


Research Protocol (minimum components)

1. Project Title
a. Research Staff

2. Relevance to VA Mission, Veterans’ health and/or healthcare issues

3. Abstract
a. Brief overview of the entire protocol (items 3,4,5 below)

4. Introduction
a. Research Objective: Why is this study proposed? What is the hypothesis
b. Review of literature
c. Relevance and importance of findings, especially to VA

5. Background and Methodology
a. Study Design
b. Procedures being done
c. Risk/Benefit analysis
d. Patient population and selection
e. Inclusion/Exclusion criteria
f. Recruitment Methods
g. Informed Consent Process
h. HIPAA Authorization
i. Payments to Participants
j. Cost to subjects
k. Data collection
i. Collection procedures
ii. Analysis
1. What statistical analysis is being done
l. Biological Specimen Collection
m. Confidentiality of Data and Information Security

6. Expected Results
a. Based on literature and hypothesis, what can be expected
b. Alternative hypotheses if main hypothesis is not confirmed

7. Literature
a. Citations supporting introduction, hypothesis, data collection and analysis.
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