
Submission Checklist

Investigator Initiated Trials (IITs) & Research Collaborations 

Checklist of required elements for study proposals

Proposal Element Concept Full Proposal

Protocol (with references)

Study Title

Principle Investigator Contact Information

Support Type (funding and/or drug)

Product

Indication

Itemized Budget (if applicable)

Patient Population

Background and Rationale

Inclusion/Exclusion Criteria

Schedule of Assessments

Statistical Plan

Safety Reporting Plan
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Submission Checklist (continued)

Investigator Initiated Trials (IITs) & Research Collaborations 

Checklist of required elements for study proposals

Proposal Element Concept Full Proposal

Primary/Secondary Objectives

Primary/Secondary Endpoints

Treatment Schedule

Number of Patients

Enrollment Timeline

Target Start and End Dates

Number of Sites

Publication Plan

Study Management Plan

CV

IRB/Ethics Committee Information

page 2 of 2


