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Template
Information Letter Template (When Consent Documentation is Waived)
Instructions:

The information letter should be used for studies when the documentation of consent has been waived. This shall be given to subjects who agree to participate in research. The letter format shall be posted as an introduction to online research.
The letter must be written in language understandable to the subject. The research investigator should use language that the average person is likely to understand. Technical and scientific terms should be adequately explained or common terms substituted. The letter shall be written using the second person writing style (i.e., subject addressed as “you” and clinical investigators as “I/we”) as it helps communicate that there is a choice to be made by the prospective subject. 

The letter font must be either Times New Roman or Arial and must be at least 12 point. If enrolling older adults, the investigator should consider using even larger print. 
DATE:

Dear Participant
A brief introduction to the study, inviting the subject’s participation and explaining the details of the study. State that the study involves research; explain in non-technical language the purposes of the research and the expectations of the subject’s participation. Write a statement that the study is voluntary and the subject can withdraw at any time.
Describe any risks to the subject that can reasonably be expected as a result of participating in this study. If no risks are expected, state that there is no risk in participating. If mild emotional risks may occur in the process of participation, add a statement addressing this and where they can get assistance if this should occur.
Describe any benefits to the subject, society, or both that can reasonably be expected from the research. The description of benefits to the subject should be clear and not overstated. If there are no benefits to the subject, then state that no direct benefits to the subject can be expected.

describe how the data obtained from the study will kept confidential or anonymous as per study design.

Describe the amount and nature of any compensation to the subject for participating in the study. If they will not be compensated, state this in the letter.
Provide the name and telephone number of a specific office or person to contact for answers to questions about the research. If the subject has questions about research subjects’ rights, the contact must be the Institutional Review Board at 402-280-2126.

Sincerely
Name and Signature of the investigator(s)

A copy of the Bill of Rights for Research Participants shall be given to all subjects, a link to this information can be inserted for online projects 
Bill of Rights for Research Participants
As a participant in a research study, you have the right:

1. To have enough time to decide whether or not to be in the research study, and to make that decision without any pressure from the people who are conducting the research. 

2. To refuse to be in the study at all, or to stop participating at any time after you begin the study.

3. To be told what the study is trying to find out, what will happen to you, and what you will be asked to do if you are in the study.

4. To be told about the reasonably foreseeable risks of being in the study.

5. To be told about the possible benefits of being in the study.

6. To be told whether there are any costs associated with being in the study and whether you will be compensated for participating in the study.

7. To be told who will have access to information collected about you and how your confidentiality will be protected.

8. To be told whom to contact with questions about the research, about research-related injury, and about your rights as a research subject.

9. If the study involves treatment or therapy:

a. To be told about the other non-research treatment choices you have.

b. To be told where treatment is available should you have a research-related injury, and who will pay for research-related treatment. 
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