Australasian Kidney Trials Network
TRIAL CONCEPT SUBMISSION FORM

It is not required that all fields in this form are filled out. Assistance will be given if required. If there are any questions please contact the Operations Secretariat.

	Clinical Trial Synopsis

	Title:       

	Objective:       

	Population:       

	Primary Hypothesis:       

	Intervention:       

	Control:       

	Primary Outcome:       


	Main inclusion criteria:


	     
 

	Main exclusion criteria:


	     

	Treatment plan & timing:


	     

	Brief background/rationale (250-300 words)
	     

	Outcome measures & timing:
	      

	Sample size:


	     

	Estimated accrual time:


	     

	Proposed start date:


	     


	Principal investigator:


	     


	Current & proposed funding:


	     

	Are you proposing this trial to be coordinated/facilitated by the AKTN, or are you applying for AKTN endorsement: 
 FORMCHECKBOX 
  AKTN Coordinated Trial (AKTN to coordinate whole trial)
 FORMCHECKBOX 
 AKTN facilitated trial (AKTN to run trial at Aus/NZ sites for an existing overseas trial)
 FORMCHECKBOX 
 AKTN Endorsed Trial

	If the proposal is for a coordinated trial, is it your intention to lead the trial?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	If the proposal is for a facilitated trial, please indicate how the AKTN could assist in the management of this trial:
 FORMCHECKBOX 
      Trial comes with sufficient funding
 FORMCHECKBOX 
      OR 
AKTN will require own funding
 FORMCHECKBOX 
      Statistical management

 FORMCHECKBOX 
      Data Management

 FORMCHECKBOX 
      Site Monitoring/auditing

 FORMCHECKBOX 

   Responsibilities of Trial Sponsor in ANZ region



	If the proposal is for an endorsed trial, please indicate how the AKTN could assist in the development and completion of this trial:
 FORMCHECKBOX 
      Scientific Review of protocol (required)

 FORMCHECKBOX 
      Statistical Review of protocol (required)
 FORMCHECKBOX 
      Assistance with funding applications
 FORMCHECKBOX 
      Trial use of AKTN name/logo in public fora

 FORMCHECKBOX 
      Statistical consulting (paid service)

 FORMCHECKBOX 
      Promotion of the trial in public fora on behalf of Proposer/s

 FORMCHECKBOX 
      Data and Safety Monitoring Board (DSMB) (paid service)

 FORMCHECKBOX 
      Site Monitoring/auditing (paid service)

 FORMCHECKBOX 
      Other (please specify):      



Please email the completed form to the AKTN Project Manager Alicia Morrish a.morrish@uq.edu.au 
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