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La science pour la santé
From science to health

Appel a manifestation d'intérét

Pour participer a la définition et la construction d’un projet
collaboratif européen sur la thématique: "Next generation of
immunotherapies"

Dans le cadre de I'appel a projet Horizon Europe du Cluster Health :
"HORIZON-HLTH-2022-DISEASE-06-02-two-stage : Pre-clinical development of
the next generation of immunotherapies for diseases or disorders with unmet

medical needs"

Coordonné par les Instituts Thématiques Inserm Physiologie, Métabolisme et
Nutrition (PMN), Technologies pour la Santé (ITS) et Immunologie,
Inflammation, Infectiologie et Microbiologie (I13M) et en collaboration avec le
Département des Partenariats et des Relations Extérieures (DPRE) de I'Inserm
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1. Contexte

La Commission Européenne, a travers le programme de financement de la recherche Horizon
Europe et plus particulierement du Cluster Health, finance des projets de recherche qui doivent
contribuer aux six impacts suivants :

1. Rester en bonne santé dans une société qui change rapidement
Vivre et travailler dans un environnement qui promeut la santé
Combattre les maladies et réduire leurs fardeaux
Assurer un acces a des soins innovants, durable et de haute qualité
Libérer le potentiel des nouveaux outils, technologies et solutions numériques pour une
société en bonne santé
6. Maintenir une industrie de la santé innovante, durable et compétitive
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Dans le cadre de I'impact 3, un appel a projet est ouvert pour développer la prochaine génération de
d’'immunothérapies : HORIZON-HLTH-2022-DISEASE-06-02-two-stage : Pre-clinical development of the
next generation of immunotherapies for diseases or disorders with unmet medical needs.

Les immunothérapies ciblant les maladies rares et le cancer, les vaccins préventifs et le
repositionnement de médicaments sont exclus de I'appel.

Le budget total de cet appel est de 60 M€ avec un financement de 6 M€ prévu par projet (soit une
dizaine de projets financés au total au niveau européen).

Cet appel suit une procédure en 2 étapes, avec une date limite de soumission de la 17 étape le 1°
février 2022 et de la deuxiéme étape le 6 septembre 2022

2. Objectifs et modalités de I'appel a manifestation d'intérét

La participation des équipes de I'Inserm aux projets financés dans le cadre du programme Horizon
Europe est une priorité. L'objet du présent Appel a Manifestation d'Intérét (AMI) est d’identifier les
équipes Inserm intéressées dont I'expertise correspond aux attentes de I'appel a projet européen
HORIZON-HLTH-2022-DISEASE-06-02-two-stage et qui collaborent avec des équipes européennes.

Les chercheurs dont I'expertise est présélectionnée seront réunis pour définir un ou plusieurs
projets européens potentiels coordonnés par I'Inserm. Ce ou ces projets bénéficieront alors du soutien
et de 'accompagnement de I'Inserm dans les activités de montage.

La réunion de travail pour les chercheurs présélectionnés se tiendra a Paris le lundi 15 novembre
2021 de 14h a 17h.

Les équipes Inserm, ou chercheurs membres d'une équipe Inserm souhaitant participer a et/ou
coordonner un projet collaboratif européen sur cette thématique doivent renvoyer avant le 2
novembre 2021 la lettre de manifestation d'intérét (document de 2 pages a remplir en anglais).

Pour tout renseignement supplémentaire, vous pouvez contacter Sophie Decamps
(sophie.decamps@inserm.fr)


https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-hlth-2022-disease-06-02-two-stage
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HORIZON-HLTH-2022-DISEASE-06-02-two-stage : Pre-clinical development of the next
generation of immunotherapies for diseases or disorders with unmet medical needs

Expected Outcome: This topic aims at supporting activities that are enabling or contributing to one or
several expected impacts of destination 3 “Tackling diseases and reducing disease burden”. To that
end, proposals under this topic should aim for delivering results that are directed, tailored towards
and contributing to some of the following expected outcomes:

e The scientific and clinical communities make effective use of the pre-clinical validation of new
immunotherapies for high burden diseases or disorders with unmet medical needs.

e The scientific and clinical communities have access to new knowledge allowing for a better
understanding of the mode of action of the next generation of immunotherapies and/or
combinatorial treatments, which enables further development and optimisation of treatments.

e The scientific and clinical communities have access to and use new personalized models (in vitro
and in vivo) for high burden diseases or disorders as well as protocols for the next generation of
immunotherapies.

e Health care professionals have access to and use new evidence-based safety and efficacy
guidelines for immunotherapies. Proof-of-clinical concept, when applicable, as single or
combinatorial treatment, should be compared to existing approaches.

Scope: Immunotherapy is defined as a treatment able to stimulate or restore the ability of the immune
(defence) system to fight infection, disease or disorder. It has proved to be a valuable medical
treatment notably when preventive interventions are not available. Passive and active
immunotherapies (such as antibody-based, RNA-based and cell-based therapies, respectively) are
covered by this topic, which is aiming at the pre-clinical to first-in human development of next
generation immunotherapies for unmet needs.

Proposals should build on existing knowledge in the field, when available, in order to save time and to
avoid spilling resources, and could build on the knowledge of the interaction between the immune
system (innate and adaptive arms) and the microbiota, or take advantage of key enabling technologies
such as biotechnology and nanotechnology, advanced manufacturing, imaging, 5G, internet of things,
artificial intelligence and existing databases.

The next generation of immunotherapies are needed in order to improve and diversify the capabilities
of health care for several communicable and non-communicable diseases! that cannot be effectively
tackled with the currently available treatments.

Proposals are expected to address some of the following research gaps for the development of the
next generation of effective and safe immunotherapies:

! Excluded from the scope are the preventive vaccines, the immunotherapies for rare diseases and the
repurposing of drugs as they are covered by other topics in the HE research programme 2021-2022.
Research on cancer immunotherapies is excluded as it will be covered by the Mission on Cancer.
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e Preclinical development and study of new immunotherapeutic agents in vitro and in relevant
animal model(s) of the disease(s). This includes understanding of the therapy’s agent(s) mode of
action, its toxicity, the development of related potency assay(s), and its/their validation in vitro
and in vivo. A robust regulatory and Health Technology Assessment (HTA) strategy should be in
place at the start of the proposal.

o Off-the-shelf therapies, including the cell-based therapies, will be considered as assets during the
evaluation.

e Proposals could include proof-of-concept (PoC)/first-in-human studies for testing the new
therapies, with a clear regulatory and clinical pathway 2 and should address as appropriate the
therapy-related potential for adverse side effects. PoC and clinical studies in humans should take
sex, gender, age and socio-economic factors into account, where relevant. Phase Il studies or
later phase trials will not be supported.

e Development of a standardised framework for assays and data usage to enable a robust
assessment of the safety and efficacy.

e In case treatments are already available for the proposed targeted disease(s), a justification of
the need for development of a new immunotherapy treatment is requested.

e The proposed action should include a pathway of the necessary steps to ensure sustainable
therapeutic agent production (considering intellectual property management if relevant) and
uptake by health systems and rapid access to patients.

Projects may consider the use of the nanobiotechnology infrastructure platform of the European
Commission’s Joint Research Centre, in particular for the accurate physicochemical characterization of
therapeutic proteins and antibodies.

All projects funded under this topic are strongly encouraged to participate in networking and joint
activities, as appropriate. These networking and joint activities could, for example, involve the
participation in joint workshops, the exchange of knowledge, the development and adoption of best
practices, or joint communication activities. This could also involve networking and joint activities with
projects funded under other clusters and pillars of Horizon Europe, or other EU programmes, as
appropriate. Therefore, proposals are expected to include a budget for the attendance to regular joint
meetings and may consider to cover the costs of any other potential joint activities without the
prerequisite to detail concrete joint activities at this stage. The details of these joint activities will be
defined during the grant agreement preparation phase. In this regard, the Commission may take on
the role of facilitator for networking and exchanges, including with relevant stakeholders, if
appropriate.

Projects could consider the use of the Nanobiotechnology infrastructure platform of the European
Commission’s Joint Research Centre, in particular for the accurate physicochemical characterization of
therapeutic proteins and antibodies.

2 In case proposals are involving clinical studies, please use the document on essential information for
clinical studies provided on the portal.



