Therapeutic Goods Administration
[bookmark: _Toc497131955][bookmark: _Toc508952301]Example clinical study plan for provisional registration extension applications
Example overview of conditions of registration imposed and fulfillment to be provided at the time of submitting an application for extension of provisional registration
	[bookmark: _GoBack]Description of condition of registration in decision letter 
	Due date
	Type of condition
	Scope
	Description of the approved change in scope 
	Reason for the change in scope (if applicable)
	Status (including timeliness) and updated due date
	Reason for delay (if applicable)

	e.g.  Overall Survival follow up included in study xxx should be provided as a category 1 application, including sub-analysis of ‘specified patient category’. 
The data should be presented in the context of historical controls. ‘Source of reference’ until ‘year’ or when the overall survival data is sufficiently mature (at least 50% OS events observed), whichever occurs earlier.
	DD/MM/YYYY
	Clinical study
	Unchanged/
Changed in scope approved as part of application for minor/major variation 
	
	
	Ongoing on track /
Ongoing delayed
Completed on track
Trial halted
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