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[bookmark: _Toc215472532]Introduction - Preparation of the JTC2027
Based on the decision of the EP PerMed funders and the overarching call concept for the JTCs2027-2030, the topic for the JTC2027 is: Cell, Gene and Immune Therapies.
This document explains the process for and accompanies the development of the JTC2027. It will be updated during the call preparation and serves as support for summarising the decisions taken by the funders until the final development of the call documents and the integration of the scope in the Call Text.
[bookmark: _Toc215472533]The process and timing
The development of the JTC2027 is part of Task 2.1.1. All funders interested in participating in the JTC2027 are invited to contribute to its development and framing.
Expected timing and steps in the preparation of the JTC2027:
1) 03 December 2025, 13:00-15:00 CET: Presentation of a first concept/framing of the JTC2027 during the Overarching WP2 Telco Q4.
2) 27 January 2026, 13:00-17:00 CET: Workshop with external experts of the field.
3) March/April 2026: First version of the call text/scope.
4) June/July 2026: Consultation of the CAB.
5) 30 September 2026: Submission of the call to HaDEA for validation. 
6) October 2026: Preannouncement.
7) November 2026: Launch of the call.
[bookmark: _Toc215472534]Workshop
The WP2 funders consortium has agreed to organise a workshop with external experts of the field to: 
1) Get the most recent view on the advancement in the field as well as an understanding of current hurdles, needs and funding gaps.
2) Receive input regarding a feasible scope for the Joint Transnational Call, i.e. on expectations of research submitted and conducted within the typical funding duration time frame, i.e. 3 years, and the funding model, virtual common pot based on national/regional funding – no central call or project budget.
The 4hs online workshop will be organised on 27 January 2026 from 13:00-17:00, predominantly supported in its preparation by ANR and DLR.
Funders can participate in the workshop as observers. The main aim of the workshop is to hear the expert’s opinion. Therefore, a first discussion will take place on 3rd December 2025 with all funders to align the EP PerMed funders view before starting the expert consultation.
The suggested number of experts is maximum 15. The funders will be invited to suggest experts for the workshop. The experts will be centrally invited by ANR.
In contrast to regulations for the Call Advisory Board members, the expert participating in the workshop will not be excluded from the participation in the call as applicants.

A draft workshop agenda:
1) Dial-in – around 5 min
2) Introduction into EP PerMed and the JTC funding mechanism – around 15 min by EP PerMed
3) Tour de table (experts only) – approx. 20 minutes
4) State of the Art of “Cell, Gene and Immune Therapies (experts only) – around 1h 
5) Comfort Break – 20 minutes
6) Collection of suggestions for the JTC2027 – considering the state of the art, current hurdles, gaps and research needs (experts only) – around 1h30
7) Wrap up – around 30 min by EP PerMed

Collection of questions for the workshop to be addressed to external experts of the field:
· Should the call text list and specifically name examples of application fields like: Gene editing, tissue engineering, mRNA, viral vectors? 
· Should some application fields be excluded or specifically included like research on immune inhibitors, antibodies, antibody-drug conjugates, tumour vaccines, RNA therapies, etc. 
· Disease field: is there a need to encourage specific disease fields for this call – other than cancer?
· To reach a next translational step is the identification of new therapeutic targets for CGITs too basic? If we exclude the identification of new therapeutic targets by which means should the projects show the relevance of the chosen target for a CGI approach? At the same time, if we exclude identification of new targets, is the research field to narrow?
· Is it realistic to reach a proof of principle during 3 years funding?
· How can we define a “concrete contribution” to the development/validation of a Gene, Cell or Immune Therapy?
· Should the call be restricted to one or open for both: retrospective or prospective cohorts?
· in silico Models to be considered or not? 
· Should at least one early-career researcher (ECR) be integrated as principal investigator in this call?
· What can we expect from the research outcomes in respect to translation or implementation into clinical practice?
[bookmark: _Toc215472535]Draft rational and scope: Cell, Gene and Immune Therapies (CGIT)
[bookmark: _Toc215472536]General aspects to consider for EP PerMed funders and the JTC instrument:
1) It is suggested to enlarge the typical term of “Cell and Gene Therapies (CGT)” to “Cell, Gene and Immune Therapies (CGIT)” to be more inclusive. This aspect may be discussed with the experts during the workshop: “What is in/What is out of scope?”.
2) Timing to be respected for call launch, project start and end dates
Depending on the project start date, teams may conduct their research over 3 years but extensions are only feasible until 28/02/2032.
	General call timeline
	DEADLINES
	Maximal project duration defined by the call text

	Call year
	Call opening (latest)
	Result 
announcement 
(latest by…)
	Expected common 
scientific project start date
	Common scientific project end date deadline
	Final 
payment to partners by funders + call closure *
	Reporting by funders in PT-Open ** 
	Project duration (years)
	Max. extension*** 
to respect the project end deadlines (approx.)

	JTC2027
	Dec 2026
	Nov 2027
	January- Sept 2028
	28/02/2032
	flexible
	20/11/2032
	3
	5 months-1 year


[bookmark: _Toc215472537]Needs in the field
1) There is a high need for translation of pre-clinical research into clinics.  As aim of research conducted in the JTC2027, it is recommended to indicate in the call text that we expect projects to have reached a “proof of principle” (PoP) stage at the end of the funding duration.   
a. At the end of the funding duration, projects are expected to have e.g. collected the necessary in vitro and in vivo data for an early scientific advice from a regulatory authority to plan the next steps for clinical research. 
b. The achievement of a proof of principle is expected to be shown/demonstrated by the funded project teams e.g. via a publication, a patent application or a licence.  this achievement should not be connected to or condition the final payment.
c. The expected results have to make a concrete contribution to the development/validation of a Gene, Cell or Immune Therapy.
2) Early discovery-stage hypotheses require validation in increasingly complex in vitro and in vivo models to establish proof of concept and better predict efficacy.

[bookmark: _Toc215472538]Limitation of the JTC
1) Clinical trials, even phase I, exceed the typical financial provision of JTC and require more than a 3-years funding duration.  it is recommended to exclude clinical trials, including phase I.  
[bookmark: _Toc215472539]Potential research examples considering the above needs and limitations
1) In vitro or in vivo examination of the effectiveness of cells used for CGIT.
a. In vitro examinations of the effectiveness of the cells
b. In vivo examinations of the efficacy and safety of the cells (e.g. animal models)
2) Identification of new therapeutic targets for CGITs.
3) Research on viral vectors: A) Test of different environments: Viral vector already working in animal models may be checked for its application in other (cell) model. B) Change of the target for the viral vector in the same or other pre-clinical model.
4) Diagnostic approaches, provided there is a clear link to CGIT, particularly but not exclusively in the field of companion diagnostics.
a. Validation of biomarkers for the prediction of response.
b. Validation or use of already known companion biomarker(s) for the proposed research. Companion diagnostics are used to identify patients who are most likely to benefit from a therapy or to identify patients who may have a higher risk of side effects. CDx play a central role in personalised medicine.
5) The development of models and processes to make already existing therapies saver, easier or cheaper, i.e. more effective or cost-efficient.
a. Research aiming to increase the response rate, prevent harmful responses to the therapy and, or detecting early relapse in CGIT.
b. Develop methodologies to determine the risk of non-effective or adverse treatment response during CGIT.
6) Technical and preclinical evaluation, qualification, validation and documentation:
a. Planning and realisation of the necessary in-vitro, in-vivo, toxicological, pharmacological and experimental tests for the qualification and validation of the technology or product profile including the corresponding documentation.

[bookmark: _Toc215472540]Draft rational
Cell, Gene and Immune Therapies (CGIT) represent a paradigm shift in medicine. While conventional drugs mainly manage symptoms, these advanced therapies aim to correct the underlying genetic or cellular defects. CGIT address the urgent need for more effective, long-lasting treatments for a range of serious and often incurable diseases. By targeting specific cells or genes, they enable a highly personalised approach to treatment, reducing the risk of side effects and improving patient outcomes. Furthermore, immune-based concepts could be future components of personalised cancer treatments. The continued development of CGIT will transform modern medicine, offering hope for patients with limited or no current therapeutic options. The challenges of the coming years lie in the development of biomarkers, in risk assessment to avoid serious complications and in research into novel Cell-, Gene- and Immune-based Therapies.
[bookmark: _Toc215472541]Draft aim/s of the call:
· Development and validation of personalised CGIT through disease-relevant in vitro, in silico or in vivo pre-clinical models (e.g., human cell cultures, organoids, organs-on-chips, animal models). This includes in vitro and in vivo examinations of the effectiveness, the efficacy and safety of the CGIT.
· Development and validation of diagnostic approaches, provided there is a clear link to CGIT, particularly but not exclusively in the field of companion diagnostics. This could include biomarkers for risk assessment, to monitor CGIT response, effectiveness, dosage optimisation, side effects or relapse.
· [bookmark: _GoBack]Research aiming to increase the response rate, prevent harmful responses to the therapy and, or detecting early relapse in CGIT. This includes research to treat or prevent treatment-related side effects or therapy-induced toxicity or maladaptive immune response (immune system reaction).
Research expected: 
· Pre-clinical and translational/ early clinical research (retrospective or prospective cohorts) data sciences.
· Research that results in a proof of principle.
· Research projects in all disease areas are welcome. 
· Use of an existing pre-clinical model. 
· Projects funded under this call are required to include a dedicated work package focussing on the question of translation of the research outcomes into clinical practice with a focus on e.g. methodology, patient outcome, costs, reimbursement, education, ELSA (ethical, legal and societal aspect) or feasible use at the point of care.


Research excluded:
· Costs related to the conduction of a clinical trial, including phase I, are not eligible in the call. Projects may accompany with their research an already existing clinical trial but the clinical trial cannot be the main focus of the research proposed.
· The development of a new pre-clinical model can be part but not the main focus of the research proposed. 

Info-box: “Proof of Principle (PoP)”
In biological research, a “proof of principle” (PoP) is an early-stage study to demonstrate that a scientific concept or hypothesis is feasible and worth pursuing, often preceding a “proof of concept” (PoC) study. A PoP focuses on fundamental scientific principles, such as validating a biological target or mechanism in a laboratory setting (in vitro, in vivo etc.),
A proof of principle demonstrates that a particular concept or theory can be successfully implemented. It focuses on the feasibility of an idea rather than its practical application. In other words, a PoP answers the question: “Can this be done?”. It typically involves creating a small-scale model or prototype to test the concept’s specific aspect or functionality. 
The goal is to validate the underlying principles or theories behind the product idea without necessarily proving its commercial viability or scalability. A PoP is often the initial step in a viable product’s research and development process, providing a foundation upon which a proof of concept template or further development can be built.
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