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Contribution of Nanomedicine to Horizon 2020
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ENATRANS

Information Center

» T »

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

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

Ecosystem of Nanomedicine

» Compiled and synthesized information

The translation of any new medical invention into a final product is a highly regulated
and complex process. This section gives an overview of the broader nanomedicine
ecosystem and issues to be aware of such as regulation, pricing and reimbursement

> E NATRAN S We bsite systems by providing all data about these steps in place in Europe, at the EU, and
Member States level.

-
> Co m pen d I u m To bring 8 new medical product or device on the market it has to go through s long and complex process
- involving many suthorities at regionsal, nationsl and international level. To successfully manage this
> We bl n a rs o n process it is mandatory to study and understand the different parts of the process in detail. The following

sections will provide information, links and downloads to serve as a guide about what is required in which
order and who can help at the different steps of the process.

) Reg u Iatroy Ecosyste m The process can be roughly devided into a market sutherisation part - governed by regulsation agencies

- such ss the European Medicines Agency (EMA) or National Agencies -, s clinical trials part and, in
> I ra n SIatIon H U B continuaticon, the pricing and reimbursement systems mainly handled by national or regional authorities.
To receive details about these three fields please follow the links below:
T I t- = B * Regulatory Process for Nanomedicine
» Translation Adwsory oard

» Pricing and Reimbursement of Nanomedicine
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ENATRANS

Translation Advisory Board

»

~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
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- . ENATRANS
TAB in Practice
» >
STAGE 0 STAGE | STAGE | STAGE II
Application Feedback Follow-up Business development
@ ~i .:. GO GO xi
‘ ‘ NO GO NO GO . ‘
Project TAB-In Feedback and Project Tailored Support End of Service

Qualified Sessions Follow-Up Qualified (may include showcase
for Stage | (Stage | or Stage I1) for Stage Il opportunities and training)
CONTINUOUS 2-HOUR INDIVIDUAL GUIDANCE TO ASSESS GUIDANCE AND SUPPORT
ONLINE SESSIONS WITH STAGE Il READINESS IN BUSINESS DEVELOPMENT
APPLICATION ADVISERS OVER TIME

10 applications

19 licati
8 F2F meetings Appieations

9 F2F meetings

23 applications
10 F2F meetings

WWW.NANOMEDTAB.EU
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Nanomed Translation Hub

The Translation Advisory Board (TAB)

nanomedTAB
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NOBEL

Smarter HealthTech in Europe
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NOBEL
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Translation Advisory Board
Start’Up Accelerator

NOBEL

NOBEL Organisation — 5 Work Packages

Innovate Knowledge

Py -
Tecm,,,ho & management &
Accelerate Dissemination

Ecosystem WP2 .
Buiding nanomedicine
HealthTech Network

- Communication,
SO Med-,':?fﬂﬁ,‘j{gﬁﬁ WP3 cea Web media, Events,
%Tan ," Industry Newsletters,

@Fonduzlom; , - L .

nong:llll-'!‘oﬁnocchl Clinic Roadmapp|ng

© somayicmuensie General Management
Strategic R&I Agendas

Socio-Economic Impact WP1

Life Cycle and Recyclability VDI |VDE| IT

WP5
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The Translation HUB

Translation Advisory Board

SME Funding Instrument

- y
Scale up Pilot Lines
Academia . .
Clinical Trials Centres
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EUNCL

European Nanomedicine
Characterisation Laboratory
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Core Members @

Characterisation
Laboratory

SINTEF (NO)

N~ N

Bioanalytik-
Muenster (DE)

Trinity College of
Dublin (IE)

o)

US-NCL (USA)

University of
Liverpool (UK)

[ CEA-Leti (FR)

EMPA (CH)
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Concept

. | Regulators ) _
L (EMA, FDA, National Agencies) J(

|

|

| Testing strategy is constantly validated: | |
| regulators' opinions & new findings | I full

|

|

|

|

____________________ pre-clinical
data

Developers g , MantmnriiEs mamme  Developers

Characterization
Laboratory

Multi-Center facility employs
state-of-the-art testing strategy
under
constant standardisation &
Quality Management

Expert Panel Expert Panel

selects most promising offers advice
candidates based on results
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Application to EUNCL

CEA
(FR)

@
m
= N

TNA users TNA manager

Researchers Acting as the

developing entry-point to
Med-NPs EU-NCL

EU-NCL Core Expert Team
Coordinated by the TNA Manager

LEGEND Physico-chemistry Biological in-vitro "’;\ Biological in-vivo =% ) Quality
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Infrastructures for global support

Nanumedjcing
Characterisation

Laboratory
Nanomedicine |
Characterisation 858°;
Laboratory Lo

NANOTECHNOLOGY

n vivo

(CHARACTERIZATION PK
¥ LABORATORY ) il Biodistribution
R | Haematology/ : .
= - -Immunogenicity
Immunology/ Toxicity
Cytotoxicity -Pharmakokinetic

- Size

P ) - Oxidative stress,
—_— - - Surface potentid

- Membrane perm@aity

- Purit
Prescreen Surlf y - Mitochqndrial
-Zeta potential) ;nolrjphaocligy dysfunction

- Complement Acfjvation
- Coagulation prgperties
- Hemolytic prog

-Size distributio
-Endotoxin
-Stability

- Composition

Candidate
nanomedicine
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Interface with regulators

International Pharmaceutical
Regulators Forum

1r

|' D A EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

NANOTECHNOLOGY
CHARACTERIZATION E U N
[ ABORATORY Nanomedicine

Characterization
Laboratory
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TNA1 (2016)

10 Applications

7 STEP2

4 Characterisation
2 on going
1 completed

TNA2 (2017)

Fnanomedicine

+ EUROPE
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11 Applications

O STEP2

7 Characterisation
1 on going

3 Applications
2 STEP2




L
Applications’ origine

ORIGINE OF APPLICATION

IsraelPenmark Switzerland

France
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Nanomed Translation Hub

The Translation Advisory Board (TAB) Nanomedicine Characterisation Laboratory
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GMP Pilot Lines

e From mL to L of active medical nanomaterial
e Scale up process for delivering clinical batches
e 3 pilot lines selected by EC in 2014

NANOPILOT Mdclviva

0 O-CHAN INDEPENDENT

é'ﬁ'b nanofacturing
W
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EU Nanomedicine Translation HUB Process

' 5% 4 7
o m Characterization Manufacturing

Innovative New available
projects solutions
in Nanomedicine fOI"

. SMEs patients
 Start-ups N

« Academics

e Inventors V> Qﬁiwomm - ICTICr']lIJCS;CFY
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Nanomed Translation Hub

The Translation Advisory Board (TAB) Nanomedicine Characterisation Laboratory Nanomedicine Pilotlines
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Regulatory Science Framework for
Nano(bio)material-based Medical Products
and Devices
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Objective

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

Liaise with regulators, identify regulatory concerns
Match regulatory concerns with intelligent testing strategies
Rationalise testing

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

. Assure quality standards for development & testing
6. Bridge communities
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Partners

SINTEF, NO

I
%2 .

University of Liverpool, UK
Trinity College of Dublin, IE |R -
University of Brighton, UK %‘ P

European Research Services, DE

Bioanalytik-Muenster, DE

EMPA, CH ~———a
Amatsigroup, FR
BioPraxis, ES | N ()
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Structure

Regulatory

needs

s

Literature
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Integrated
testing

strategies, DSS

s

Scientific state of art]

Biodistribution:
in vitro, in vivo,
in silico

Biological
response to
NBMs

Community

bridging

(5
Quality

assurance
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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
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Thank you for your attention!

Consult

www.euncl.eu
Www.enatrans.eu
www.refine-nanomedicine.com

www.etp-nanomedicine.eu

to
« Download reports and documents
* Find further information



