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Italicized instructions are intended for guidance. Please remove them as you complete the template.

I. Hypotheses and Specific Aims 
Clearly state the hypotheses (if applicable) you will test in this research project. Clearly state any specific aims or major goals of the project. If the research is purely exploratory and/or hypotheses-generating, state this. 
II. Background and Significance
Describe the rationale for this research. Provide a focused and cited review of literature relevant to this study. Identify relevant gaps in knowledge.

If the study involves data from the VA, address the relevance to the Veteran population.

III. Research Methods

A. Description of Population to be Studied 

Describe the inclusion and exclusion criteria for the data and/or specimens to be included. 
B. Data/Sample Collection

Provide details about the data and/or specimens to be collected. Identify the source of data or specimens accessed for this study. For data collected from medical records or other protected record sets, provide a date range for data collection and indicate if there will be a prospective component. List all data points to be collected or include these in a separate document (e.g., a data collection tool).
C. Study Design
Provide an overview of the research methods you plan to employ to meet your study objective. For research on specimens, you do not need to describe each specific assay that will be performed unless you are validating an assay for clinical diagnostic use.
D. Statistical Considerations

Describe the statistical test(s) that will be used. Justify the sample size using the concepts of power, type I error, and effect size where applicable. Note any assumptions that your power calculation is based on. If the study is exploratory or hypothesis-generating with no planned statistical analysis, state this here.
E. Potential Scientific Problems  
Briefly discuss the limitations of your proposed study design. Are there factors that could threaten your ability to obtain meaningful generalizable knowledge from this study?
F. Summarize Knowledge to be Gained
Describe the generalizable knowledge you expect to be gained from performing this study and why this knowledge would advance your field of study.

G. Risks

The primary risk from secondary research is the potential for loss of confidentiality. Describe the steps taken to protect your data and/or specimens.
H. Collaborations
If data or specimens are being transferred to or from another institution, identify the institution(s), outline the identifiers being shared, and describe the process to protect data and/or specimens during transit.
I. References
Include a list of relevant literature and citations for all publications referenced in the text of the protocol.
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