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Relevant publications, as appropriate

Please describe the following protocol elements:
1. Study rationale and existing preliminary data

2. Study population and sample size restrictions

3. Inclusion/exclusion criteria

4. Study sites

5. Recruitment procedures

6. Study procedures, including subject and investigator blinding

7. Data management, including provisions for confidentiality and quality assurance

8. Statistical design, including target sample size and analysis plan

9. Baseline and outcome measures

10. Proposed method for monitoring and reporting adverse events

11. Questions/Issues needing clarification

12. Recommended changes

13. Action
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