrator at (435) 797-0567 or email irb@usu.edu to obtain information or to offer input.  
*Copy of consent You have been given two copies of this Informed Consent. Please sign both copies and keep one copy for your files. 

*Investigator Statement “I certify that the research study has been explained to the individual, by me or my research staff, and that the individual understands the nature and purpose, the possible risks and benefits associated with taking part in this research study. Any questions that have been raised have been answered.” 

*Signature of  Researcher(s)
​​​​​​​​​​​​​_______________________________

______________________________

Enter Name of PI




Enter Name of Student Researcher (or Co-PI)
Principal Investigator




Student Researcher (or Co-PI)
(Telephone—local number preferred)

(Telephone—local number preferred)


(email address)




(email address)
Signature of Participant  By signing below, I agree to participate. 

_______________________________

______________________________

Participant’s signature




Date

If the study will enroll participants who are unable to provide their own consent, e.g., who are cognitively impaired or minors,  add a signature line for Parent(s)/Guardian, or Legally Authorized Representative and an additional line for Relationship to Participant.

If applicable, provide signature lines for witness, translator, and child/youth assent.
Minor Participants:  If the participant is a minor between the ages of 7 and 17, there must be a statement indicating that the minor agrees to be in the research. This is in addition to the parent’s permission.  Please use language that is appropriate to that age group. Below is an example for your use). 

Child/Youth Assent: I understand that my parent(s) or guardian(s) are aware of this research study and that they have given permission for me to participate. I understand that it is up to me to participate even if they say yes. If I do not want to be in this study, I do not have to and no one will be upset if I don’t want to participate or if I change my mind later and want to stop. I can ask any questions that I have about this study now or later. By signing below, I agree to participate. 

_______________________________

______________________________

Name/Signature




Date



