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CLINICAL TRIAL SIX MONTHLY REPORT Form

Section 1: ADMINISTRATIVE DETAILS

	Ministry of Health Reference 
	TT50-     

	Date of approval
	     

	Title of trial
	     

	Protocol number
	     

	Name(s)  of medicine(s) being investigated
	     

	Stage of the study
	     

	Date of last six monthly report
	     

	Due date for next six monthly report
	     


Section 2:
TRIAL PROGRESS

Has the trial commenced in New Zealand?

 FORMCHECKBOX 
  Yes
Is the planned study time-frame still appropriate? 

 FORMCHECKBOX 
  Yes  

 FORMCHECKBOX 
  No – Give reasons and provide revised study timeframe
     
 FORMCHECKBOX 
  No
Give reasons and provide estimated commencement date and revised study timeframe
     
Progress at New Zealand trial site(s) 

	Site name and address:       

	
	During this 6-month reporting period
	To date
	Percentage of target number

	Number of trial participants enrolled 
	     
	     
	     

	Number of dropouts
	     
	     
	     

	Number of withdrawals due to adverse events
	     
	     
	     


 MACROBUTTON  Site "Click to add another site" 
Progress worldwide 

	
	During this 6-month reporting period
	To date
	Percentage of target number

	Number of trial participants enrolled 


	     
	     
	     

	Number of dropouts


	     
	     
	     

	Number of withdrawals due to adverse events
	     
	     
	     


Section 3:
NEW DATA ON THE INVESTIGATIONAL PRODUCT

Is there any new data relating to the investigational product (e.g. new pharmacokinetic data)?

 FORMCHECKBOX 
  No 
 FORMCHECKBOX 
  Yes
The following documents are provided as attachments to this report:       
     
     
Signature of New Zealand Sponsor 
Date

(End of Form 11.3)
