
SECEC-supported Multicentric Study - Application Template


A. General

1. Study title (max. 25 words)
2.    Chief investigator

Title
Initials
Name
Position
Institute/organization
Contact address
Contact email
Contact telephone
SECEC membership

3.  Additional investigators

1 Name
Position
Institute
SECEC membership

2 Name
Position
Institute
SECEC membership

3 Name
Position
Institute
SECEC membership

Please add the Curriculum Vitae of the chief investigator 

Participants, organization and collaborations: Structure and cooperation of the research group

Table 1. Contributions of project participants 
	Study members
	Steering group
	Data collection
	Interpretation of data
	Writing manuscript

	MD, PhD X
	
	
	
	

	MD X
	
	
	
	

	Other?
	
	
	
	

	PhD-candidate?
	
	
	
	

	Statistician?
	
	
	
	




B. Research protocol 

4. Short summary of the study (maximum 200 words)
5. Aim of the study- Research question 
6. List of 5 key words   
7. Scientific background of the research question - State of the art and justification of the project 
8. Method of the study and its objectives (main and secondary hypotheses, clinical parameters (primary and secondary endpoints) against which the hypotheses are tested)
a. Aims
b. Hypothesis
c. Primary objectives
d. Secondary objectives
9. Study population (persons, implants, time, inclusion, exclusion criteria)
10. Data/Statistical analysis
11. Workplan and timeline 
12. Final product- contribution to orthopedic care
13. Informed Consent - Ethics Committee 
14. Bibliography.

C. Methodology

1. Approach: Variables, data sources and data collection methodology (measures/examination methods and any deviations from the measures/examinations commonly used in medical practice. Benefits-risks weighing for the patient
2. Study population (patients, implants, time, inclusion and exclusion criteria)
3. Workplan for activities, visibility and dissemination, patient recruitment, information, consent, reimbursement
4. Data/statistical analyses (outline the methodology, statistical tests and necessary sample size/power calculation). 
5. Limitations of study design, data sources and analytical methods 
6. Timeline. Milestone plan for the study and publication(s).

D. Outcome

1. Final product of the study: Expected outcome / product and impact
2. Plans for communicating results and dissemination 
3. Contribution of the project to the quality of orthopaedic care
4. Structure and cooperation research group. 

      E.  Data Protection, Storage and Sharing
1. Information governance
Each participating institution is responsible for ensuring compliance with its local policies, national legislation, and the General Data Protection Regulation (GDPR). Access rights to study data shall be granted only to authorized personnel and according to the principle of least privilege.
2. Patient-identifiable data
No patient-identifiable data will be transferred to the study database unless explicitly approved by the relevant ethics committee and permitted by applicable legislation. Each participating center will retain the key linking study identifiers to individual patients, where required, under its own responsibility and in accordance with local regulations.
3. Data sharing and linkage
Data will be collected and shared only at the level of detail necessary to answer the predefined research questions. The shared dataset will be fully anonymized (or anonymized in accordance with applicable legislation) and will not contain patient-identifiable information. Furthermore, the dataset will not identify individual physicians or participating hospitals.
If analyses requiring identification of individual physicians or hospitals are considered necessary, these will only be performed after prior written approval from the respective physician(s) and/or participating institution(s).
All participating collaborators will sign a Data Sharing Agreement that complies with the General Data Protection Regulation (GDPR) and any applicable national data protection legislation.
All statistical analyses will be performed on anonymized datasets.

E. Budget

1. Co-financing 
2. Motivation of requested budget 
3. Contact person financial administration 
4. Conflicts of interest

