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Purpose of Study   Please describe:
· The study problem – what clinical problem you have observed/experienced that needs investigation

· Rationale/Relevance of the project to patient care; how will the project improve patient care?

· A statement of the specific purpose of the study – what you want to examine with the study. 
Hypothesis or Research Question 
· A Hypothesis Statement is a tentative prediction of relationships between the variables you intend to test. Used in experimental and quasi-experimental studies. NOTE: you can have more than one per study.
· A Research Question is a statement of the specific question to be answered in the study (i.e., the purpose of the study stated in the form of a question). Used in descriptive, exploratory and qualitative studies. NOTE: you can have more than one per study.
· The research hypothesis or question will guide development of the research plan. 
Background or Literature Review: Please provide a synthesis of the information currently available regarding the problem you wish to study. Note the void in the literature that your study will fill. Provide in-text citations for the references, which must also appear in the reference section for works cited.  
Research Plan (how study will be conducted, logistics)
· Study Design 
· State the type of study design that will be used. 
· Setting for the study

· Where will the study be conducted?
· Participants
· Describe 

· Who is your study population? 

· How will you identify and recruit them?

· Inclusion/exclusion criteria?

· How many participants will be recruited? What is the desired sample size? How many will be in each group? How did you determine your sample size?
· If recruiting more than one group of participants, how will you assign the subjects to the various groups?

· Data Collection
· List and define independent and dependent variables?

· Describe and provide copies of each the data collection tool/instrument that will be used. Description should include the source of the tool (e.g., who developed it), why it was chosen/is being used, the reliability and validity of the tool.
· Describe the procedures that will be used in collecting the data.

· Intervention or experimental aspect of the study
· Describe in detail any intervention that will occur as part of the study. Description needs to include any benefits or potential risks associated with the intervention and measures that will be used to protect participants from harm as well as those that will be implemented should any harm occur. 

· Statistical Analysis
· Describe how the data will be analyzed in order to test the research hypothesis or answer the research question. Include which statistical tests will be used in the analysis.   

Ethical Considerations
· Informed consent 

· How will you obtain informed consent?  Attach a copy of the informed consent statement (ICS) to the IRB application. 
· Who will obtain informed consent from participants?
· Where and for how long will the informed consent statements be kept?
· Privacy information

· Discuss procedures for providing confidentiality and/or anonymity to participants and of data collected. 
· How, where, and for how long will data be stored? 
· If audio/video recordings are made, explain what will become of these. 
Cost/Budget
· Explain total cost estimated to conduct study, funding source, how funds will be spent. Provide Overall budget in Table format. 
	Estimated Period of Time to Complete Study

	When will study begin?
	Put actual date (e.g.,. 2.19.13)

	Protocol Development Completed
	Time period (e.g., 2 weeks)

	Admin Review Time
	2 weeks (Give enough time to submit to two meetings ahead of time) - This stays the same, leave this always at 2 weeks

	IRB Approval
	Time period given depending on scope of study
(e.g., start with 2 weeks for exempt, 3 weeks for expedited and 6 weeks for FULL Board)

	Data collection
	Time period

	Data analysis
	Time period

	Presentation development (if applicable)
	How long it will take you to build and order the poster

	Manuscript Development (if applicable)
	How long it will take you to write out the manuscript

	Journal submission process (if applicable)
	How long it will take you to submit to journals until accepted

	Study closure
	How long it will take you to wrap things up


· When and how will results be disseminated?
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