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 CTNZ CD Template 

<Insert Study Name>


Please complete all sections of this form, prior to submitting outline to the CTNZ Project Development Manager

Title:
<Insert proposed study title>
Proposing Investigator: 

 <insert Investigator Name>
Others involved in concept outline:     <insert names>
Proposed Coordinating Centre: 
 <insert names> 

	Drug(s)/device/
procedure
	<insert drug/regimen/device/procedure being investigated>

	Standard of care
	<insert current standard of care.  If no standard, indicate>

	Trial design
	<insert clear statement of trial design.  Two sentences or less>

	Study Phase
	<delete irrelevant options: I / II / III / pre-clinical / other>

	Study hypotheses 
	<insert study hypothesis>

	Study objectives
	<insert clear statement of purpose of the study>

	Background / rationale
	<insert summary of relevant background/scientific rationale for this study>

	Study endpoints

	Primary endpoint:

· <insert primary endpoint>
Secondary endpoints:

· <insert secondary endpoint(s)>

	Subject Selection criteria


	Inclusion criteria

· <insert major inclusion criteria>

Exclusion criteria 

· <insert major exclusion criteria>

	
	

	Treatment allocation
	Randomised:
	Yes      No    . 

	
	Strata:
	

	
	Blinded:
	Yes      No   .

	Treatment schedule
	· Arm A <insert summary description of treatments under investigation>
· Arm B <insert summary as above if applicable>

	Statistics


	Name of statistician:

Sample size and justification :

	
	Proposed statistical methods


	
	Criteria for trial termination

· 

	
	Subject inclusion in analysis 
· 

	Substudies
	Yes      No   √ . 
· Summary of Substudies (if applicable) 

	Quality Assurance


	This study will be monitored / audited by <insert group name>

	Consultation

	Has this project been discussed with local Maori representatives and other relevant groups?

If yes, please summarise feedback:

	Feasibility
	· No. sites approached
· No. agreeing to participate
· No. potentially suitable subjects seen in 12 month period:
· Projected recruitment period:
· Projected duration of study: 
· Initial estimate of resources required:

Staff: <list all roles>

Assessments: <any study specific assessments & cost>

Treatments: <list any drugs/devices to be provided & cost>

No. patients screened to recruit 1 patient: 

· Has a study budget been developed?: Yes      No    .    
If yes, 
total cost: $ 

cost/subject: $

· Potential sponsor identified? Yes      No    .    
If yes, please summarise details of any approaches to date:



	Study Significance
	Potential significance of study results:
· 

	
	Future research development direction:
· 

	Publications
	<insert list of expected publications>

	References
	<insert list of relevant references used>


Outline completed by
_______________________

_________________________
___ / ___ / _____

Name




Signature
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