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I. Hypotheses and Specific Aims:  A brief statement of the purpose of the research

project.  This section should include the hypotheses and specific aims being tested in the research. Note: If you are applying for QA/QI/PE determination, you should not use terms like “hypothesis” or “research;” Instead, use the terms “aims” or “goals” and “evaluation.”(Approx. 1 paragraph)   
II. Background and Significance: Explain the background of this project so that we will understand why it is important to perform this research project. (Approx. 1 page)  
Include:  

· Summary of previously published data and pilot studies.  Be sure to include a discussion of any data that does not support the study hypothesis.  If a study similar to the one being proposed has already been completed, explain why the proposed study is necessary.  

· For studies designed to compare or evaluate therapies, there should be a statement of the relative advantages or disadvantages of alternative modes of therapy.  

· If not obvious, explain why human subjects are necessary.  Include references for all published data cited.

III. Preliminary Studies/Progress Report:  

IV. Research Methods

A.  Outcome Measure(s):  
B. Description of Population to be Enrolled:  
C. Study Design and Research Methods  
D.   Description, Risks and Justification of Procedures and Data Collection Tools:

E.   Potential Scientific Problems:  
F.   Data Analysis Plan:  
G.  Summarize Knowledge to be Gained:  
 H. References:
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