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INSTRUCTIONS TO INVESTIGATORS

Customize the information or language for your particular project or subject population. 

Suggested guidelines when completing this consent template: 
· Student researchers must include contact information of your Faculty Sponsor/Advisor.
· Use simplified language that is understandable to your subjects and avoid technical terminology, acronyms, scientific jargon, and abbreviations.
· Avoid using first person language from the perspective of the participant (e.g., “I understand…” or “I agree to…”). Such language can be considered suggestive or unduly influencing participants. 
· Only use one of the suggested signature boxes but not both.
· Delete all instructions in RED text in the template and make the font and color of text the same throughout before submitting for review. 
· Enter the version date of the consent in the header before submitting for review.
· Be sure to include the generic DU logo in the heading or your specific department logo.
· Proofread your consent document for grammar and spelling errors prior to attaching it to your IRBNet package.

The required elements of consent for exempt studies include the following: (1) A statement that the project is research, (2) A statement that participation is completely voluntary (3) A description of the project purpose and procedures the participant will complete, (4) Researcher (and Faculty Sponsor) contact information.

As appropriate, the IRB/HRPP may require additional language or information for the protection of human subjects. Please include the following information, if applicable to your study.


Exempt Research Information Sheet 

Title of Research Study: Title [if the project is grant funded, then the project title should match the grant application title]

Principal Investigator: Name, Degree, University of Denver, Department 

Faculty Sponsor: (If student investigator) Name, Degree, University of Denver, Department

IRBNet Protocol #: Please obtain from the IRBNet package for this project
Version Date: 

Sponsor/Funding Source: Delete if not applicable

You are being asked to participate in a research study. Your participation in this research study is voluntary and you do not have to participate. Even if you decide to participate now, you may change your mind and stop at any time. This document contains important information about this study and what to expect if you decide to participate. Please consider the information carefully. Feel free to ask questions before making your decision whether or not to participate.

Study Purpose:

[Provide a brief background and describe the purpose of the research in lay-language.  Do not use professional jargon, acronyms or abbreviations without clearly explaining the abbreviations].   


Procedures: 

If you agree to participate in the research, you will be asked to [details about the procedures and duration of participation]. (e.g., “If you participate in this study, you will be asked to complete a survey that will take about 10 minutes of your time.”)
· Describe questionnaires, surveys, and interviews and if applicable indicate any type of personal or sensitive questions you may ask.
· State that subject may refuse to answer any question or item.

If Applicable:
You will receive [describe any compensation, reimbursement, or class credit being offered for participation] for participating in this research project. [Explain when subject will be paid (e.g., immediately or specify time frame)].


Risks or Discomforts:

There are no expected risks to you as a result of participating in this study. [Do not state that there are no risks or that risk “should be” minimal.] 

OR

Potential risks and/or discomforts of participation may include [explicitly identify reasonably foreseeable risks of participation].

Benefits:

You will not benefit directly from participating in this study.

OR

While you may not directly benefit from participating in this study, the results may increase our knowledge in a way that may benefit others in the future.

Confidentiality of Information

If online systems will be used: The following language is recommended as appropriate for studies where data are collected through online systems such as Qualtrics, RedCap, and mTurk.

Before you begin, please note that the data you provide may be collected and used by [Online System] as per its privacy agreement. This research is only for U.S. residents over the age of 18. Please be mindful to respond in a private setting and through a secured Internet connection for your privacy. Your confidentiality will be maintained to the degree permitted by the technology used. Specifically, no guarantees can be made regarding the interception of data sent via the Internet by any third parties. 

If participants will be audio/video recorded for the research: 

With your permission, we would like to audio/video record this interview so that we can make an accurate transcript. Once we have made the transcript, we will erase the recordings. Your name will not be in the transcript or my notes. If you do not want to be audio/video recorded, only hand-written notes will be taken during the interview.

If SONA/Psychology Research Participation (PRP) System Studies will be used: The following information should be included for studies utilizing SONA/PRP.

Your name and identifying information will not be connected in any way to your responses in this study. The online system will grant you credit when you submit your responses by separately submitting your Identity Code to the system while your responses are sent to a different database for retrieval by the researcher.

Data Sharing/Future Research
[Required. Choose one of the following options.]
For any research that involves the collection of identifiable private information or identifiable biospecimens, the ICF must now include a notice about whether information and/or biospecimens collected as part of the current research might be stripped of identifiers and used for future research. Include one of the following statements as appropriate (adjust wording):]

Certain sponsors including federal agencies (NIH, NSF, etc.) now require researchers to make available their de-identified data to the research community, as do a growing number of journals in a variety of disciplines. If data sharing is required as a condition of funding you must include the following language:
Identifiers might be removed from the identifiable private information [or identifiable biospecimens] and could then be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you (i.e., data repositories).
 
[OR] Your information [or biospecimens] collected as part of the research, even if identifiers are removed, WILL NOT be used or distributed for future research studies.
 
[OR] [If Identifiable information will be shared:] Information that may identify you may be used for future research or shared with another researcher for future research studies without additional consent. Identifiable information may include [data, audio/visual recordings, and/or biospecimens].
 
Questions: If you have any questions about this project or your participation, please feel free to ask questions now or contact [Researcher Name] at [phone number and/or email address] at any time.

If you have any questions or concerns about your rights as a research participant, you may contact the University of Denver’s Institutional Review Board (IRB) by emailing IRBAdmin@du.edu to speak to someone other than the researchers.

The University of Denver Institutional Review Board has determined that this study is minimal risk and is exempt from full IRB oversight.

Please take all the time you need to read through this document and decide whether you would like to participate in this research study.
If you decide to participate, your completion of the research procedures indicates your consent.  Please keep this form for your records.
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