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3. Status of Ongoing and Completed Clinical Studies: 

	Study ID
	Phase
	Country
	Study Title
	Study design
	Dosing regimen
	Study population
	FVFP*
	Planned enrolment
	Subject exposure

	
	
	
	
	
	
	
	
	
	


4. Cumulative Summary Tabulations of Demographic Data: 

Table 1: Estimates of cumulative subject exposure, based upon actual exposure data from completed clinical trials and the enrolment/randomisation schemes for ongoing trials
	Treatment
	Number of Subjects

	
	

	
	

	Total
	


Table 2:  Cumulative Subject Exposure to Investigational Drug from Completed Clinical Trials by Age and Sex.

	 
	Number of Subjects

	Age (years)
	Male
	Female
	Total

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Total
	
	
	


Table 3: Cumulative Subject Exposure to Investigational Drug from Completed Clinical Trials by Racial Group
5. Line Listings of Serious Adverse Reactions: 

Table 4:  Interval Line Listings of Serious Adverse Reactions (SARS)
	Study ID

EudraCT No.
	Subject No.
	Country

Gender

Age
	SADR
	Outcome
	Date of Onset

Time to Onset
	Suspect Drug
	Daily Dose

Route
	Treatment Dates

Treatment Duration

	
	
	
	
	
	
	
	
	


6. Cumulative Summary Tabulation of Serious Adverse Events
Table 5: Cumulative Summary Tabulation of Serious Adverse Events (SAEs)
	System Organ Class

Preferred Term
	Total up to 

	
	[Study Drug]
	Blinded
	Active Comparator
	Placebo
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