Informed Consent to Participate in Research 
(Needs to be on UNL letterhead)
Participants Legal Name:

TITLE of the Study:

Person in Charge of Study:

Sponsor of the Study:

We invite you to take part in a research study being conducted at the University of Nebraska-Lincoln. It is important that you read and understand several general principles that apply to all who take part in this research study: (1) taking part in this study is entirely voluntary; (b) you may not benefit directly as a result of taking part in this study, but knowledge may be gained that might benefit others; (c) you are free to withdraw from the study at any time without affecting your relationship with the investigators or the University of Nebraska-Lincoln; (d) leaving the study will not cause a penalty or loss of any benefits to which you are otherwise entitled. 

Before you volunteer to take part in this research, the study must be explained to you and you must be given a change to ask questions. You should discuss anything that you do not understand with the person who is explaining it to you before you agree to volunteer. Once all of your questions have been answered, you must sign this consent form, which gives us permission for you to participate. You will be given a copy of the signed consent form to take home with you. The nature of the study, the risks, inconveniences, discomforts and other important information about the study are discussed below.

1. What is the purpose of this study?

By participating in this study, we hope to learn ______________.

Describe, in common, non-technical language the purpose of the study.

2. Why are you being invited to take part in this research?

You are being invited to take part in a research study because __________________.

If there is a condition or circumstance that makes the person eligible for the study, specify this information.

3. Are there reasons why you are not eligible to participate in this study?

State in common, non-technical language reasons a subject could be excluded from volunteering, such as being less than 19 years of age, not a student at UNL, or certain health restrictions.

4. Where is the study going to take place?

5. How long will your participation in this study last?

The research will be conducted at ________________ (describe location). You will need to come to ______________ (location) XXX times during the study. Each of the visits will take about XXX (state in minutes or hours). The total amount of time you will be asked to volunteer for this study is XXX over the next XXX (state in days or months).

6. What will you be asked to do?

Tell the subject what to expect. Describe all procedures in common non-technical language, using simple terms and short sentences. If the study involves numerous procedures and/or visits, give a time-line description of the procedures that will be performed. 

If the study involves audio to video recording, taking pictures, provide a space for participation to initial to indicate agreement. For example:

Page 1 of 4









              _____     initials

_________    Initial if you agree to be audio recorded during the interview.

_________    Initial if you agree to be video recorded during the interview.

7. Are any of the study procedures experimental?

8. What are the possible risks or discomforts?

Inform the subject of any foreseeable risks or discomforts that may result from being a participant in this research. Include an estimate of the likelihood of the risk occurring and steps that will be taken to prevent or minimize them. Also inform them, in non-technical lay language, the treatments or help that will be available if adverse reactions occur.

If the research involves minimal risk to the participant, include the following statement: 

To the best of our knowledge, the things you will be doing have no more risk of harm than you would experience in everyday life.

If the research involves any procedures which could cause possible physical harm, describe the risks in lay terms and any ramifications that could result should an unanticipated problem or adverse event occur. 

If the research involves any procedures which could cause possible emotional or mental harm, include a statement such as the following:

You may find some questions we ask you (or some procedures we ask you to do) to be upsetting or stressful. If so, we can tell you about some individuals who may be able to help you with these feelings. 

9. What are the potential benefits of study participation?

Describe the benefits to the subject or others which may be expected as a results of this research. Do not make unreasonable claims expected from the result. If there are no direct benefits to participants, state that fact.

There is no guarantee that you will receive any benefit from taking part in this study. However, some people have experienced ___________ when ___________. Your willingness to take part, however, may, in the future, help society as a whole better understand this research topic.
Or

You will not receive any known personal benefit from taking part in this study. 

If you don’t want to take part in the study, are there other choices?

For a project of more than minimal risk, a statement needs to be included describing appropriate alternative procedures or course of treatment, if any, that might be advantageous to the participant.
If you do not want to take part in the study, there are other choices such as ________. (Describe whether or not there are any procedures the subject could participate in to receive the same level of benefit.)

10. Will you receive any rewards or compensation for study participation?

You will receive _________ for taking part in this study. (If this is a monetary reward/payment, explain how this will be prorated should the subject choose to withdraw early. If this is not a chase payment then the IRB strongly suggests that the reward be given to subjects regardless of the completion of the study. This information should be explained here.) (Note whether there are class credits given for participating in this research and other options that may be available. 
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Or

You will not receive any monetary compensation for participating in this research. 
11. Are there any additional costs related to participation in this study?

12. What will happen if new information is learned while the study is ongoing?

13. What will happen if you decide not to continue in this study?

Participation in this study is voluntary. You can refuse to participate or withdraw at any time without harming your relationship with the researchers or the University of Nebraska-Lincoln, (include any other agency/institution you are working with), or in any other way receive a penalty or loss of benefits to which you are otherwise entitled.

14. Can your participation in this study be ended early, before completion?

The individuals conducting the study may need to withdraw you from the study. This may occur if you are not able to follow the directions they give you, if they find that your being in the study is more risk than benefit to you, or if the agency funding the study decides to stop the study early for a variety of scientific reasons. (Any consequences of withdrawing should be included along with any procedures necessary for withdrawing.)

15. What happens if you get upset or injured from the study procedures?

(This section may not be applicable to social behavioral studies that are less than minimal risk. For less than minimal risk studies, that are not applicable, omit this section.)
If you believe you are hurt or if you get sick because of something that is due to the study, you should call _________ (primary investigator) at _______ immediately.

It is important for you to understand that the University of Nebraska-Lincoln does not have funds set aside to pay for the cost of any care or treatment that might be necessary because you get hurt or sick while taking part in this study. Medical costs related to your care and treatment because of research related harm will be your responsibility; or 

The sponsor (only option if industry sponsored – insert sponsor’s name) has agreed to pay for medical expenses incurred by injuries that directly result from participating in the study, with some exceptions. The exceptions are instances such as failure to follow the sponsor’s directions.

16. Who will have access to the information that you provide as a part of this study? How will study information be kept confidential?

(Explain to the research subject how confidentiality will be maintained, who will have access to the data, how data will be reported in order to maintain individual confidentiality; and where or how the data will be published or reported. If confidentiality will not be maintained, this must be explained to participants.)
Your information will be combined with information from other people taking part in the study. When we write about the study to share it with other researchers, we will write about the combined information we have gathered. You will not be personally identified in these written materials. We may publish the results of this study; however, we will keep your name and other identifying information private.

(If the study is anonymous): This study is anonymous. That means that no one, not even members of the research team will know that the information you provide came from you.

(If the study is not anonymous): We will make every effort to prevent anyone who is not on the research team from knowing that you gave us information, or what that information is. (Insert description of procedure(s) used for protecting confidentiality of data including paper records, computer records, jump drives and portable storage devices.)

Page 3 of 4









                _____  initials

We will keep private all research records that identify you to the extent allowed by law. However, there are some circumstances in which we may have to show your information to other people. (Insert circumstances in which the subject’s data could be shown or reported to others.) For example, the law may require us to tell authorities if you report information about a child being abused or if you pose a danger to yourself or someone else. Also we may be required to show information which identifies you to individuals who need to be sure we have done the research correctly; these would be people from (list any agencies such as the funding agency or state/Federal depts.)

17. Will there be any further follow-up?

18. What else do you need to know? (ONLY if conflict of interest review required.)
Repeat what institution(s) (such as NIH, etc.) or companies are involved in the study through funding, cooperative research, or by providing supplies or equipment. An example of such a statement would be as follows:

_________ (name of Institution/Company) is providing financial support and/or material for this study. 

Note, if the IRB determines that disclosure of financial interest is necessary to protect the subjects’ rights and welfare, you may be asked to include a statement which informs subjects of the investigator’s financial interests in the study (i.e., the source of funding and funding arrangements for the conduct and review of the research, or information about a financial arrangement of the investigator and how it is being managed).
19. Who should you contact regarding this study?

You may ask any questions concerning this research and have those questions answered before agreeing to participate in or during the study. Yu may call the investigator at any time, _________ at ____________. (Also include advisor’s name and contact information if investigator is a student.) Please contact the investigator:
· if you want to voice concerns or complaints about the research;
· in the event of a research related injury.
Please contact the University of Nebraska-Lincoln Institutional Review Board at (402) 472-6965 for the following reasons: 

· you wish to talk to someone other than the research staff to obtain answers to questions about your rights as a research participant;
· to voice concerns or complaints about the research;
· to provide input concerning the research process;
· in the event the study staff could not be reached.
You are voluntarily making a decision whether or not to participate in this research study. Your signature certifies that you have decided to participate having read and understood the information presented. You will be given a copy of this consent form to keep.

_____________________________                                           _______________

Signature of person agreeing to take part in the study                 Date

_____________________________

Printed name of person agreeing to take part in the study. 

____________________________

Signature of person obtaining consent
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