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|Nan0medicine is the application of nanotechnology to achieve breakthroughs in |
\healthcare. It exploits the improved and often novel physical, chemical and |
|biological properties of materials at the nanometer scale (from one nanometer to |
'hundreds of nanometers). Nanomedicine has the potential to enable early detection |
|and prevention of diseases, and to essentially improve diagnosis, treatment and |
| follow-up of diseases. It was perceived as embracing five main sub-disciplines that |
|in many ways are overlapping and underpinned by the following common technical |
lissues: analytical tools, nanoimaging, nanomaterials and nanodevices, novel |
|therapeutics and drug delivery systems, clinical, regulatory and toxicological issues.
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Document 2 Guidelines for Applicants °

# - B P EuroNanoMed INI 3 3 427 2 4% 04 45 4

Country Funding Organisation
Belgium FNS-FNRS
Canada (Québec) FRQS
Estonia ETAg
France ANR
Germany VDI Technologiezentrum
GmbH
Greece GSRT
Ireland SFI
Israel CSO-MOH
Italy IMH
Italy MIUR
Latvia SEDA/VIAA
Lithuania RCL
The Netherlands STW
Norway RCN
Poland NCBR
Romania UEFISCDI
Romania ANCSI
Slovakia SAS
Spain MINECO
Spain ISCIII
Spain CDTI
Taiwan MOST
Turkey TUBITAK
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- Nanomedicine Map on ETPN website
(http://www.etp-nanomedicine.eu/public/public/european-nanomedicine-map)

- European Nanomedicine Characterization Laboratory
(http://www.euncl.eu/)

- The pilot lines GMP-Pilot

- The European Research INfrastructures (ECRIN, EATRIS)
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Publication of the 8" joint transnational call
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Project proposals will address multidisciplinary and translational® research. The project
proposals must cover at least one of the following areas that are equal in relevance for this
call:

ik
1 Regenerative medicine
) Diagnostics
3 Targeted delivery systems

The projects should fall within Technology Readiness Levels (TRL)’ 3-6, although for
being realistic and coherent with the characteristics of the call, projects should propose
advancements for a maximum of two TRL levels during their lifetime. TRL level must be
understood as the level achieved by the end of the three-year-project. Industry engagement
should be appropriate for the TRL range being investigated.

* See definitions for nanomedicine and Translational research under the “Introduction & Motivation”
section

5 Horizon 2020 scale for TRL:

https://ec.europa.cu/research/participants/data/.../h2020-wp1415-annex-g-trl _en.pdf
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For a better understanding of the objectives and a more efficient evaluation, applicants are
asked to specify to which of the two categories described below the project falls, according
to its TRL, degree of innovation and expected time to market:
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1) Innovation applied research projects: Proof of concept projects for
innovative  applications with analytical/experimental research and/or
implementation and integration of components and test in laboratory and/or
animal models. Safety and nanotoxicity should be taken into account when
relevant. It should be also demonstrated the viability of a path forward that
would lead the experimental and/or analytical results (for TRL 3) and/or
demonstrators (for TRL 4) to a future application at medium/long term.

2) Projects with high potential of applicability at short/medium term: Projects
closer to the market for the validation of demonstrators and prototypes in a
realistic laboratory (for TRL 5) and/or relevant simulated operational field
environment (For TRL-6). It should be also demonstrated the viability of a path
forward that would lead the validated systems and results to real products.
Industrial engagement is crucial in this type of projects.

In all cases (Projects Type 1 and 2) it would be also highly recommended to evaluate the
technical risks and the required effort to advance to the next TRL levels, as an assessment
of the level of development achieved at the end. Performance indicators must be
proposed to evaluate it.

Proposals may include, but are not limited to: identification, characterisation and validation
of biomarkers, early diagnosis, convergence of nanotechnology and stem cell technology,
cell biology applied to nanomedicine, multimodal imaging agents or techniques, point of
care diagnostics (on site sensors), standardised procedures for preparation &
characterisation of drug delivery systems, regenerative, gene or cell therapies using
nanotechnology and development and use of nanomaterials for medical purposes. Clinical
studies are eligible up to the point of proof of concept.

Proposals must clearly demonstrate the potential health impact and/or economic
impact as well as the added-value of transnational collaboration: sharing of resources
(models, registries, diagnosis, etc.), harmonisation of data, sharing of specific know-how
and/or innovative technologies.

Projects are required to include a component investigating Responsible Research and
Innovation (RRI) aspects® Projects are also required to include a plan to disseminate
results/outcomes and how to achieve higher levels of technological readiness.

% http://ec.europa.eu/programmes/horizon2020/en/h2020-section/responsible-research-innovation
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The individual project partners of the joint applications should be complementary and the
proposed work should contain novel, innovative, ambitious ideas and their potential

application to the end users.

Active participation of junior researchers in project proposals is encouraged. The junior

mvestigator must have been awarded his/her first PhD/MD or equivalent doctoral degree,

at least 2 and up to 10 years prior the proposal submission deadline.

(BB @ PhD/MD I~ % & A% 10 £#2 &4/ 3 L A RS2 %) -

I~ Technology Readiness Level (TRL)

TRL 1 Basic principles observed

TRL 2 Technology concept formulated

TRL 3 Experimental proof of concept

TRL 4 Technology validated in lab
Technology validated in relevant environment

TRL 5 (industrially relevant environment in the case of key
enabling technologies)
Technology demonstrated in relevant environment

TRL 6 (industrially relevant environment in the case of key
enabling technologies)
System prototype demonstration in operational

TRL 7 .
environment

TRL 8 System complete and qualified
Actual system proven in operational environment

TRL9 (competitive manufacturing in the case of key enabling
technologies; or in space)
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(S Failure

The proposal fails to address the criterion in question,
or cannot be judged because of missing or incomplete
information

14 Poor

The proposal shows serious weaknesses in relation to
the criterion in question

The proposal generally addresses the criterion, but

N .
2% s there are significant weaknesses that need corrections
3 A Good The propogal addresses the criterion in question well
but certain improvements are necessary
4 Very The proposal addresses the criterion very well, but
good small improvements are possible

5 % Excellent

The proposal successfully addresses all aspects of the
criterion in question

(™) % & & 2k Excellence ~ Impact ~ Quality and efficiency of the implementation

Scientific & technological quality of the proposal;

Novelty; innovation potential; methodology; degree of
technological maturity;

Nanovalue of the proposed approach;

Excellence

Quality of the project consortium: international
competitiveness of participants in the field(s), previous
work and expertise of the participants, previous level of
collaborative interaction between the participants, added
value of the transnational collaboration, participation of
junior researchers.

Unmet medical need addressed and potential impact in
clinics;

Translatability and marketability of the proposed approach;

Added value of the transnational collaboration;

Impact

Innovation applied research projects: potential impact of
expected results in different domains of nanomedicine or
cross-KET applications, marketability potential;

Projects with high potential of applicability at
short/medium term: expected time for market/transfer to
patient towards clinical/public  health  applications,
pharmaceutical/health device applications, other industrial
applications including market and end-user’s scenario, quality
of dissemination plan and business plan.

11
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e Quality of project plan;

e Adequateness of the work package structure and work plan
(tasks, matching events, time schedule);

: e Balanced participation of project partners and integration of
Qual.lty and workload in the different work packages, quality and
efficiency of the efficiency of the coordination and management;

implementation g Scientific justification and adequateness of the requested
budget;

e Risk assessment, safety, regulatory and ethics issues properly
addressed (when necessary).
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