


CTMS - Clinical Trial Study Build Form
Please complete each applicable section below and send this with all relevant documents attached to SWSLHD-CTMS@health.nsw.gov.au
Highlight the status below that best applies to the study:
	RGO Submitted
	RGO Approved 

	Activated and Recruiting
	Ongoing, in maintenance



	SECTION 1: GENERAL STUDY INFORMATION

	Common Name for the Study:
	

	Sponsor Type
	(Please select the most appropriate)

	Full name of the Sponsor:
	

	Full name of the CRO:
	

	Full name of Site/Department:
i.e. Hospital name + department name (Liverpool Hospital Cardiology)
	

	Site ID:
	

	Study Area in Department (e.g. Dpt. Haematology – Myeloma)
	

	Full Name of the Lead coordinator:
	

	Full Name of Principal Investigator:
	

	Feasibility Received:
	

	Feasibility Completed:
	

	Was the Study Declined and Reason:
	Date: 

	
	Choose an item.

	Is the Study Going Ahead (if yes, complete sections below):
	Please select
	

	SECTION 2: KEY DOCUMENTS (ATTACHED) (highlight all that applies)

	Fully Executed CDA                                          
	HREC Approval Letter                               

	Site Selection Letter                                         
	RGO Authorisation Letter                        

	Final Version CTRA or Fully Executed CTRA                                        
	Fully Executed CTRA Amendments (if applicable)                      

	Final Version Study Budget incl. OH             
	Protocol / Schedule of Assessments                         

	

	SECTION 3: MILESTONE KEY DATES

	CTN Application 
Acknowledgment Received:
	
	Last Patient First Visit:
	

	Site Initiation Visit:
	
	Last patient Last Visit:
	

	Site Activation:
	
	Closeout Visit:
	

	First Patient First Visit:
	
	Archive Completed:
	

	SECTION 4: FINANCIAL INFORMATION

	Are there any Service Providers/Supporting Departments involved? If yes, please complete table below.
	Choose an item.


	Service Provider
	Task / Procedure
	Actual Amount
(as per budget)
	Attached Agreement and/or Quote (supporting documents)
(Yes/No)
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