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	Date
	Click or tap to enter a date.
	Proposer/s
	Click or tap here to enter text.
	Title

	Click or tap here to enter text.
	Primary Objective
	Click or tap here to enter text.
	Secondary Objective/s
	Click or tap here to enter text.
	Hypothesis
	Click or tap here to enter text.
	Background/
Rationale 
(250-300 words)
	Click or tap here to enter text.
	References
	Click or tap here to enter text.
	Impact and significance
	Click or tap here to enter text.
	Details of systematic assessment of existing evidence
	Click or tap here to enter text.
	Details of similar investigations in progress (e.g. clinicaltrials.gov search)
	Click or tap here to enter text.
	Details of consumer/end-user involvement 
	Click or tap here to enter text.
	Study Schema
(PICO format)
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	Intervention/
control
	Click or tap here to enter text.
	Eligibility 
Inclusion criteria
	Click or tap here to enter text.
	Eligibility 
Exclusion criteria
	Click or tap here to enter text.
	Outcome measures
	Click or tap here to enter text.
	Explain how this a priority outcome measure
	

	Randomisation/ treatment description
	Click or tap here to enter text.
	Data collection
(visit schedule)

	

e.g.
Phase	Baseline	Intervention (mo)	Follow up 	 	3	6	12Informed consent	X	 	 	 Demographics	X	 	 	 Medical history	X	 	 	 Clinical: weight, BP	X	 	 	 Physical exam	X	 	 	 Dialysis details	X	 	 	 Adverse events (incl. mortality, hospitalisation)	 	X	X	XSecondary endpoint data (e.g. transfer to a nursing home) 	 	X	X	XQuality of life EQ-5D-5L	X	X	X	X

	Sample size and assumptions
	Click or tap here to enter text.
	Safety monitoring
	Click or tap here to enter text.
	Pragmatic aspects of the trial
	

	Timeline
Development period
	Click or tap here to enter text.
	Timeline
Recruitment period
	Click or tap here to enter text.
	Timeline
Follow-up period
	Click or tap here to enter text.
	Proposed start
	Click or tap here to enter text.
	Funding
Current
	Click or tap here to enter text.
	Funding
Proposed
	Click or tap here to enter text.
	Collaborators
	Click or tap here to enter text.
	Principal Investigator and contact details (i.e. who will lead the research)
	Click or tap here to enter text.
	AKTN Coordination required
	☐ Yes
☐ No
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