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Informed consent is required to provide potential subjects or their legally authorized representatives with the information necessary for them to make a decision about participating in research. 

Information in this document must be organized to facilitate comprehension. This document should be written in plain language, generally at the 8th grade reading level. The reading level can be higher if the target population tends to have a higher literacy rate than the general population. 

We require the use of this template to create the informational document for your study. Please note: 

1. Regulations now require that research projects contain a concise and focused paragraph of the key information that is most likely to help potential subjects understand why they might or might not want to participate in the study. The key information must be presented first and must include the following formatted in a bullet point list:

a. Identification of the project as a research study and that participation is voluntary 

b. Purpose of the research, duration of the participation and a description of research procedures

c. Foreseeable risks or discomforts, if any

d. Expected benefits to subjects or others, if any

2. Text in [brackets] represents information about your study that you must add (in plain text). 

3. A backslash indicates that you must make a selection depending on the procedures for your study (e.g., “will/will not” or “I/we”).

4. Additional instructions or sample text are provided in green text. 
5. Before you submit your informational document, delete this cover page, brackets, and green text. The finished document should reflect what you would present to the subject. 

For questions about informed consent, please contact the IRB Office at 724-738-4846 or irb@sru.edu. 

_____________________________________________________________________________________

RESEARCH PARTICIPANT INFORMATIONAL LETTER
STUDY TITLE

Researcher’s name and contact information

Invitation to be Part of a Research Study
You are invited to participate in a research study. In order to participate, you must be [eligibility criteria; e.g., age, gender, language, etc.]. Taking part in this research project is voluntary.

Important Information about the Research Study

Things you should know:

· The purpose of the study is to [briefly describe study purpose]. If you choose to participate, you will be asked to [do what, when, where and how]. This will take approximately [period of time].

· Risks or discomforts from this research include [briefly describe].

· The study will [description of potential direct benefits to subjects – or no benefits]. 

· Taking part in this research project is voluntary. You do not have to participate and you can stop at any time. 

Please take time to read this entire form and ask questions before deciding whether to take part in this research project. 

What is the Study About and Why are We Doing it?
 The purpose of the study is [describe the study purpose].

What Will Happen if You Take Part in This Study?

If you agree to take part in this study, you will be asked to [provide a detailed description of what the subject will be asked to do in chronological order (what, when, where, how)]. We expect this to take about [duration, number of interactions]. [Indicate if information collected will be linked to other data (e.g., research data, protected health information, or administrative data such as US Census data).]

For projects involving the collection of sensitive information or the inclusion of questions that might be upsetting, include examples of the type of questions that will be asked or describe the sensitive topic areas that are involved. 

If applicable, include a statement about whether relevant research results will be shared with the subject and under what conditions. For example: “We may learn information about your health as part of the research. We will/will not share this information with you [how/why not].”

How Could You Benefit From This Study?

Although you will not directly benefit from being in this study, others might benefit because [insert details]. [OR] You might benefit from being in this study because [insert details].

What Risks Might Result From Being in This Study?

You might experience some risks from being in this study. They are [describe specific risks, and indicate what the study team will do to minimize those risks]. [OR] We do not believe there are any risks from participating in this research. 

Primary risks include physical, psychological, or informational risks. For informational risks (e.g., those involving breach of confidentiality), describe what you will do to protect the data during collection, while stored or during transmission of the data in the section below. Psychological risks (e.g., those associated with the completion of a particularly sensitive survey or interview) could be mitigated by providing subjects with contact information for counseling resources. 

For research posing more than minimal risk to subjects, include the following text:

“Please tell the researcher(s) if you have any injuries or other problems related to your participation in the study. The University may be able to assist you with obtaining emergency treatment, if appropriate, but you or your insurance company will be responsible for the cost. By signing this form, you do not give up your right to seek payment if you are harmed as a result of being in this study.”

How Will We Protect Your Information?

I/We plan to publish the results of this study. To protect your privacy, I/we will/will not include any information that could directly identify you.

If you wish to use identifying information in a publication or presentation, including photographs, audio or video recordings, include the following, as appropriate: 

The results of this study may be published or presented at a conference. The researcher(s) will ask for separate written permission to include your name [or pictures, recordings] or other information that could identify you. 

I/We will protect the confidentiality of your research records by [explain]. Your name and any other information that can directly identify you will be stored separately from the data collected as part of the project. [OR] [Describe limitations to confidentiality, if any.]
 What Will Happen to the Information We Collect About You After the Study is Over?

I/We will not keep your research data to use for future research or other purposes. Your name and other information that can directly identify you will be kept secure and stored separately from the research data collected as part of the project. [OR] Your name and other information that can directly identify you will be deleted from the research data as part of the project. 
How Will We Compensate You for Being Part of the Study?

You will receive [nature and total amount of incentive/compensation] for your participation in this study. [Describe how compensation will be determined if the subject withdraws from the research before the end of the study.]

Delete this section if not application to the study. 
What are the Costs to You to be Part of the Study?
To participate in the research, you will need to pay for [indicate what costs, if any, subjects will have to pay (such as parking)]. 

Delete this section if not applicable to the study.  

What Other Choices do I Have if I Don’t Take Part in this Study?

If you choose not to participate, there are/are no alternatives [describe alternative].
It is against the policy of the IRB at SRU to allow extra credit to be given to students in a class for participating in research unless an equal inducement is offered for an assignment of equal burden. If such a plan is made, it must be reviewed and approved by the IRB. 

Your Participation in this Research is Voluntary

It is totally up to you to decide to be in this research study. Participating in this study is voluntary. Even if you decide to be part of the study now, you may change your mind and stop at any time. You do not have to answer any questions you do not want to answer. If you decide to withdraw before this study is completed, [provide details about disposition of data]. [Describe anticipated circumstances, if any, under which the subject’s participation may be terminated by the PI without the consent of the subject, if applicable]. 
Contact Information for the Study Team and Questions about the Research
If you have questions about this research, you may contact [PI name, email and phone].

Contact Information for Questions about Your Rights as a Research Participant

If you have questions about your rights as a research participant, or wish to obtain information, ask questions, or discuss any concerns about this study with someone other than the researcher(s), please contact the following:

Institutional Review Board

Slippery Rock University

104 Maltby, Suite 302
Slippery Rock, PA 16057

Phone: (724)738-4846

Email: irb@sru.edu
Your Consent
Before agreeing to be part of the research, please be sure that you understand what the study is about. We will give you a copy of this document for your records [or you can print a copy of the document for your records]. If you have any questions about the study later, you can contact the study team using the information provided above.
I understand what the study is about and my questions so far have been answered. I agree to take part in this study. I understand that I can withdraw at any time. You indicate your voluntary agreement to participate by [add method of research, i.e., returning this survey, beginning this phone interview, etc.].
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