
Clinical Trial Research Plan
Title of Study

Principal Investigator

Study Team Members

Institution(s)

Study Dates

1. Background and Rationale

2. Objectives
Primary Objective

Secondary Objectives

3. Study Design



4. Study Population
Inclusion Criteria

Exclusion Criteria

Sample Size and Justification

5. Intervention(s)

6. Study Procedures

7. Outcome Measures
Primary Outcome(s)

Secondary Outcome(s)

8. Data Collection Methods

9. Data Analysis Plan



10. Ethical Considerations

11. Timeline

12. Budget & Resources

13. References
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