
Domain Proposal Template

1. Title [Concise project title]

2. Proposer & Contact [Clinician name, role, site, mail and Tel.]

3. Brief Introduction [Clinical background, unmet need, why now]

4. Objectives & Aims⨀ Primary objective: […]
Key secondary aim(s) (≤3): […]

5. Study Population [Eligibility and target population, key inclusion/exclusion]

6. Intervention & Control Intervention: [name/type; dose/route/schedule if applicable]
Control/Comparator: [SOC/placebo/other]

7. Endpoints* Primary endpoint: [definition + timepoint]
Secondary endpoints (≤3): [definition and timepoint]

8. Sample Size (approx.) [Estimates including supportive data]

9. Abbreviated statistics Design: [parallel / crossover / cluster / single-arm with external control]
Primary analysis: [model/test for primary endpoint]
Effect size assumption: [delta/RR/HR etc.]
Alpha/Power: [e.g., 0.05 / 80–90%]

10. Timelines Proposed start: [DD Mon YYYY]
Feasibility and expected duration: […]

11. Funding […]

 ⨀A core outcomes must be included either as primary or key secondary.


