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Section I:  Purpose and Background 
1. Specific aims and objectives
2. Background, significance, and rationale 
3. Preliminary studies (if any)
Section II:  Criteria for Subject Selection

1. Number of subjects 

2. Demographics of subjects 

3. Inclusion criteria 

4. Exclusion criteria

5. Vulnerable subjects

Section III:  Methods and Procedures

1. Study design and methods (include any statistical methods)
2. Data analysis 

3. Data monitoring (include adverse event reporting procedures)
4. Data storage, security, and confidentiality 
5. Transition from research participation (if applicable)
6. Study timeline
Section IV:  Risk/Benefit Assessment
1. Risk category (Minimal or Greater than Minimal)
2. Potential risk(s)
3. Protection against risk(s)
4. Potential benefit(s) to the subject (direct medical benefit(s))
5. Alternative to participation

Section V:  Subject Identification, Recruitment and Consent/Assent
1. Method of subject identification and recruitment

2. Process of consent

3. Subject capacity assessment procedures (if applicable)

4. Subject/Representative comprehension

5. Debriefing procedures for non-disclosed information (if applicable)

6. Documentation of consent/assent
7. Costs to the subject

8. Payment for participation


