Study Protocol Template:
INSTRUCTIONS:
· Items and Provided Information (by the researcher) for each section. Provided information in cursive, to be deleted and replaced with study specifics.
· Depending on study design not all sections may apply. Mark those sections as N/A.
· Content has to be in compliant with local and regulatory requirements.

1. General Information
	Item
	Provided Information

	Study Title
	Title

	Protocol Date
	Version and date of the protocol

	Principal Investigator
	Name and contact details of the PI

	Study Duration
	Study Start (MM/YYYY), Study End (MM/YYYY), Study Completion (MM/YYYY)

	Study Site
	Research institution, Hospital…



2. Study Objective and Justification
	Item
	Provided Information

	Introduction
	Background (10 lines)

	Hypothesis
	Hypothesis being tested

	Objective
	Primary / Secondary Objectives related to the study Endpoints.

	Medical Value / Novelty
	Significance or value of the study (locally and globally)



3. Treatment studied
	Item
	Provided Information

	Orthobiologic/s
	Medical device used (e.g. Mytocel Rigeneracons® RS)



4. Study Population
	Item
	Provided Information

	Sample size
	Total number of patients

	Inclusion Criteria
	

	Exclusion Criteria
	



5. Study Design and Procedures
	Item
	Provided Information

	Study Design
	e. g., prospective, retrospective, pilot, observational, interventional…

	Study Type
	e.g., single-arm, controlled, randomized…

	Study Procedures
	Visits, interventions, variables assessed.

	Level of evidence
	Clinical Cases (grade IV)



6. Endpoints and Statistical Analysis
	Item
	Provided Information

	Primary and Secondary (if applicable) Endpoint
	Define Endpoints matching Objective (section 2)

	Statistical Analysis (and Sample Size Justification if applicable)
	Describe the planned statistical methods



7. Safety Assessment
	Item
	Provided Information

	AE and SAE
	Anticipated AE and SAE

	Procedure for reporting Events
	Methodology in case of anticipated or unanticipated events



9. Compliance Statements
	Item
	Provided Information

	Compliance with Declaration of Helsinki and GCP
	The study will be conducted in compliance with this study protocol, the current version of the Declaration of Helsinki, ICH GCP, and applicable local legal and regulatory requirements. 

	Ethics committee Approval
	If applicable – add any necessary information/document. 

	Informed Consent
	Before any study-related activities are initiated, the subjects / legal representatives will have to sign the written informed consent. 



10.References
	Item
	Provided Information

	Literature References
	



