Registration of Clinical trials:

· Please complete the following questions and send the study’s protocol to caroline.moos@rsyd.dk
1. Overall recruitment status på dags dato:
☐Not yet recruiting: Participants are not yet being recruited
☐Recruiting: Participants are currently being recruited but not necessarily enrolled
☐Enrolling by invitation: Participants are being (or will be) selected from a predetermined population
2. Anticipated Study Start Date: ________________________________________________________________ The estimated date on which the clinical study will be open for recruitment of participants, or the actual date on which the first participant was enrolled.

3. Anticipated Primary Completion date: _______________________________________________________________________________ The date that the final participant was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical study concluded according to the pre-specified protocol or was terminated. In the case of clinical studies with more than one primary outcome measure with different completion dates, this term refers to the date on which data collection is completed for all of the primary outcomes.

4. Anticipated Study Completion date: ______________________________________________________________________________ The date the final participant was examined or received an intervention for purposes of final collection of data for the primary and secondary outcome measures and adverse events (for example, last participant’s last visit), whether the clinical study concluded according to the pre-specified protocol or was terminated.

5. VEK approval
☐Request not yet submitted
☐Submitted, pending
☐Submitted, approved – Approval number _____________________________________________________
6. Condition or Focus of Study (Use Pubmed MeSH ord(ene)_________________________________


7. Keywords_________________________________________________________________________






8. Study Design

	A.
	☐ Observational
	☐ Interventional


	B.
	☐Cohort
☐Case-Control
☐Case-only
☐Case-crossover
☐Ecologic
☐Family based
☐Other
	☐Treatment
☐Prevention
☐Diagnostic
☐Supportive care
☐Screening
☐Health Services Research
☐Basic science
☐Device Feasibility
☐Other


	C.
	☐Prospective
☐Retrospective
☐Cross-sectional
☐Other
	Please write Study Phase


	D.
	
	☐Single Group
☐Parallel
☐Crossover
☐Factorial
☐Sequential


	E. 
	Number of groups/cohorts

_______________
	No of arms______________

No. of interventions _______

Does this have a control group?
☐Yes
☐No

	F. 
	What is the sampling method?
☐Probability sample
Exclusively random process to guarantee that each participant or population has specified chance of selection, such as simple random sampling, systematic sampling, stratified random sampling, cluster sampling, and consecutive participant sampling
☐Non-probability sample
Any of a variety of other sampling processes, such as convenience sampling or invitation to volunteer

	






9. Outcome measures
List the primary and secondary outcome measures
Every outcome must have 
· Title – Brief, descriptive, specific and unique. If it measures change, the title should specify this. Do NOT use general titles such as safety, feasibility
· Description – include the unabbreviated scale title and the minimum and maximum values, whether high scores mean a better or worse outcome and method of assessment
· Time frame measurement will be assessed. It should be specific – eg. From admission to discharge, up to 1 week, baseline and 1 year, 0,1,2 hours post dose)
[bookmark: _GoBack]Example:
· Postoperative pain assessment with visual analogue scale (VAS).
The Visual Analogue Scale (VAS), a 101-point scale for evaluating pain which consists of a 100-millimetre scale ranging from 0 (no pain at all) to 100 (worst imaginable pain). Individual scores were recorded with one decimal number (range 0-10.0).
[Time Frame: From arrival at the PACU until approximately 15-minutes after arrival.]

	Outcome no.
	

	Title
	

	Description
	

	Time Frame
	



