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The mission

Perform pre-clinical characterization of
nanomedicines

ldentify and characterize critical parameter of
nanomaterial in biological systems

Develop improved analytical methods
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Innovation chain in nanomedicine

Preclinical

characte- manufac- Phase | Phase lla Phase IIb Phase Il ’fl.. |"I

rization turing
Concept Patients

TRL3 TRL4 TRLS TRL6 TRL? TRL8
h

esearc reclinical developmen arly clinical developmen 7 ate clinica evelopmen arket
Research Bredinicaldevel t/\EII"IdI t/\LI"IdI t/\ Marke

Approval of clinical trials by

Marketing authorization
national regulatory agencies

evaluated by EMA and granted by

o~
EUNCL




Synergies
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Baseline

* Non-integrated providers

¢ Time-consuming
* No multi-disciplinary approach
* Low quality management

* Low performances

Beyond the-state-of-the-art

multi-disciplinary providers integrated in an
infrastructure with a centralized scientific
coordination

Time-efficient

Multi-disciplinary expertise

High quality management

High performances

=

LEGEND Physico-chemistry Biological in-vitro /5;; Biological in-vivo @ Quality




Partners

US-NCL (USA)

( Trinity College of

| Dublin (IE) ’\i

o~
EUNCL

T

Bioanalytik-

- ‘ Muenster (DE)

/,_.—v—..r/“

University of
Liverpool (UK)

@ A d\
K




Concept
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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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EUNCL offer
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36 SOPs*

* Including 3 submitted
as standards to ASTM




Application to EUNCL
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EU-NCL Core Expert Team
Coordinated by the TNA Manager
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Application process

* Light application
® 4 critical criterias
* Executed NDA

Step 1 Application

PEB + EUNCL
Evaluation

¢ Independant
evaluation Board

* EU-NCL internal
operational evaluation
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* Full submission
document

* Extended selection
cirteria
* Higher level of details

EUNCL Evaluation

| * MTA

* Sample Submission

¢ Adequacy between Strategy

EU-NCL Capacities and
Med-NP
characterization needs

e Critical path definition
\

.

Letter of acceptance

for characterization
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Who can apply?

= & f

Academics Inventors Startups

2 m\h

* Acceptance criteria:

 Demonstrate the efficacy of the Med-NP in biological systems
* Ability to produce two independent batchs (reproducibility)

* Provide a detailed production plan and its scaling up plan

* Propose a clear strategy to transfer the technology to the clinical
environment
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What makes a good application

* Material reliability and availability
— Quality

e Sterile product (endotoxin/bacterial free)
— Quantity
e >100smlorg

e Doxil campaign (qualification) @2mg/ml requested
30ml
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Applications’ origine
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Applicants’ profile
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Targeted diseases




Type of nanomaterials

Metalic NP



Lessons learned

* Role of EUNCL evolves
— Characterisation support
— Help prepare better application

* Maturity of sponsors and compounds
— Advanced vs. Early stage
— Difficulties in delivering GMP-like batches . T M =

 Each case is unique
— Material
— Targeted applications
— Clinical complexity
— Customised Characterisation
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Interface with regulators

j=p=r=f.org
International Pharmaceutical
Regulators Forum
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See you next time at EUNCL ©

y EUNCLab

www.euncl.eu

This project has received funding from the European Union's Horizon 2020
research and innovation programme under grant agreement No 654190. www.euncl.eu




