CONSENT STATEMENT / COVER LETTER TEMPLATE


Please use this template as a general guide when developing your consent document – a reminder that this template should ONLY be used for studies in which the principal investigator is requesting a Waiver of Documentation of Informed Consent, as the research participants will not be signing (documenting) their agreement to participate by signing a consent form.
Customize the language, as needed, to fit your study. General comments and guidance are in blue text, and instructions are in red text. Please delete all guidance and instructions before submitting the form to the IRB. The IRB recommends that you keep the black text in the form, if applicable to your study, unless the language conflicts with what will happen in your study. Other recommendations:

· Use simple language (“lay language”). Avoid scientific or technical jargon. 

· Write in a conversational tone. Use second-person pronouns (words such as “you” and “your”). 

· Spell out all abbreviations the first time they are used, and define any medical/clinical or scientific terms.

· Maintain the format of the page numbering in the footer (e.g., page 2 of 3).

INFORMED CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Study title: [Insert title of study]
Principal Investigator: [Specify principal investigator]

Co-Investigator(s): [Specify co-investigator(s)]

Institution: [Specify name of institution: (e.g., University of North Texas Health Science Center, John Peter Smith Health Network, University of North Texas at Dallas, etc.]

Funding Agency: [Insert name of funding agency, if applicable; otherwise, delete this line]


Key Information Section: If your project is an Expedited project, you must include a Key Information section at the beginning of your consent form (as outlined below). Key Information sections are not required for Exempt category projects. If your project is an Exempt category project, do not include a Key Information section in your consent form (i.e., delete the Key Information language, below, and resume writing in Section I (Introduction/Study Purpose).

Note: Although you may feel your project is Exempt at the time of submission, the IRB may determine otherwise upon review. If your project is determined to be Expedited (or Full Board), you will be asked to include a Key Information section in this consent document.

Example Key Information language is included below. For additional examples/templates, please click here.

“Key Information for [Include either full study title or can include an abbreviated title]”

You are being invited to participate in [Include brief description of study, in addition to the purpose]. This research study conducted by [Include institution(s) as appropriate] is completely voluntary. If you consent, you will [Include a brief description of the study procedures, including any follow-up procedures and study duration]. Although there is a chance you [Include any possible social/economic, psychological, and/or informational risks], these risks are minimal. [Include language about how the risk(s) will be managed]. For a complete description of risks, refer to the detailed consent that follows. While there is no direct benefit for participating in this study, [Include brief language about possible overall benefits of study]. You do not have to participate in this study.

I. INTRODUCTION/STUDY PURPOSE:
We are conducting a research project to [describe the purpose of the study]  

You are invited to participate in this research study because you [describe why you are inviting the research volunteer to participate, which may include a brief description of the eligibility criteria]. Your participation in this study is entirely voluntary. This consent document contains information to help you decide whether or not you wish to participate. Please read this consent document at your own pace. It is important that you read what is written below and ask questions about anything you do not understand (contact information for the study investigator(s) is included below).
This study will [include a general description of the study methods, and topics that will be covered]. If you decide to participate in this study, the [re-state study procedure(s)] will take you approximately [state the time commitment (range is acceptable) in minutes or hours] to complete.
If the research participant could be a UNTHSC/JPS/UNT-Dallas student and/or employee, add (and modify as appropriate): If you are a student or employee at the [University of North Texas Health Science Center at Fort Worth; John Peter Smith Health Network; University of North Texas at Dallas], your participation (or non-participation) will in no way affect your academic standing or employment status.
II. RISK(S)/BENEFIT(S):
Although minimal, there is a certain amount of risk that is involved with participating in this research study.  This study involves informational risks (such as breach of confidentiality). [Describe all other reasonably foreseeable risks and discomforts associated with study (physical, informational, emotional, legal, etc.).] Every precaution will be taken by the research team to minimize these risks and ensure your safety.  Please remember that if you feel uncomfortable about any of these risks, discuss your concerns with the research team. You do not have to enroll in this study. If decide to enroll in this study, you are free to withdraw from the study at any time (delete this statement if not applicable to the study. For example, participants cannot withdraw after a certain point such as when the study consists of an anonymous survey).

You may receive no direct benefit from participating in this study (If there will be direct benefit(s) to the participants, revise the previous language to instead describe the direct benefit(s) to the participants; reminder: payments to research volunteers for participating in the research are NOT considered to be a benefit.) The investigators hope that the information that is gained in this study will benefit [describe others who will benefit (e.g., society, scientists by helping them advance knowledge about a certain topic, etc.].
III. AGREEMENT TO PARTICIPATE: 
Participation in the study is completely voluntary. Refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled. If you decide to participate, you can [describe method of participating as appropriate, such as, “If you decide to participate, you can click the link at the bottom of this document to complete the survey”, or something similar].
IV. CONFIDENTIALITY:
You will not be asked for your name or any other identifying information for the purposes of this study. 
Or

We will record your [name, contact information, and the name of your organization] [include other information or modify as appropriate] as a part of this study. Your research records will be kept as confidential as possible under current local, state and federal law.  However, the Office for Human Research Protection, possibly other federal regulatory agencies, and the North Texas Regional Institutional Review Board (IRB) may examine your records. In the case that the final results of this study should be published, no individual results will be reported, and your name or the name of your organization will not appear in any published material.

For Expedited Review category studies only: If the study involves the collection of identifiable private information, include one of the following statements (select the statement that is correct for your study):

Identifiers might be removed from the identifiable private information, and after such removal, the de-identified information could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you.

OR

Your information collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

For Expedited Review category studies only: If the study involves obtaining information that may be clinically relevant (e.g., information obtained from blood draws, ultrasounds), add the following statement: 

The researchers may learn clinically-relevant information about your health as part of this research. Your individual results [insert “will” or “will not”] be shared with you. Describe how, and under what conditions, the information will be shared, if applicable.
V. COSTS AND PAYMENTS OF THE STUDY (delete this section if not applicable to your study)

If applicable: Provide information about any payments that will be made to the research participants.

If applicable: Describe any costs to the research participants that may result from participation in the research.
VI. LEAVING THE STUDY:
This language should be revised as appropriate to your study:

Since no identifiers will be collected as part of the study procedures, there will be no way to withdraw from the study once you complete it [or describe how the research participant can withdraw from the study]. Note: If identifiers are collected as part of this research study, please also describe in this section what will happen to research data from a participant that have already been collected – will it be destroyed? Will it still be included as part of the analyses? The participant should have a clear idea of what will happen to any research data that has been collected from them. 
VII. QUESTIONS/CONCERNS:
If you have any questions regarding this research project, please feel free to contact (you must include contact information for at least 1 study team member):

· Principal Investigator: [insert contact information]
· Co-Investigator: [insert contact information]
If you have any questions about your rights as a research participant, please contact the North Texas Regional Institutional Review Board (NTR IRB) at (817) 735-0409, or by email at NorthTexRegIRB@unthsc.edu. You may also contact the NTR IRB (similar to an ethics committee) if you would like to speak with someone, who is not part of the research team or project, about any problems or concerns with the research, to obtain study information, or provide any research-related input. For more information about participating, or volunteering in research, please visit the NTR IRB website (https://www.unthsc.edu/north-texas-regional-irb/) and click on “For Research Participants” tab. You may also use the following QR code:
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Thank you for participating in the study.

As appropriate, you can include additional consent language such as, “By clicking this link, I am agreeing to participate in this research survey.” Or something similar, as appropriate to your study. 
