

Research Information Sheet
Title of Study: [insert the full name of the study]
Principal Investigator (PI):

[Name]






[Department]






[Phone]

[Delete funding source if there is no funding]
Funding Source:


[Name]

Introduction:
You are being asked to participate in a research study. The purpose of this form is to provide you information that may affect your decision as to whether or not to participate. Your participation is entirely voluntary, and you can refuse to participate at any time without penalty.
Key Information: [If information sheet is less than 3 pages long delete this section]
[If the information sheet will be longer than 3 pages – you must use this key information section to provide a concise summary with enough detail that a reasonable person can clearly see what participant will be asked to do, risks and benefits and why subject may or may not want to participate. See Key Information guidance for more information. If this form is 3 pages or less, delete this heading and instructions]
What is this study about & why is it being done?
You are being asked to participate in a research study about [insert a general statement about the study and why it is being conducted] because you [explain why the prospective participant is eligible to participate]. This study is being conducted at Wayne State University [and: state all other locations where the study will be conducted]. The purpose of this form is to provide you information to decide whether or not you want to participate in this research study. Your participation is entirely voluntary, and you can refuse to participate or withdraw at any time without penalty.

What Will I Do and How Long Will It Take? [Explain in simple, non-scientific terms what the participant will be asked to do as part of the research study. Be concise; avoid describing study procedures in lengthy narrative form.
If you take part in the study, you will be asked to [List all tasks participant’s will be asked to do (e.g., fill out surveys, complete questionnaires, participate in focus groups etc) in chronological order including the expected duration for each activity. Explain the nature of the questions that will be asked] If the study will involve audio/video recording please use template language in the Information Sheet Appendix.] 
What are the Possible Benefits of participating in this study? [list possible benefits described below applicable to the study]
If there are direct benefits to participants: [List direct benefit to the participant (if any). Direct benefit is a tangible outcome to individual participants that is a direct result of the research. Do not include compensation here; you’ll describe that below.] In addition to these direct benefits, your participation in this study may generate information that could benefit other people now or in the future.
If there are no direct benefits to participants: This study is not designed with a direct benefit to participants, however, [Select only the applicable statement(s) that follows]
Statement 1: You may receive some indirect benefit [list indirect benefit to the participant, i.e., reflecting on experience or better understanding of oneself or topic]
Statement 2: Information from this study may benefit other people now or in the future.
What are the risks and discomforts of participating in this study?
[Informed consent must disclose all risks that apply to the study. Risks can be physical, emotional, social, or legal in nature. Sample language for some risks is provided below. You may use and/or edit the sample language provided below. Include measures you will take to minimize risks]
The risks to participating in this study are similar to risks encountered in everyday life. These risks include:
· Some questions may be personal or upsetting. You do not need to answer any questions that do not want to answer.
· Possible loss of confidentiality: there is a chance your data could be seen by someone who shouldn’t have access to it. We’re minimizing this risk in the following ways: [Use any of the following bullet points apply to your study. Add any other measures not included in the following options that will be used to protect data security.]
· Data is anonymous. – or – All identifying information is removed and replaced with a study ID. 

· We will remove all identifiers after [insert amount of time or specific event].
· We will store all electronic data on a password-protected, encrypted computer. 

· We will keep your identifying information separate from your research data, but we will be able to link it to you. We’ll destroy this link after we finish collecting and analyzing the data.
Will there be any cost to me? [Select only the applicable statement that follows]
Statement 1: The study sponsor will pay for all costs and charges from taking part in this research study.
Statement 2: There will be no costs to you for participation in this research study.

Will I be compensated for participating in the study? [select only the applicable statement. 
Statement 1: You will not be paid for taking part in this study.

Statement 2: For taking part in this research study, you will be paid for your time and inconvenience [enter form of payment/compensation, amount of payment, and payment schedule. If participants will receive course credit as compensation, include information about how credit will be distributed. Compensation in the form of course credit must include an alternative task if participant does not want to participate but wants to obtain course credit.]
If I don’t want to be in this study, are there other options? [If the only alternative is not to participate, delete this section.]  
If participants will be given course credit as compensation, alternatives must be consistent with the alternatives listed in the IRB submission. Alternatives must be equivalent to the credit being offered for research participants. 
Instead of participating, you can [describe alternative(s)] 
Will my information be confidential? [Select only the applicable statements that follow]
Statement 1: All information collected about you during this study will be kept without any identifiers.
Statement 2: You will be identified in the research records by a code name or number.
Statement 3: There will be no list that links your identity with this code.
Will my data [and/or Specimens] be used for future research? [Please select one of the following statements. These statements define the ways research data may (or may not) be used for future research. Federal regulations require that one of the following statements be included in the consent form.]
Statement 1: This statement allows for sharing and future research use of data/specimens collected for this research project. 

In accordance with scientific norms, the data from this study may be used or shared with other researchers for future research (after removing all personally identifying information [remove if not applicable])
Statement 2: This statement prohibits any future research use of data collected under this protocol, even by investigators named on this protocol. Including this statement indicates that the data collected for this research will never be used again for any other purpose. Note: If the research is funded by NIH, this statement cannot be used]
Your private information collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.
Do I have to participate?
Taking part in this study is voluntary. You are free to not answer any questions or withdraw at any time. Your decision will not change any present or future relationships with Wayne State University or its affiliates.
Who do I contact if I have questions?
If you have any questions about this study now or in the future, you may contact [insert name of PI] or a member of the research team at the following phone number [insert telephone number & email address]. 
This research has been reviewed and approved by an Institutional Review Board (IRB).   If you would like to speak with someone other than a member of the research staff, or wish to share feedback privately with the IRB about your research experience, call the Research Participants’ Advocate at (313)577-1628 or email irbquestions@wayne.edu . You are encouraged to contact the IRB if:

●       Your questions, concerns, or complaints are not being answered by the research team.

●       You cannot reach the research team.

●       You want to talk to someone besides the research team.

●       You have questions about your rights as a research participant.

●       You want to get information or provide input about this research.
Participation:
By completing the [questionnaire, interview, focus group participation, etc. (insert appropriate method)] you are agreeing to participate in this study. 
[Add if applicable]: This includes permission to allow researchers to use your data for future research as described in the “Will my data [and/or Specimens] be used for future research” section of this form. 

[Add if doing survey research on the Internet and this statement is applicable:] The data that you provide may be collected and used by [insert name of survey company as applicable, e.g. “Amazon” if using Mturk] as per its privacy agreement. [Add if applicable] Additionally, participation in this research is for residents of the United States over the age of 18; if you are not a resident of the United States and/or under the age of 18, please do not complete this survey.
A copy of this Information Sheet is available for you to keep. [For online studies replace with the following statement] Please save or print a copy of this Information Sheet for your records.
Consent Appendix: Additional Research Information Sheet Template Language/Instructions
Instructions for Use: 

· Copy the language from the boxes below that applies to your study and paste it into the appropriate sections of the information sheet. 
· DELETE THIS APPENDIX AFTER USE OR IF NOT APPLICABLE.
	Photographs, Audio and/or Video recording: 

[If applicable, add this section to the “What will I do and how long will it take” section] 

Note: Plans to audio/video record and/or take photographs for your research must be justified in the IRB submission. 
[Photographs, audio and or video] recordings will be made of the [interview and/or focus group]. Only the researchers will have access to these recordings. The researchers [or someone hired by the researchers] will listen to the recording and write down what people said during the [interview and/or focus group]. The written copy is called a transcription. The transcription will be saved but the recording will be destroyed. Information that could identify you will not be included in the transcription.

	Students as Research Participants: 

[If applicable, copy this template language and paste into the “Do I have to Participate” section] 

Participating in this study will not affect your class standing or grades at Wayne State University. You will not be offered or receive any special consideration if you take part in this research.

	Employees as Research Participants: 

[If applicable, copy this template language and paste into the “Do I have to Participate” section] 

Taking part in this research is not a part of your work duties, and refusing will not affect your job. You will not be offered or receive any special job-related consideration if you take part in this research.  

	Recommended Wording for Focus Groups: 

[If applicable, copy this template language and paste into the “Will my information be confidential?” section]
The researchers will ask you keep discussions within the group, However, the researchers cannot guarantee that everyone will keep the discussions private.

	FRPA: Education Records

[If applicable, copy this template language and paste into the “Will my information be confidential?” section]
FRPA language is required if research requires access to student records. 
This research will require disclosure of your [insert name of institution] education records, specifically [specify the information/records being accessed/disclosed]. Your information will be provided to [specify PI, etc.] by [specify the individual/office]. The purpose of disclosing this information is [explain]. You may request a copy of your education records that are disclosed for this research.

	Deception:
Note: When using deception in research, a waiver of alteration of consent requirements must be requested in the IRB submission. A de-briefing script must be included in the IRB submission documents.
[When a study involves deception, copy this template language and paste into the “Why is this study being done” section] 
There may be aspects of the purpose of this study that you are not made fully aware of and/or not informed about to make sure that study results are not biased.  However, information that was not included will be provided to you at the end of the study. 

	NIH Certificate of Confidentiality:

[When a study has an NIH Certificate of Confidentiality (COC), copy this template language and paste into the “Will my information be confidential?” section.]
More detailed information about Certificates may be found at the NIH CoC website: 
This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This means that we cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. We also cannot provide your information as evidence unless you have agreed.  This protection includes federal, state, or local civil, criminal, administrative, legislative, or other proceedings. An example would be a court subpoena.
 
There are some important things that you need to know.  The Certificate DOES NOT stop reporting that federal, state or local laws require. Some examples are laws that require reporting of child or elder abuse, some communicable diseases, and threats to harm yourself or others.  The Certificate CANNOT BE USED to stop a sponsoring United States federal or state government agency from checking records or evaluating programs. The Certificate DOES NOT stop disclosures required by the federal Food and Drug Administration (FDA).  The Certificate also DOES NOT prevent your information from being used for other research if allowed by federal regulations.
 
Researchers may release information about you when you say it is okay. For example, you may give researchers permission to release information to insurers, medical providers or any other persons not connected with the research.  The Certificate of Confidentiality does not stop you from willingly releasing information about your involvement in this research. It also does not prevent you from having access to your own information.


Research Information Sheet (RIS) Template Guide/Instructions





It is important to read this entire instruction page before you begin preparing this template.


A Research Information Sheet (RIS) is an unsigned consent document that is written to provide potential participants details regarding the research study, collection and use of data, their rights as research participants, and contact information for questions about the study.  


A Waiver of Documentation of Consent must be requested in your IRB application when planning to obtain consent from participants without a signature using this template. 


Review the information about waivers of consent and follow the instructions provided in our IRB On-Demand training video about waivers of informed consent located on the �HYPERLINK "https://research.wayne.edu/irb/education"��IRB Education Website.�


Additional guidance is available on the �HYPERLINK "https://research.wayne.edu/irb/informed-consent"��IRB Consent/Assent Templates website�.


TEMPLATE GUIDE:


This template is for minimal risk research ONLYand can be used for studies where the research activities are generally limited to surveys, interviews, focus groups, educational interventions, and/or observational research. See �HYPERLINK "https://research.wayne.edu/irb/docs/exempt_research_guidanceinstructions_2_15_23.pdf"��Exempt Research Guidance and Submission Instructions for more information.� 


Some studies require additional template language that is not included in the main RIS template. Additional template language that applies to studies with certain elements such as NIH Data Sharing requirements, NIH Certificate of Confidentiality, use of photographs, audio/video recording etc. is available in the Consent Appendix located at the end of this document. 


Please follow italicized instructions provided in red type font, brackets and highlighted areas.


A backslash indicates that you must choose the option that is most appropriate for your study (e.g., “will/will not” or “i/we”)


Standard text (non-italicized) is language that can be used as is. 


Use only statements that are appropriate for your study. This template is designed to fulfill the consent requirements for many different types of research, therefore not all the statements are relevant for all studies.


If a RIS is prepared with a non- WSU template, all applicable elements of consent that are presented within this template must be included.


To ensure consent is informative to potential participants, consent documents should be written in plain language. Please review our �HYPERLINK "https://research.wayne.edu/irb/docs/readability_guidance-_tips_for_preparing_easy_to_easy_to_understand_docs9_6_23.pdf"��guidance on Consent/Assent Readability�. For more information on plain language, go to � HYPERLINK "http://www.plainlanguage.gov/" �http://www.plainlanguage.gov/� 





FORMATTING:


BEFORE SUBMISSION TO THE IRB


DELETE THIS INSTRUCTIONS PAGE


DELETE ALL INSTRUCTION NOTES THAT ARE IN RED


DELETE THE CONSENT APPENDIX AT THE END OF THIS DOCUMENT


The finished document that you submit to the IRB should reflect what you will give to research participants. 


Include submission/revision date in the footer


Keep formatting is consistent throughout the form. 


Font size must be 12 or larger. Delete all colored fonts 


Letterheads & logos are NOT permitted.
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