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Immunology and immunotherapy of cancer:
strengthening the translational aspects
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e Austrian Science Fund (FWF), Austria

e Research Foundation - Flanders (FWO), Belgium, Flanders

e Fund for Scientific Research (FNRS), Belgium, French speaking community
e Estonian Research Council (ETAg), Estonia

e National Cancer Institute (INCa), France

e ARC French Foundation for Cancer Research (ARC Foundation), France

e General Secretariat for Research and Technology, Ministry of Education and

Religious Affairs (GSRT), Greece
e The Chief Scientist Office of the Ministry of Health (CSO-MOH), Israel
e Ministry of Health (MoH), Italy
e Ministry of Education, Universities and Research (MIUR), Italy

e Alliance Against Cancer (ACC), Italy
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e Latvian Academy of Sciences (LAS) , Latvia

e The Research Council of Norway (RCN), Norway

e Norwegian Cancer Society (NCS), Norway

e National Centre for Research and Development (NCBR), Poland
e Foundation for Science and Technology (FCT), Portugal

e Slovak Academy of Sciences (SAS) , Slovakia

e National Institute of Health Carlos III (ISCIII), Spain

e The Foundation for the support of the Applied Scientific Research and
Technology in Asturias (FICYT), Spain

e Ministry of Science and Technology (MoST), Taiwan
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Year Date Activity
Launch of the call:
2015 December 4 JTC-2015
Launch of the national calls
January 4 Opening of the on-line submission system
February 5 Submission deadline for pre-proposals
60 days to prepare pre-proposal
Eligibility check —JCS
February 12 Eligibility check (CSC)
2016 February 19 Grace period deadline for applicants (if any)
February 23 Eligibility check JCS + CSC partners; final decision
Allocation of pre-proposals to SEC members
February 24 (start of the first evaluation phase)
Deadline for SEC members to deliver the evaluation
March 23 reports on the pre-proposals
5 weeks to evaluate the pre-proposals
April 4-8 First JTC 2015 SEC meeting & CSC meeting + NSC
P meeting + Joint NSC-SAB meeting
Invitation of successful coordinators to submit full
April 14 proposals. Opening of the on-line submission system
for full proposals
2016 | April 15/18 Communications to unsuccessful coordinators
April 22 Deadline for sending the final list of external
P reviewers candidates to the JCS

> Final Proposal ‘%7 ¢ Pre-Proposal 2 FAHLRF A A& s(External
Reviewer) & 7% & o
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Submission deadline for full proposals

May 26 6 weeks to prepare the full proposals
May 27 Give access to the submitted full proposals to CSC
Eligibility check of full proposals (JCS&CSC) and
June 3 7.
final decision
Allocation of full proposals to SEC members and to
June 9 external reviewers (start of the second evaluation
phase)
July 25 End of evaluation (SEC + external experts)
7 weeks to evaluate the full proposals
Invitation of coordinators to submit comments for
July 26/29 the rebuttal stage. Preparation of the on-line

submission system for rebuttal stage.

August 1/10

Rebuttal stage
10 days for the applicants to response to reviewers’
comments

September

Second JTC 2015 SEC meeting & CSC meeting +
NSC meeting

September 30

Final funding decision (i.e. approval by CSC
members)

October, week 3

Short communication of final funding decision to
successful full proposals

October, week 4

Short communication of final funding decision to
rejected full proposals

November, The JCS will communicate the reasons for approval
week 4 to the coordinators of the successful full proposals
December, The JCS will communicate the reasons for rejection
week 1 to the coordinators of unsuccessful full proposals

2017 | April Start of research projects

2018 | February 28 Year 1 report (SAS)

2019 | February 28 Year 2 report (SAS)

2020 | June 30 Year 1 - 3 final report (SAS)
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A 4% : Immunology and immunotherapy of cancer:
strengthening the translational aspects

Identification and validation of shared or personalized mutated human tumor
antigenic targets.

Application of “omics” approaches for the identification and validation of
immunogenic mutated epitopes in primary and/or metastatic, synchronous as well
as metachronous tumor lesions.

Development of ex-vivo and/or in vivo models to be established starting from
patients samples for screening immunogenicity and efficacy of personalized
vaccines targeting mutated epitopes.

Development of new and combined immunotherapeutic strategies for cancer
patients.

Development of new vaccine formulations for active immunotherapies, including
DNA, RNA vaccines, viral vectors as well as heterologous prime-boost
combinations.

Development of combined therapeutic approaches including the above
antigen-targeting immunotherapies with immune compensating therapies based on
irradiation, metronomic chemotherapy and/or anti-immune checkpoint inhibitors
and/or adoptive T cell therapies with genetically engineered T cells.

Development of interventions directed to counteract the role of tumor
microenvironment in immune escape and immune evasion.

Translational research for clinical application of cancer immunotherapy.
Identification of intratumoral and/or peripheral blood biomarkers predictive of the
efficacy of cancer immunotherapies and establishment of bioassays to monitor the

efficacy of cancer immunotherapy.

Implementation of new approaches for patient stratification for clinical trials.

Design and performance of Phase I and Phase II clinical trials for combined cancer
immunotherapy strategies.
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Toxicity: understanding & anticipating toxicity problems linked to cancer
immunotherapy.

Capacity building activities (OPTIONAL)

Translational research has the ambition to remove barriers to multidisciplinary and
multi-professional collaboration. It is envisioned that clinicians, researchers and the
various operational staff from various sectors (academia, industry, regulatory bodies)
will effectively work together to expedite the translation of scientific discoveries to
clinical application and to more rapidly fuel research directions with observational or
clinical findings. In fact, the complexity of the process requires, at the individual and
collective  levels, the creation of translational medicine research
interfaces/infrastructures. To reach that goal, TRANSCAN has defined in its
objectives to support capacity building activities for promoting the formation and
upgrading of multidisciplinary teams in an integrated process: 1) exchange/mobility
of individual researchers/professionals in order to bring new expertise to an existing
multidisciplinary translational team, and/or 1ii) recruitment of individual
researchers/professionals by a translational research team in order to cover expertise
and “know-how” unavailable in the existing team. This type of activities, when
present, will be supported within the projects which will be selected for funding
under JTC2015.

Thus, applicants may add an additional part for these activities (with an associated
separate budget, in compliance with the rules of the respective national/regional
funding organisations). These activities have to be coherent with the objectives of the
research project, and aimed to strengthening the ability of participating team(s) to
perform the work detailed in the project plan as well as to improve, in the long term,
the quality and potential of the translational research performed by the team(s).
Depending on the project these activities could be (the following examples are
indicative and not exhaustive)

1) exchanges/mobility of investigators (especially young investigators) between
teams and countries participating in the project,

2) short term training of scientists, operational staff, etc.,

3) training technical workshop dedicated to relevant aspects of the scientific work
planned in the project,

4) short training (1 or few weeks) of several partner teams by one expert, etc.
However, activities related to project management should be included in the
scientific project. Activities related to the dissemination of results such as
hosting a symposium, conferences etc. are out of the scope of this capacity
building activities component.
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Research efforts directed to immunoprophylaxis of cancer.

Studies on vaccines for immunoprevention of cancer.

Analysis of preclinical models (cell lines and animal models) only.

Phase III and IV clinical trials.

Projects close to marketing their products.

Please note that the inclusion of a non-eligible partner in a proposal will lead to the
rejection of the entire proposal without further review.

Studies not compliant with the COMMISSION REGULATION (EC) No 800/2008
(http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2008:214:0003:0047
:en:PDF), with specific reference to the articles 30, 31, 32, and 33. For full reference,
please see also the COMMUNICATION FROM THE COMMISSION TO THE
EUROPEAN PARLIAMENT, THE COUNCIL, THE EUROPEAN ECONOMIC
AND SOCIAL COMMITTEE AND THE COMMITTEE OF THE REGIONS of
20.12.2011

(http://ec.europa.eu/services_general interest/docs/comm_quality framework en.p
df). Studies non compliant with the Commission Regulation (EU) No 651/2014 of 17
June 2014
(http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=0J:L:2014:187:FULL &f
rom=EN).
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bench-to-bed or bed-to-bench studies.
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P /i ** Good and Very Good:

0 4~ : fails or missing information
1~ poor/incomplete information
2 & fair

35 good

45 very good

54 excellent

Excellence

Scientific quality of the proposal: soundness of the rationale including
transdisciplinary considerations, clarity of the objectives, expected progress
beyond the state-of-the-art, international competitiveness.

Relevance of the project regarding the topic (translational research on
human tumour heterogeneity to overcome recurrence and resistance to
therapy) and the overall objective (translational cancer research) of the call;
availability and quality of preliminary data.

Impact

Potential impact with reference to the development, dissemination and use of
project results: potential impact of the expected results on cancer control, in
terms of translation into public health or clinical practices (enhancing
innovation capacity and integration of new knowledge) and/or into
pharmaceutical/industrial applications; appropriateness of measures for the
dissemination and/or exploitation of project results including socio-economic
aspects and anticipation of intellectual property issues (patenting, industrial
exploitation, marketing, etc.).

Impact with reference to strengthening the translational capacity building
activities:

This sub-criterion will be assessed at the level of the full proposal only and
solely for the scientific proposals recommended for funding.

The assessment of the capacity building component and associated budget

10
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will be performed under this sub-criterion after the scientific assessment of
the proposal: hence, a proposal could be recommended for funding without
the part related to capacity building activities if this part is evaluated as
“poor”.
e. The assessment under this sub-criterion will be performed independently
using the following:
* Content: relevance and coherence of the capacity building activities
with the proposal objectives.
» Candidate: background (scientific, medical, etc.), coherence with the
CV, scientific production.
* Host team: expertise of the host team in the field, research
qualification of the responsible person.

% % & g.= : Quality and efficiency of the implementation

a. Coherence and effectiveness of the work plan: appropriateness and
feasibility of the methodology (including the clinical trial if applicable) and
associated technologies used, with particular regard to the study design, the
study population(s), study endpoints.

b. Statistical/bio-statistical aspects and power calculation (including the
clinical trial 1if applicable): study design; sampling calculations;
appropriateness and robustness of statistical analyses: adequateness of
endpoints.

c. Quality of the transnational research consortium: experience of the research
partners in the field(s) of the proposal (for young teams: appropriateness of
their current work and training of their members); quality of the
collaboration between the research teams and added value of the research
consortium as a whole.

d. Appropriateness of the management structures and procedures, including
risk and innovation management.

e. Appropriateness of the allocation of tasks and resources to be committed
(personnel, equipment, etc.) and of the estimated budget.

f. Compliance with ethical rules and regulatory aspects.

Ay TI0E RF AR BOA Bohedk M 34 0 RIEGLR ORISR | H
A Bche g MY 10 AR A A B E -

- ~ It 1s mandatory for a funded research project consortium to sign a consortium
agreement (CA), addressing the issues indicated in the document "Guidelines
for Applicants", including Intellectual Property Rights (IPR) issues. The
research consortium is strongly encouraged to sign this CA before the official
project start date. In any case the CA has to be signed no later than six months
after the official project start date. Upon request, this consortium agreement
must be made available to the concerned TRANSCAN-2 JTC2015 funding
organizations.

A~ Results and new IPR resulting from projects funded through the TRANSCAN-2
JTC2015 will be owned by the relevant organizations according to

11
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international/national/regional rules on IPR. If several participants have jointly
carried out work generating new IPR, they shall agree amongst themselves (CA)
as to the allocation of ownership of IPR, taking into account their contributions
to the creation of those IPR as well as the European Commission’s guidelines
on [PR issues.
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