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[bookmark: _Application_–_Conceptual][bookmark: _Hlk228888760]Checklist formal requirements

The following checklist is designed to help you fulfill the minimal formal requirements for your application. 
Please delete the checklist from your document before submitting your proposal.
Please note: any deviation from the minimal formal requirements listed below can lead to an instant rejection of your proposal.

	Minimal formal requirements for the application document:
	Check: √

	SWAT application for an already running BMFTR- or DFG- funded clinical study? 
	□

	Template used? - DIN A4, font size at least 11 point Arial, 10 point Arial in the synopsis and tables and 9 point Arial for references, margins at least 2 cm and single-spaced lines
	□

	Lay summary in English and German included during electronic submission of the proposal (easyonline)?
	□

	All (sub-)headings included
	□

	Maximum of 6 pages including references
	□

	Reference information in the reference section contains full title for each publication (similar to Vancouver style; at least 9 point Arial)
	□

	Minimal formal requirements for the appendices:
	Check: √

	List of abbreviations included (max. ½ page, appendix 1)
	□

	Search strategy included (appendix 2)
	□

	CVs of PI and max. 3 Major Participants included (max. 2 pages each, appendix 3)
	

	Confirmation letter that the envisaged SWAT can be embedded into an already BMFTR- or DFG-funded clinical study (appendix 4)
	

	No unauthorized/additional attachments included in the application document or the appendix
	□




Application – Study Within a Trial (SWAT)
[bookmark: _Hlk228888775]1.	PROJECT SYNOPSIS
	APPLICANT/COORDINATING INVESTIGATOR
	

	MAJOR PARTICIPANTS
	

	TITLE OF SWAT
	

	ACRONYM OF SWAT
	

	OBJECTIVE(S)
	Study phase: 
Problem: 

	FUNDING OF MAIN STUDY
	☐ BMFTR funded; funding identifier (“Förderkennzeichen“): 
☐ DFG funded; funding identifier: 

	BASICS OF MAIN STUDY (HOST-STUDY)
	End of funding of main study: 
Principal Investigator (PI) of main study:
☐ Consent of PI of main study available in the appendix 

	DURATION OF SWAT 
	


[bookmark: _Hlk228888809]1.	ENGLISH LAY SUMMARY

[bookmark: _Hlk228888816]2.	RELEVANCE
2.1	METHODOLOGICAL QUESTION

2.2	IMPACT

[bookmark: _Hlk228888830]3.	EVIDENCE

4.	METHODS
[bookmark: _Hlk228888851]4.1	SWAT DESIGN

4.2	ENROLLMENT

4.3	INTERVENTION

4.4	OUTCOMES

4.5	GENDER ASPECTS

[bookmark: _Hlk228888873]5	MAIN/HOST CLINICAL STUDY

6. 	ETHICAL CONSIDERATIONS
6.1 ETHICAL ASPECTS

6.2 OUTREACH AND TRANSPARENCY

7.	WORK PLAN
7.1	WORK PACKAGES

[bookmark: _Hlk228888888]7.2	TIME PLAN

8.	PROJECT PARTNERS
8.1	MAJOR PARTICIPANTS
	#
	Name
	Affiliation
	Responsibility/Role

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


[bookmark: _Hlk228888904]9.	FINANCIAL SUMMARY 
	Item
	PM
	Description / Justification
	Amount requested (€)

	Personnel
	-
	
	

	Scientific
	
	
	

	Non-Scientific 
	
	
	

	Other
	
	
	

	Contracts*
	-
	
	

	Travel Expenses
	-
	
	

	Other Expenses
	
	
	

	TOTAL 
(without overhead / „Projektpauschale“)  
	
	
	


				PM = Person Months
[bookmark: _Hlk228888917]10.	REFERENCES


APPENDICES
APPENDIX 1: LIST OF ABBREVIATIONS (MANDATORY, MAX. ½ PAGE)

APPENDIX 2: SEARCH STRATEGY (MANDATORY)

APPENDIX 3: CVS OF MAJOR PARTICIPANTS (MANDATORY)

Personal Data 
	Name
	

	Current institution/affiliation
	

	Current position
	

	Optional: Identifiers/ORCID 
	



Employment / for Patients: (voluntary) engagement
	Role
	Organisation / Institution
	Duration

	
	
	



Education
	Degree
	Organisation
	Duration

	
	
	



Further education / supplementary career information (optional, free text field)
	Details

	



Major achievement (optional, free text field)
	Achievement 

	



List of relevant publications (if applicable)
	Year
	Reference (Including Full Title)
	Role in the Project

	
	
	




APPENDIX 4: CONFIRMATION LETTER (MANDATORY)

CONFIRMATION REGARDING AVAILABILITY OF MAIN CLINICAL STUDY (HOST-STUDY)

	TITEL OF CLINICAL STUDY 
	

	STUDY REGISTRY NUMBER & FUNDING IDENTIFIER 
	Study registry identified and study registry: 
Funding organisation and funding identifier:

	NAME OF PRINCIPAL INVESTIGATOR OF MAIN STUDY
	

	REMAINING RUNNING TIME OF MAIN STUDY:
	



I hereby confirm that the information provided in the application regarding the main/host clinical study (synopsis & section 5) is correct. I further confirm that the clinical study is available for embedding the envisaged Study Within a Trial (SWAT) and that the SWAT project leader may make full use of the results of the SWAT. 


_________________________________________
Date and Signature Principal Investigator of main/host clinical study 		
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