IRB Protocol Number: 
Principal Investigator: 
Co-Investigator(s) (if applicable):
Research advisor (if applicable):
Study Title: 

About this form
This form gives you important information about this study. If you want to join, please sign it. You will get a copy to keep.
Introduction
We are [faculty/students] from Simmons University in [course/department] and are doing a study to learn more about [XXXX]. We are inviting you to be part of the study to [XXXX] because [XXXX].
Your participation is voluntary. Your decision to participate, not participate, or to withdraw at any time from this study will in no way affect your standing with Simmons University [or XXX (This statement is applicable if you are conducting your research in a place of employment, clinic, school setting.)]. 

Why is this research study being done?
We want to learn more about [XXXX].

What will you have to do if you are part of this study [explain what is involved]? 
If you join this study, we will ask you to be part of a  [X visits, X interviews, focus group, complete survey, etc.]. This will take about [X minutes/ days/weeks/months/years]. 
We will record information about you as you participate [indicate how their responses will be recorded, where, how their response will be saved, and if audio or video recording is required to participate]. 

How long will the study last?
We will be asking [XXXX] people to join the study. The study is expected to last for [XXXX months/years]. 

Why might you choose to take part in this study?
While no specific benefits are guaranteed, possible benefits of participating in this research study might include [XXXX] and your participation offers the opportunity to contribute to advancing the work of the [specific area of study]. 

Why might you choose NOT to take part in this study?
Your participation in this study is completely voluntary. You can stop participating at any time. The risks to you for participating in this study are [XXX]. You may refuse to answer any question or participate in any component of this study at any time during the [interview/survey/study procedures]. 

How will your privacy be protected?
Any information about you will be kept confidential to the extent possible by law. Your name and personal information will not be shared outside this study. No one will be able to identify your personal information when the project is finished and when we share what we found in this study.
The researchers will do their best to protect your confidentiality and to make sure that your identity does not become known. However, as with any use of electronic means to store data, there is a risk of breach of data security. Therefore, confidentiality cannot be guaranteed.  [If recorded interviews, indicate when the audio or video recordings will be destroyed.] 

Will your information [and/or type of biospecimens] be used for future research or shared with others?
We may use or share your research information [and/or type of biospecimen] for future studies. If we share your information [and/or type of biospecimen] with other researchers, your name and personal information will be removed. This research may be similar to this study or completely different. We will not ask for your additional informed consent for these studies.

Will you be paid or given anything for taking part in this study?
You [will/will not] receive [type and total amount of compensation] for your participation in the study. 

What should you do if you do not want to be part of the study anymore?
[Insert statement explaining how participants can terminate their participation if they so choose.] You can stop participating at any time. There will be no penalty. Your decision will not impact your relationship with Simmons University and its personnel [or other facility where the study is being conducted].

What will happen if you are injured by this research?
While injury is not anticipated, the risk of injury exists.  Such risk includes, but is not limited to; [detail a list of foreseeable injuries or discomforts related to the study.] By choosing to take part, you acknowledge that the procedures described above may involve the risks listed here. We will take reasonable steps to reduce these risks, but some risks may be unforeseeable. Your participation is voluntary, and this consent does not waive any of your legal rights.

If you think you have been injured because of taking part in this study, tell the Principal Investigator or the contact on the front page of this document as soon as possible. You can provide this information in person or call them at the phone number listed in this consent form. The Principal Investigator or someone on the study team can help you get the care you need. If you are injured because of this study, Simmons University will  assist you in getting necessary medical treatment. If you have an urgent injury, call 911. 

Simmons University [and/or the study Sponsor; include if external Sponsor] does not routinely offer financial compensation or free medical care for study-related injuries, illnesses, or reactions. The University [and study sponsor, include if study sponsor] may elect to pay for the cost of medical treatment for your injury. The Principal Investigator and the University [and study Sponsor, include if study sponsor] will work together to determine what costs associated with your injury may be covered by the University [and study Sponsor, include if study sponsor].

If the University [or study sponsor, include if study sponsor] pays any part of the cost of medical treatment for your injury, they will need to know information about you like your name, date of birth, and Medicare Beneficiary or social security number.  This information is needed because they  must check to see if you have health care insurance through Medicare.  If you have Medicare, they must report to Medicare the payment that has been made toward your medical expenses for the injury.  The study team will not collect your Medicare Beneficiary or social security number unless you are injured and a claim is submitted to the University [or study sponsor] to pay medical expenses.
If the University [or study sponsor] does not pay, you will be responsible for all costs. Any costs for medical expenses will be billed to you and your insurance company. You may be responsible for any co-payments and your insurance may not cover the costs of study-related injuries. 

There are no plans to pay you directly or give you any other type of compensation should you be injured because of taking part in this study.  However, by signing this form, you do not give up your right to seek payment or other risks if you are harmed as a result of being in this study.

Who can you contact if you have questions or concerns about this study?
Please feel free to ask any questions you may have about the study or your rights in the research project. 
[Insert name and academic degrees] is the person in charge of this study. You can email him/her/them at [Insert email address and phone number]. 
You can also email [Insert the name(s)] at [Insert email address(es)] with questions about this research study. 
If at any time during or after the study, you would like to talk about any questions or concerns about the study, you may contact the Simmons University IRB at irbprotocols@simmons.edu (or my research advisor at [insert research advisor’s Simmons email address and phone number], if applicable).
 
You can talk to them about:
· Your rights as a research subject
· Your concerns about the research
· A complaint about the research
· Any pressure to take part in, or to stay in the research study

Acknowledgement of participation and signature of consent
The purpose of the study has been explained to me. I understand my role and my rights as a part of this study and have had all my questions answered. 
· I agree to be part of this study.
· I understand that I may quit at any time without any problems.
· I have been given a copy of this form.

Signature of Subject:
I consent to participate in this research study and agree to allow my information [including video or audio recordings] to be used and shared as described above.

Name __________________	Date	____________
Signature __________________________________
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