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Presentation of the European Technology Platform for 
Nanomedicine (ETPN) Translation Hub:

ü Custom Mentoring: translation advisory board 
(TAB)

ü Med-NPs characterisation: European 
nanomedicine characterization Lab (EU-NCL)

ü GMP manufacturing: the pilot lines



Nanomedicine: a wide range of applications
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Translation Issues
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have been addressed since 2013 by the European Technology Platform for Nanomedicine
(ETPN), which developed new concepts to better respond to the needs of its members



From the idea to the market
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Motivations

7EMJMD NANOMED workshop
12th July, Paris

üCreate conditions for successful translation of nanomedical 
advances

üHelp nanomed projects to develop faster  

ü Increase the effectiveness of investment in Nanomedicine

ü Improve the health of citizens worldwide 



The Translation Hub: central instrument of ETPN to support and 

accelerate the development of the best Nanomedicine projects.
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TheNanomedicine Translation Hub:
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1 –is a unique one-stop-shop to boost the translationof 
medical innovations to the market

2 –offers custommentoring, product characterization and 
GMP manufacturing

3 ςremoves the specific roadblocksidentified in 
Nanomedicine product development

4 –is open to all: entrepreneurs, SMEs, industry, academic 
labs, etc.

5 –is a PREMIUMservice, sponsored by the European 
Commission & 100% free of charge for beneficiaries



The European Nanomedicine Translation Hub
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The translation advisory board (TAB)
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Access to industry knowledge:
The TAB is a unique group of seasoned HealthTechindustry 
experts and entrepreneurs offering mentoring to shape & boost 
carefully selected innovative HealthTechprojects.

What they do:
1. Assess the status & prospects of healthcare programmes
2. Provide feedback on business, strategic and technical aspects 

in order to identify and explain what is needed for 
development and market success

3. Provide recommendations to either continue, re-direct, re-
start or discontinue projects. 

4. Guide and mentor teams whose innovations are deemed to 
be more competitive to their next stage (e.g. Technical 
development, funding, partnering, regulatory, 
manufacturing)

www.healthtechtab.eu

FREE OF 

CHARGE



The translation advisory board (TAB)
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2015

2017
2020

Years

of implementation

3

Nanomedicine project

already supported

84

Mio. úfunding

helped raising 

+15
nanomedTAB
N a n o m e d i c i n e  T r a n s l a t i o n  A d v i s o r y  B o a r d

Free-of-charge for European organisations

Value-driven, not volume-oriented

bƻǿ ƻǇŜƴ ǘƻ ŀƴȅ ƪƛƴŘ ƻŦ άIŀǊŘǿŀǊŜέ 
technologies with applications in Pharma, 
Medtech and Biotech



TAB successstories
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Å Israeli company secured an investment round of 3,5 Mio. ϵ

Å British company secured an investment round of 2,7 Mio. ϵ

Å Spanish R&D team created spin-off and secured investment of 10 Mio. $

Å Portuguese company reshaped plan to secure enough funds to keep running

Å Spanish R&D team received 500 kϵto start up a company

άOur experiencewith nanomedTABhasbeeninvaluable: a gamechanger, turning the pagefor the
nextpart of the journeytowardsboth clinicalandcommercialsuccessΧTheExpertcritiquehasbeen
taken on board and is guidingour currentactivities. ¢!.Ωǎcommercialinsighthasbrought focuson
needto refine,anddefinefurther, the company.έ

Dr Su Metcalfe, Founder & Chief Scientific Officer, Director

LIFNanoTherapeutics / www.lifnano.com

www.healthtechtab.eu



FREE OF 

CHARGE

TheTAB will:

ASSESS thestatus ofyourinnovation

ADVISE yourdevelopmentstrategy

ACCELERATE yourprojectto themarket

Alreadyhelpedraising

more than15 Mû

Customsupportto medical innovation

Mentoringbyindustryexperts

www.healthtechtab.eu

NextTAB sessions, November7th, Copenhagen

in parallelwithBIO-Europe2018

ApplyuntilSeptember24th
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European Nanomedicine Characterisation Lab 
(EUNCL)

www.euncl.eu

FREE OF 

CHARGE
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European Nanomedicine Characterisation Lab 
(EUNCL)

EU-NCL missions:

üTo perform and standardize  the complete pre-
clinical characterization of nanomedicines (from 
physico-chemical properties to in vivo)

üTo identify and characterize critical parameter 
related to nanomaterial interaction with biological 
systems

üTo develop improved analytical methods to 
answer regulators’ needs

üTo help all kind of projects: SMEs, industry, 
academics, etc.

www.euncl.eu
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EUNCL: who we are?
www.euncl.eu

17



What EUNCLoffers?
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ÅIntegrated pre-clinicalassaycascade:
ïStandardized Standard operating 

procedures (SOPs)

ïAdapted to each specific formulation

ïFree of charge!

www.euncl.eu



Quality Controlled Service

The Standard Operating 
Procedures (SOPs) have been 
qualified and validated in all 
the laboratories of the EU-
NCL consortium..

Quality controls are defined 
according to the ISO 17025 

19

Step1

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

•Qualification: inter-laboratory comparison

Step2
•“Bugged” samples to test our problem 

solving capability

Step 3
•Validation of the laboratories (comparison 

with results from NCI-NCL)
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12th July, Paris

www.euncl.eu



The SOPs are all available on our site
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http://www.euncl.eu/about -us/assay-cascade/



Why EUNCL?
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www.euncl.eu



Regulatoryenvironment
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Regulatingnanomedicine: Stilla long wayto go
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Survey focused on:

1. Regulatory experience with nanomedicine
2. Information needs of regulators for the characterization of the formulation
3. How to support the acceptance of Med-NPs products in healthcare

EMJMD NANOMED workshop
12th July, Paris
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Å Onlya few applications: The competentauthoritiesthat respondedhadno or only few
applicationsof nanomedicalproducts.

Å Applicationslakingrelevant informations: Fortwo of the agenciesthe physical-chemical 
characterisation provided was not sufficient. One example was reported with insufficient data on 
the biological characterisation for market authorization.

Å Insufficient test methods used for quality assessments or the use of non-suitable test methods 
have been reported

Å The agencies have highlighted the need for assessing the stability, uniformity, endotoxin testing 
and agglomeration behaviouras highly relevant for entering into clinical trials

Å Three agencies were of the opinion that the characterisation requirements of free nanomaterial 
administered to the patient (medical device) and nanomaterial used as medicinal products 
should be harmonised

EMJMD NANOMED workshop
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Regulatingnanomedicine: Stilla long wayto go



Our applicants…

Applicant profiles

Technology

Application
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www.euncl.eu



A continuous learning process for us!

ÅMultiple carriers and API

ÅDifferentsyntheticprocedures

ÅReconstitution and administration 

ÅClinicaltargets

ÅNumerousparameterscaninfluence a NP behaviour: size, agglomeration
propencity, shape, surface functionalization, surface charge, dissolution 
rate, composition, loading..

EachMed-NP is unique and canbe very complex. A multidisciplinary
group of experts is discussingeachcase on a weeklybases
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www.euncl.eu



Mentoring role of EUNCL
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Not only a characterization service, but also custom 
mentoring (on specific technical issues):

üImportance of  sterility (e.g. how to avoid endotoxin 
contamination), 

üWhat does stabilityreally means?

üImportance of quality (batch to batch reproducibility)

üScale up (provide contacts to the sponsors)

www.euncl.eu



Where to meet us
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http://www.euncl.eu/events/
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Controlled Release Society Annual 
Meeting and Exposition
22. - 24.07.2018, New York, USA

CLINAM 2018
2 - 5 September 2018, Basel, 
Switzerland

nanoBio&Med2018 International 
Conference
November 20-22, 2018 in 
Barcelona (Spain)

http://www.euncl.eu/events/detail.php?we_objectID=72
http://www.euncl.eu/events/detail.php?we_objectID=67
http://www.euncl.eu/events/detail.php?we_objectID=75


Scale up pilot lines
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Å From mL to L of active medical nanomaterial

ÅScale up process for delivering clinical batches

11/07/2018 29



Pilot lines objectives
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Å Build pilot scaleGMP manufacturing

lines to supplynanomedicinesat scale

Å Establishpilot lines in Europefor the

processdevelopmentand scaleup of

nanopharmaceuticalmanufacture

Å Create a European manufacturing

ecosystemfor nanopharmaceuticals



The European Nanomedicine Translation Hub
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ÅThe Translation advisory board : free-of-charge 
assessment & mentoringby a group of top level 
industrial and clinical experts 
www.healthtechtab.eu

ÅThe EU Nanomedicine Characterization Laboratory 
(EUNCL): free-of-charge service of full 
characterization for nanomedicine products by the 
best standards available www.euncl.eu

Å GMP Pilot lines : up-scaling & manufacturing of 
clinical batches of medical nanomaterials

http://www.nanomedtab.eu/
http://www.euncl.eu/


Take home messages:
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VTailoredservice is availablefor free for start-ups & SMEs

to makethem developbetter & faster

VHolistic and complementary services are driving this 

emerging industry

VThe model is ready to be replicatedin other regions 

around the globe

VETPN is offering the service!

EMJMD NANOMED workshop
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Thank You

ÅFanny.caputo@cea.fr

Å tna@euncl.eu(contact EU-NCL)

Å info@healthtechtab.eu (contact TAB)
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www.etp-nanomedicine.eu

www.euncl.eu

www.healthtechtab.eu

mailto:Simon.baconnier@cea.fr
mailto:tna@euncl.eu


Regulatoryperspectives

ÅLink with regulatory bodies should/will be reinforced

ïNational RB will be involved

ïEMA Innovation Network

ÅDedicated event: 

REFINE Knowledge Exchange conference Dec 2018

ÅFDA Drug Products, Including Biological Products, that Contain 
Nanomaterials Guidance for Industry

34



What the TAB does

1. Assess the status& prospectsof healthcareprogrammesbasedon

standardisedcriteriatoascertaintheirviabilityforfurtherdevelopment

2. Providefeedbackonbusiness,strategicandtechnicalaspectsin orderto

identifyandexplainwhatisneededfordevelopmentandmarketsuccess

3. Provide recommendationsto either continue,re-direct, re-start or

discontinueprojects.

4. Guide and mentor teamswhoseinnovationsare deemedto be more

competitiveto their next stage (e.g. Technicaldevelopment,funding,

partnering,regulatory,manufacturing)



The TAB process



TAB Main Findings

V TAB has proved to be a valuable resource for the European nanomedicine community

V Holistic approach to assess, evaluate, coach and monitor projects in one team

V More attractive to academic institutions and start-ups

V Most of the projects are at early stages of development

V Needs and priorities often misunderstood

V Value seen by failed applications



TAB key Figures

Å 6 rounds of applications 

Å 6 TAB Sessions organised (IRL, CH, GR, UK, SWE, ESP)

Å 78 applications

Å 19 countries

Å Around 50% being supported



EUNCLfirst results
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1st round (2016)

10 Applications

7 STEP2

4 Characterisation

2 on going

1 completed

2nd round (2017)

11 Applications

9 STEP2

7 Characterisation

1 on going

3rd round (05/2018)

3  Applications

2 STEP2

ÅAfter 3 campaigns:
24applicationsreceivedsofar

18acceptedto step2
3 entered characterisation

ÅIncreasing interest from industry (SMEs and larger companies)
ÅMain application is cancer 90% of applications in 1st round, 67% in 2nd

www.euncl.eu


