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Cell Therapy Challenges 

•  Ensure	clinical	&	manufacturing	process	standardisaAon	
–  Maintain	quality	and	compliance	levels	at	different	sites	
–  Manage	studies	in	mulAple	locaAons	
–  Providing	a	comprehensive	chain	of	custody	

•  Protect	PaAent	
–  Schedule	all	acAviAes	to	prevent	repeAAon	of	invasive	

procedures	
–  Maintaining	the	chain	of	idenAty		
–  Provide	flexible	treatment		

•  Prepare	for	a	commercially	available	product	
–  Efficient	scale-up	whilst	maintaining	quality	standards	
–  Minimise	paperwork		
–  Manage	mulAple	products,	suppliers,	assets	and	sites	in	an	

easy	and	efficient	manner	



“The	major	challenge	 in	manufacturing	this	product	 is	not	 in	the	
manufacturing	protocol…	
	
Logis8cs	is	perhaps	the	more	challenging	aspect	of	producing	this	
product	due	to	the	short	shelf	life	of	both	the	incoming	apheresis	
units	and	the	final	product.		
	
Given	 the	 8ght	 manufacturing	 schedule,	 short	 process	 8me	
limita8ons,	 overlapping	 produc8on	 schedules,	 QC	 tes8ng,	 and	
complex	shipping	situa8ons.	
	
It	 will	 be	 difficult	 to	 generate	 this	 product	 at	 high	 throughput	
without	 substan8al	 aEen8on	 paid	 to	 coordina8ng	 and	
orchestra8ng	these	events.”	
	

FDA	Provenge	CMC	Review		
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Investment	OpportuniAes:	
	
Current	funding	round	based	on	shareholder	
rights	issue	
	
Grant	funded	collaboraAons	with	other	Cell	
Therapy	Industry	companies		
	
2016	Q4	funding	seeking	added	value	investors	
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