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Lost in nanobiomedical 
translation?
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TAB
Translation Advisory
Board

SME 
Instrument

Dedicated grants for 
SMEs

EUNCL
EU Nanomedicine 
Characterisation Lab

GMP Pilot 
lines

Scale up of GMP 
manufacturing

The Nanomedicine Translation HUB



ENATRANS
Enabling Nanomedicine 

Translation



 Ecosystem’s requirements, incl. from clinics 
and investors

 Focus on regulation and 
reimbursement, access to clinics as 
major hurdles for translation

 Compiled and synthesized information

 ENATRANS Website
 Compendium
 Webinars on 

 Regulatroy Ecosystem
 Translation HUB
 Translation Advisory Board

Information Center

5



6

„The TAB-in Session powered ideas into real projects and I 
couln‘t be more proud of having this experience“
Ana Cadete, University of Santiago de Compostella

Translation Advisory Board



1st session
Dublin – Oct 15

23 applications
10 F2F meetings

2nd session
Basel – June 16

19 applications
9 F2F meetings

3rd session
Heraklion – Oct 16

10 applications
8 F2F meetings

WWW.NANOMEDTAB.EU

TAB in Practice
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Nanomed Translation Hub
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NOBEL Organisation – 5 Work Packages

Innovate

& 

Accelerate

WP4

Knowledge

management & 

Dissemination

WP2

Roadmapping

WP5

Ecosystem

Buiding

WP3

Translation Advisory Board

Start’Up Accelerator

Strategic R&I Agendas

Socio-Economic Impact

Life Cycle and Recyclability

Communication, 

Web media, Events, 

Newsletters, 

General Management

WP1

HealthTech Network

Industry

Clinic



Translation Advisory Board

SME Funding Instrument

EU Nanomed Charac’ Lab

Scale up Pilot Lines

Clinical Trials Centres
Academia Industry

The Translation HUB
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EUNCL
European Nanomedicine

Characterisation Laboratory



Core Members
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Concept

Regulators
(EMA, FDA, National Agencies)
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Application to EUNCL
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Infrastructures for global support
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Interface with regulators
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TNA1 (2016)

10 Applications

7 STEP2

4 Characterisation

2 on going

1 completed

TNA2 (2017)

11 Applications

9 STEP2

7 Characterisation

1 on going

TNA3 (05/2018)

3  Applications

2 STEP2
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Applications’ origine
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Nanomed Translation Hub
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• From mL to L of active medical nanomaterial

• Scale up process for delivering clinical batches

• 3 pilot lines selected by EC in 2014

GMP Pilot Lines
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Pilot
lines

Mentoring Characterization Manufacturing

Innovative
projects

in Nanomedicine

New available

solutions
for 

patients
• SMEs
• Start-ups
• Academics
• Inventors

• Industry
• Clinics

💡 💊
⚖ 🔬 ☑

EU Nanomedicine Translation HUB Process
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Nanomed Translation Hub

23



Regulatory Science Framework for

Nano(bio)material-based Medical Products 

and Devices



Objective

• Regulatory Science Framework for the risk-benefit
assessment of NBM-based medicinal products and 
medical devices

1. Liaise with regulators, identify regulatory concerns

2. Match regulatory concerns with intelligent testing strategies

3. Rationalise testing

4. Refine testing methods to answer to the current most pressing 
regulatory concerns

5. Assure quality standards for development & testing

6. Bridge communities
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SINTEF, NO
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EMPA, CH

JRC, IT

Bioanalytik-Muenster, DE

University of Liverpool, UK

Trinity College of Dublin, IE

RIVM, NL

University of Brighton, UK

GreenDecision, IT

BioPraxis, ES

Amatsigroup, FR

European Research Services, DE

Partners
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Structure

Regulatory 
needs

Integrated 
testing 

strategies, DSS

Biological 
response to 

NBMs

Biodistribution: 
in vitro, in vivo, 

in silico

Quality 
assurance

Community 
bridging

1 2

3

4

5

6

Literature Scientific state of art Systematic methodology Knowledge exchange
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Aims

• Addressing the most pressing regulatory challenges: 

• borderline products, nanosimilars, products combining several 
functionalities. 

• Identification of  the regulatory challenges with Regulation 
Authorities from Europe and abroad, 

• Design methods for tiered decision tree, 

• Study/Predict physiological distribution of nanomedicines

• Development of a Decision Support System 

• Develop and validate new analytical or experimental 
methods and assays requested by the regulators

• Improve the PBPK model for three nanoparticles



Consult 

www.euncl.eu

www.enatrans.eu

www.refine-nanomedicine.com

www.etp-nanomedicine.eu
to

• Download reports and documents

• Find further information

Thank you for your attention!


