Australasian Kidney Trials Network

Trial Concept – Review Form for Endorsement
	
	The trial proposer(s) have requested endorsement of this trial. This means the trial will not be coordinated by the AKTN, but the following services have been requested of the AKTN during the trial. Please consider this when making your final recommendation


 FORMCHECKBOX 
      Scientific Review of protocol
 FORMCHECKBOX 
      Statistical Review of protocol

 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)

Title of trial: xxxx
	
	Objectives
	Yes
	No
	Not clear

	1.
	Are the trial objectives and/or research question clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
	Has the need for this trial been sufficiently well demonstrated (e.g. by systematic review)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Suggestions for alternatives or improvements (including requests for information e.g. systematic review):
     


	Other Comments: 
     


	
	Patients
	Yes
	No
	Not clear

	3.
	Is the study population (ie inclusion/ exclusion criteria):
	
	
	

	
	a. clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	b. appropriate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Suggestions for alternatives or improvements:

     


	Other Comments: 

     



	
	Intervention
	Yes
	No
	Not clear

	4.
	Is the intervention
	
	
	

	
	a. clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	b. appropriate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Suggestions for alternatives or improvements:

     


	Other Comments: 

     


	
	Comparator
	Yes
	No
	Not clear

	5.
	Is the comparator (ie the control group)
	
	
	

	
	a. clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	b. clinically relevant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	c. considered the standard treatment for the condition?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Suggestions for alternatives or improvements:

     


	Other Comments: 

     


	
	Trial Design
	Yes
	No
	Not clear

	6.
	Is this the appropriate trial design
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If not, what alternatives or improvements should be considered?

     



	
	Outcomes
	Yes
	No
	Not clear

	7.
	Are the outcomes
	
	
	

	
	a. clearly defined?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	b. clinically relevant?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.
	Are the primary outcomes an accepted measure of the effectiveness of treatment?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.
	Is the primary outcome measure reliable & valid?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10.
	Is the proposed detectable treatment difference realistic?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11.
	Is the proposed detectable treatment difference clinically worthwhile?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Suggestions for alternatives or improvements:

     


	Other Comments: 

     


	
	Further Information
	Yes
	No

	12.
	Do you require any further information to finish this assessment (eg literature search, specific questions of proposer etc)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	If so, what information would you request:

     



	
	Rating

	Please rate each of the following:

	A. Scientific importance / interest and novelty of the research question

	1
	2
	3
	4
	5

	Very uninteresting
	Uninteresting
	Indifferent
	Reasonably interesting
	Very interesting

	Enter rating here (1-5)      

	B. Potential value and relevance to clinical practice

	1
	2
	3
	4
	5

	Very poor
	Poor
	Fair
	Good
	Excellent

	Enter rating here (1-5)  FORMTEXT 

     

	C. Appropriateness of design

	1
	2
	3
	4
	5

	Very poor
	Poor
	Fair
	Good
	Excellent

	Enter rating here (1-5)      

	D. Ability to answer question

	1
	2
	3
	4
	5

	Very poor
	Poor
	Fair
	Good
	Excellent

	Enter rating here (1-5)      

	E. How well do you believe this trial fits with the priorities of the network

	1
	2
	3
	4
	5

	Very poor
	Poor
	Fair
	Good
	Excellent

	Enter rating here (1-5)      

	F. Overall trial merit

	1
	2
	3
	4
	5

	Very poor
	Poor
	Fair
	Good
	Excellent

	Enter rating here (1-5)      

	
	Recommendation

	 FORMCHECKBOX 
  Proceed with endorsement of trial (taking into consideration my comments)

	 FORMCHECKBOX 
  Revise outline as per comments and then re-submit

	 FORMCHECKBOX 
  Do not endorse

	General comments:      


