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Standard DD2 protocol
The protocol is limited to three A4 pages plus appendix. Font: Arial 10 points with margins of 2.5 cm. 

Title

Danish abstract
· Layman description in Danish, limited to 150 words


Abstract 
· Maximal 250 words


Introduction
Background and importance of the problem
Literature review - short
Preliminary studies – if any
Specific aims
1.  
2.  
3. 
Working hypotheses

Methods
Overview of study design
Study subjects 
· Selection criteria (inclusion/exclusion criteria)
· Design for sampling the study subjects
· Plans for recruitment (if any)

Measurements
· Description of data sources for variables
· Predictor/exposure variables (definition and categorization)
· Primary and secondary outcomes (definition and categorization)
· Potential confounding variables / covariates (definition and categorization)

Statistical Issues
· Approach to planned statistical analyses (primary, secondary, sensitivity analyses)
· Study size and estimation of study power for examining the hypotheses

Study limitations - sources of bias and how they will be handled
Quality control and data management 
Timetable and organization - milestones
Expected duration of the project in years: 
Requested project start date (day/month/year):
Requested project start date (day/month/year):

Ethical considerations

References




Requirements governing the access to and use of DD2 data and biobank 
When submitting the protocol, you accept the following requirements for the access to and use of existing DD2 data and biobank sample material and the generation of new data within the project:
· As a general rule, a project period of up to 3 years can be approved. A longer project period may be approved if a separate justification is submitted for this. However, the application may not exceed a maximum of 5 years.
· Newly generated results must be submitted to DD2 no later than 6 months (exclusivity period) after the project completion date to be shared with future research projects approved by the Scientific Advisory Board 
· All existing data provided from DD2 must be deleted* no later than 6 months after the project completion date in accordance with applicable regulations.
· Written confirmation of deletion of both newly generated and existing DD2 data* must be sent to DD2 no later than 6 months after the project completion date. 
· Any remaining blood- and urine sample material must after agreement with DD2 and Vejle Biobank be either sent back or destroyed no later than 6 months after the project completion date.  
· Project extension and extension of the date for DD2 data deletion requires a written request to DD2 and must be approved by the Scientific Advisory Board before the end of the original project period.

 *Only applicable to projects that are not part of the joint data controller agreement between the five Steno Diabetes Centers

Confirmation of DD2 data and biobank requirements

Principal Investigator 


Date, name and signature 


Head of Research 


Date, name and signature:


APPENDIX content 
· Bio-sketch of principal investigator 
· List of collaborators 
· Description of collaborators resources and project related work.
· Budget

	BIO-SKETCH
Provide the following information for the principal investigator.
Fill in the boxes below.  This Biosketch is NOT to EXCEED TWO PAGES.

	

	NAME

	POSITION TITLE


	TITLE

	

	EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, include postdoctoral training and residency training if applicable.)

	INSTITUTION AND LOCATION
	DEGREE
(if applicable)
	MM/YY
	FIELD OF STUDY

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	




A.	Personal Statement
Briefly describe why your experience and qualifications make you particularly well-suited for your role (e.g., PD/PI, mentor, participating faculty) in the project that is the subject of the application.  
B.	Positions and Honors
Positions and employment
Other experience and professional memberships
Honors
C.	Selected Peer-reviewed Publications (limited to 10)

D.	Research Support
Ongoing research support
Completed research support


List of collaborators 
· Use the table below

	Name 
	Title 
	Institution 
	Email and phone
	Responsibilities

	


	
	
	
	

	


	
	
	
	

	


	
	
	
	

	


	
	
	
	

	


	
	
	
	

	


	
	
	
	




Description of collaborators resources and project related work 
· Limited to 300 words. 


Budget 
· Must include a short overview of the total budget and a funding overview. 


Hospitalsringen 92, 3. plan	     65 41 36 25
5260 Odense S		     ouh.dd2@rsyd.dk
Danmark		     www.dd2.dk
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