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Specific aim(s)   (1 sentence each; up to 3 aims, but 1 is enough)

Significance (limit this to ½ page, include in-line reference numbers)

Methods
Overview of design
· Named study design, making clear time frame and nature of control

Study subjects
· (Overview/justifications)
· Target population
· Accessible population
· Inclusion and exclusion criteria
· Sampling scheme
· Recruitment strategy
· Retention strategy

Measurements
· Overview, including strategies to enhance precision, accuracy and validity
· Primary Predictor (if observational study) vs. Intervention/Control (descriptions + details of randomization if an experimental study)
· Outcome(s) (Primary and Secondary; include details of blinding and training of those assessing outcome, etc.)
· Potential confounding variables or covariates, justifications

Statistical issues
· Hypotheses
· Sample size justification
· Analysis approach (Optional)

Study implementation plans
· Pretest plans
· Data management plan
· Quality control measures
· Timetable
· Ethical considerations
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