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Outline	

•  What	is	EU-NCL	

•  How	does	it	work	

•  Where	does	it	stands	
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ID	
•  Research	Infrastructure	funded	under	H2020	
–  «	Star'ng	community	»	

•  Grant	agreement		
–  #654190	

•  Funding	period	
– May	2015-April	2019	

•  EC	Grant	
–  €	4,995,181.00	

•  8	partners	
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Our	mission	

•  To	perform	and	standardize		the	pre-clinical	
characteriza3on	of	nanomedicines	

•  To	iden3fy	and	characterize	cri3cal	parameter	
related	to	nanomaterial	interac3on	with	
biological	systems	

•  To	develop	improved	analy3cal	methods	to	
answer	regulators’	needs	
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Innova3on	chain	in	nanomedicine	

6	23.11.17	 EU	Innova3on	network,	London	



Who	are	the	Core	Members?	
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Who	are	the	Satellite	labs?	

•  CyberNano,	Nates,	FR	

•  FORTH	Heraklion,	GR	
	
•  INL,	Braga,	PT	
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Why	EU-NCL?	

www.euncl.eu	-	tna@euncl.eu	
	



EU-NCL	Concept	

Regulators  
(EMA, FDA, National Agencies) 

10	23.11.17	 EU	Innova3on	network,	London	



How	does	EU-NCL	work	

EUNCL	is	funded	under	H2020	Framework	
programme	

EUNCL	is	funded	under	H2020	Framework	programme	



EU-NCL	offer	
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Standardized	and	validated	SOP	

The	Standard	Opera3ng	
Procedures	(SOPs)	have	
been	qualified	and	
validated	in	all	the	
laboratories	of	the	EU-NCL	
consor3um..	
	
Quality	controls	are	
defined	according	to	the	
ISO	17025		
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Step1	

• Defini3on/transfer	of	the	SOPs	and	of	the	
quality	controls	

• Qualifica3on:	inter-laboratory	comparison	

Step2	
•  “Bugged”	samples	to	test	our	problem	
solving	capability	

Step	3	
• Valida3on	of	the	laboratories	(comparison	
with	results	from	NCI-NCL)	
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Applica3on	process	

•  Demonstrate	the	efficacy	of	the	
Med-NP	in	biological	systems	

•  Ability	to	produce	two	independent	
batches(reproducibility)	

•  Provide	a	detailed	produc3on	plan	
and	its	scaling	up	plan	

•  Propose	a	clear	strategy	to	transfer	
the	technology	to	the	clinical	
environment	

	



Who	can	apply?	
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TNA	numbers	
•  First	TNA	campaign	launched	early	2016	

–  2nd	session	of	second	TNA	campaign	just	closed	(Nov.	17)	

•  18	applica3ons	so	far	
–  14	accepted	to	step	2	
–  2	entered	characterisa3on	

•  ≈50%	of	applica3ons	comes	from	SMEs	
•  90%	cancer	focus	in	TNA1,	75%	in	TNA2	(Oct	review	not	included)	



Applica3ons’	origine	
Switzerland	

Germany	
Poland	

Italy	

France	
Spain	

Netherlands	

UK	
Israel	Denmark	



Applicants’	profile	
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Applica3ons	

Treatment	

Vaccin	
Diagnosis	

Imaging	

Cancer	
90%	

not	specific	
10%	

TNA1	

Cancer	
75%	

Alzheimer	
12%	

not	specific	
13%	

TNA2	



Type	of	nanomaterials	
Liposome	

Dendrimer		

Metalic	NP	

Polymer	

Protein		
Micelle	Oxyde	

Liposome	

Dendrimer		

Metalic	NP	

Polymer	

Protein		
Micelle	

STEP1	

STEP2	



Lessons	learned	

•  Role	of	EU-NCL	evolves	
– Toward	advice	and	support	
– Help	prepare	beoer		
applica3on	

•  Maturity	of	projects	
– Advanced	vs.	Early	stage	
– Difficul3es	in	delivering	GMP-like	batches	
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Regulatory	environment	
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Advancing	regulatory	science	
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TAB	

EUNCL	

Pilot	
lines	

ETPN	Nanomedicine	Transla3on	Hub	
Academics	
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Industry	
Inventors	

Startups	

SMEs	
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Nanomed	Transla3on	Hub	
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Summary	
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Contact	

Patrick	BOISSEAU	
	
Patrick.boisseau@cea.fr	
	
www.euncl.eu		

EUNCL	is	funded	under	H2020	Framework	
programme	

EUNCL	is	funded	under	H2020	Framework	programme	



Thank	You	

•  Patrick.boisseau@cea.fr	
•  tna@euncl.eu	
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