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Summary and Nature of Intent of Project

· Summary:
· Brief explanation of the project and desired outcomes
· Context:
· Background:
·  Describe the situation that currently exists.
· Problem Statement: 
· Clearly define the issue being addressed.
· Purpose/Goals: 
· Why the research is being done.
· What will be achieved, produced, or changed.
· Significance: 
· Why the project matters (academic/social impact). 
· Who will be impacted by addressing this problem
· Research Questions/Hypotheses: 
· Specific questions you would like to answer or predictions about the desired outcome.

Participants

Provide a description of the research study participants
· Describe the participants and how they were selected
· The number of subjects that would be required to meet the study goals
· The inclusion/exclusion criteria for subject entry or for use of data/tissues
· The recruitment and consenting processes
· The potential risks and direct/indirect benefits to subjects, as well as procedures for minimizing the risks
· The vulnerable groups that may be encountered in the subject population, with emphasis on additional protections that will be put into place to ensure that the rights and welfare of such groups are protected
· How the capacity to consent will be assessed for all subjects

Research Study Procedure 

Describe the procedures in detail, step by step 
· How the research will be conducted
· What materials, surveys, tests etc. are involved 
· What the participants will be expected to do
· What is the timing

Data Management

Describe how the data collected will be managed

· How will the data be collected 
· How and where will the data be stored
· The procedures to maintain confidentiality and privacy
· Who will have access to the data and for what purpose

Funding 

Describe the funding arrangements

· What funding is required and for what aspects of the research
· How will the funding be sourced

Third Party Involvement

Describe any other organizations or institutions that may be involved

· Identify and describe the organization(s)
· Describe how the organization(s) are involved
· Describe the authorizing documentation that is required

Any other information

Add any other information that might be relevant or useful to the IRB in conducting their review.
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