























	1.1. BACKGROUND
	2. STUDY DESIGN
	2.1. OVERALL DESIGN
	2.5. PRIMARY AND SECONDARY ENDPOINTS
	2.6.1. ASESSMENT PARAMETERS AND METHODS
	Medical History and Demographic Data
	Clinical Assessments
	Radiographic Assessments
	Radiographic assessments will be conducted based on Radiographic Assessment protocol in Appendix A.

	3. SELECTION AND WITHDRAWAL OF SUBJECTS
	3.1 INCLUSION CRITERIA
	3.2  EXCLUSION CRITERIA
	4. PROTOCOL DEVIATION MANAGEMENT AND REPORTING

	5. ADVERSE EVENT MANAGEMENT AND REPORTING
	6. STATISTICAL ANALYSIS PLAN
	7. DATA COLLECTION, HANDLING AND RETENTION
	7.1. SOURCE DOCUMENTATION REQUIREMENTS
	7.2. CASE REPORT FORMS
	8. DATA REPORTING

	9.1 INSTITUTIONAL REVIEW BOARDS/ETHICS COMMITTEE
	9.2 INFORMED CONSENT
	9.3 SUBJECT CONFIDENTIALITY


