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Please refer to the TROG Trial Development Resources when completing this form. Available to TROG members at:

http://www.trog.com.au/Portals/0/Resources/TROG%20Trial%20Development%20Resources_Sept08_FINAL.pdf
The TROG Scientific Committee’s “new proposal sub-committee” will review this proposal and will request clarification and/or provide feedback as soon as possible.
Open grey boxes are to be typed over with text (select box and type). Closed grey boxes are to be “checked” where applicable (place the curser on the check box, right click the mouse, select properties, select checked, select OK).

Submission details

	Date of submission: 
	                 

	Full Trial Title:
	     

	
	

	Trial acronym: 
	     

	Name of Proponent:
	     

	Institution:
	     

	Phone:
	     

	E-mail address:
	     


Collaboration Details
	Provide other group details:

	 FORMCHECKBOX 

	Collaborating Group 
	Group Name: 
	     

	
	(i.e. International LEAD group)
	Contact person: 
	     

	
	
	E-mail: 
	     

	 FORMCHECKBOX 

	Other collaborating group 
	Group Name: 
	     

	
	(i.e. Australia/New Zealand group such as ANZBCTG))
	Contact person: 
	     

	
	
	E-mail: 
	     

	
	Specify which group will be the lead ANZ group:
	     


Protocol
	Indicate protocol status: 

	 FORMCHECKBOX 
 Draft
	Date final protocol due for release: 
	     

	 FORMCHECKBOX 
 Final
	Protocol Version:    
	     
	Protocol Date:
	     

	 FORMCHECKBOX 
 Current version of the protocol attached to this report (draft or final)


Financial Plan
	Indicate funding status:

	 FORMCHECKBOX 
 Lead collaborating group to provide funding 

	Outline extent of funding:
	     

	(e.g. capitation for TROG sites)
	

	 FORMCHECKBOX 
 TROG new trial proponent to apply for competitive grant funding (i.e. if proposal is successful. Please attach copies of any applications submitted)  


Trial Coordinating Centre Set-up

	Indicate Trial Coordinating Centre (TCC) status

	 FORMCHECKBOX 
 TCC established
	Trial Coordinator Name: 
	     

	
	Address: 
	     

	
	Phone:    
	     

	
	E-mail:    
	     

	 FORMCHECKBOX 
 TCC NOT established
	Current status: 
	     

	
	
	


Indemnity
	Please select one of the following:

	 FORMCHECKBOX 
 Investigator initiated trial to be conducted internationally

	 FORMCHECKBOX 
 Investigator initiated trial to be conducted in Australia and New Zealand only


Trial Management Committee
	A full member of TROG must be represented on the Trial Management Committee, please provide:

	Name of TROG TMC member:
	     

	Institution:
	     

	
	

	E-mail address:
	     


Consumer Involvement
	Indicate level of consumer involvement:

	 FORMCHECKBOX 
 Consumer representative present on the TMC

	 FORMCHECKBOX 
 Consumer input into the development of the protocol was provided

	 FORMCHECKBOX 
 No consumer involvement


Database Development
	Indicate Database Development Status:

	 FORMCHECKBOX 
 Final
	

	 FORMCHECKBOX 
 In development
	 Date database will be ready for utilisation:
	     

	Comments:  
	     

	
	


Case Report Forms
	Indicate Case Report Form (CRF) Status:

	 FORMCHECKBOX 
 Draft
	Date final CRFs due for release: 
	     

	 FORMCHECKBOX 
 Final
	CRF Version 
	     
	CRF Date:
	     

	 FORMCHECKBOX 
 Current version of the CRFs attached to this report (if available)


Quality Assurance Plan
	Indicate QA Plan Status:

	 FORMCHECKBOX 
 Established
	Please outline QA trial procedures TROG trial sites will be required to undertake:  

	
	     

	
	

	
	

	
	

	 FORMCHECKBOX 
 NOT established
	Please provide an update on current status: 

	
	     

	
	

	
	


Statistical Plan
	A statistical advisor must be appointed for the trial (from either group), please indicate:

	Name of Statistician
	     

	Group:
	     

	Institution:
	     

	E-mail address:
	     

	 FORMCHECKBOX 
 TMC member
	


Investigational Product
	Please complete this section if the trial includes an Investigational Product (IP):

	IP Generic Name:
	     
	IP Brand Name: 
	     

	Supplier:
	     

	Please outline funding and drug supply arrangements for Australian and New Zealand trial participants:

	     

	

	Please outline drug ordering and drug distribution arrangements for Australian and New Zealand Trial Sites:

	     

	

	Is the IP listed on the Australian Register of Therapeutic Goods?  YES / NO    (delete one)

	Is the IP being used in this trial within the conditions of its marketing approval? YES / NO    (delete one)


Additional Comments
	Please comment on any other issues of relevance to support this proposal

	     

	

	

	

	


Please return the completed report and attachments to: erin.nolan@trog.com.au
Erin can be contacted on 02 4014 3912 (Monday to Friday) for any enquiries.
TRANS TASMAN RADIATION ONCOLOGY GROUP LIMITED | ACN 132 672 292

New Trial Proposal - Category B Trials

Version 2, FINAL_2011_09_23


                - 1 -


