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FAQ list for

Berlin Institute of Health at Charité funding programme

National funding of translational projects in the field of

gene and cell therapy (GCT) and associated diagnostics
Status: August 2024

1. General questions about the application

1.1 How many funding announcements are planned for the funding of translation projects in the
field of GCT?

Based on the funds approved by the BMBF until December 2026 for the implementation of the
National GCT Strategy, two funding announcements are currently planned; in addition to the call for
proposals published in July 2024, another call is planned in 2025.

1.2 What is the current application and funding process?

The application and funding process is designed in one stage. This means that an English project
description is submitted to the DLR project management agency before the submission deadline. The
project description is then evaluated by experts in terms of its suitability for the funding call and its
scientific and methodological quality. The evaluation criteria can be found in the call text
(“Forderrichtlinie” point 7.2). The English project description must be accompanied by a formal
application in German (AZA/AZK). The submission deadlines are listed in this document, point 1.3.

Selected applicants for Track 2 projects will be invited to present their project in person to an
external jury of experts. The exact date (probably in the first week of November) and location will be
announced in advance.

Based on the evaluation criteria and considering the available budget, suitable project ideas will be
selected for funding. The selection results will be communicated to the respective parties in a written
form.
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1.3 What is the current timeline for the ongoing funding call?
The most important deadlines are outlined in the table below:
Date, time if By whom
applicable
Until 27 Submission of the English project descriptions in PT-Outline (PT- Individual applicants,
August 2024, Outline will be accessible from August 1, 2024 at the latest). consortium coordinators
13:00 CEST
Until 30 Deadline for submission of the letter of intent to provide the Any applying institution
September required own contribution based outside Berlin
2024
Until 30 Submission of formal applications and German project descriptions | Each applicant institution
September (short version) via easy online (single applicant,
2024 coordinator, partner)
Until 30 Submission of a legally binding declaration of the own contribution | For applicant institutions
October 2024 based outside Berlin: Each
applicant institution or its
federal state of residence
Beginning/ E-mail invitation to those applicants of Track 2 projects who can DLR Project Management
Mid- present their projects at the jury meeting. Agency
October

Expected 4/5

Selected applicants will pitch their proposed project in an

Selected applicants of Track

November approximately 10 minutes presentation in person in front of the 2 projects
2024 external jury. The exact time and location of the jury meeting will
be announced in early October
Mid- Information on funding decisions for Track 2 projects and DLR Project Management
November additional requests with short notice from the DLR project Agency
2024 management agency via email
Mid- Information on funding decisions for Track 1 projects and DLR Project Management
November additional requests with short notice from the DLR project Agency
2024 management agency via email

1.4 What is the SPARK programme?

The SPARK programme supports early academic, biomedical translation projects with milestone-
based funding, mentoring and education on the topics of translation and entrepreneurship. In
addition to funding, a particular strength of the programme lies in targeted and individual support of
projects by an experienced project management team that acts as a central point of contact for
qguestions and advice. In addition, SPARK has a broad and interdisciplinary network of experts who
advise the teams, thereby closing knowledge gaps and accelerating the innovation process.

Founded in 2015, SPARK-BIH (https://www.spark-bih.de) has been an essential part of the Berlin
Institute of Health (BIH) since 2018. It is based on the successful SPARK programme at Stanford
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University, which has a translation success rate of over 50%, and has developed into a global,
interactive network with over 60 participating institutions (https://sparkglobal.io).

The programme aims to promote projects with great potential that address critical, unmet medical
needs. Together, the SPARK programmes of all participating institutions worldwide form a
community that bridges academic and clinical scientists as well as experts from industry to benefit
patients and society. All SPARK programmes focus on increasing transfer and thus the added value
for institutions, investors, industry and the benefit for patients and society.

1.5 What benefits can funded projects receive from SPARK programme offerings?

Funded projects receive milestone-based funding for a period of 1 to 2 years. The SPARK programme
additionally offers mentoring from a broad network of experts, training sessions on translation and
entrepreneurship, networking opportunities, as well as goal-oriented and active support from
experienced project managers, who serve as the primary point of contact. The participants, also
called SPARKees, regularly attend seminars about GCT product development and commercialization,
diagnostics, as well as the principles of entrepreneurship and innovation.

Further information about SPARK-BIH can be found here: https://www.spark-bih.de.

2. Funding requirements

2.1 What are the content-related requirements for funding a project?

Funding will be provided for individual projects (Tracks 1 and 2) or collaborative projects (Track 2
only) that focus on essential and well-defined work packages aimed at advancing the translation of
research results. These projects should build upon and complement recently completed or ongoing
translational product and/or process developments in the field of GCT, with the goal of improving or
accelerating the quality of product and/or process development.

Projects applied for in Track 1 and Track 2 must

e have translational character. Basic research is not funded;

e serve an "unmet medical need";

e be innovative and novel, and be based on existing solid data that demonstrates the general
feasibility of the approach (proof-of-principle). Depending on the stage of development of
the product or process, this can be provided in different ways (in vitro, in vivo data, etc.);

e aim for a solution/product that has a clear competitive advantage over the existing gold
standard.

1 google.com/url?sa=t&rct=j&qg=&esrc=s&source=web&cd=&ved=2ahUKEwijbv4DAic-
EAXUOSPEDHbelBvoQFnoECCYQAQ&url=https%3A%2F%2Fwww.vfa.de%2Fdownload%2Fposition-paper-
unmet-medical-need.pdf&usg= AOvVaw118C1Fz9j-lyZodg8 xai &opi=89978449and
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2.2 What are the differences between Track 1 and Track 2 projects?

In Track 1, early-stage projects can be funded, which can present preliminary data demonstrating the
basic feasibility and potential of the therapeutic approach for treating the disease, but do not have to
be patented, yet. In this track, individual projects can receive up to €50,000 in funding for a duration
of up to one year. Track 1 is aimed exclusively at research groups from public and private (state-
recognized) universities.

Track 2 is intended for more advanced projects that meet certain requirements regarding patenting
or market access strategy. Here, funding of more than €50,000 is available for individual or
collaborative projects, with a maximum duration of two years. Non-university research institutions
and industrial partners can also be involved in collaborative projects, as long as the collaborative
project is coordinated by a university.

2.3 What requirements must be met regarding intellectual property?

The following applies to Track 1: The basic feasibility (proof-of-principle) of the product or the
process/methodology must already be demonstrated and substantiated, for example, by relevant
publications or data shown in the project description.

The requirements for Track 2 regarding intellectual property are met if one of the following scenarios
applies:

e Patent granted (Patent erteilt),
e Patent application filed (Patentanmeldung eingereicht),

e Claim with planned patent application (Inanspruchnahme mit geplanter Patentanmeldung).

In the case of shared rights for the relevant patents (academia/private individual/company), only
projects for which the majority of these rights are held by academia are eligible to apply.

2.4 What are gene and cell-based therapies and associated diagnostics?

The following topics can be addressed within the framework of the funding guidelines:

e Therapeutic approaches with advanced therapy medicinal products (ATMPs):
o Somatic cell therapeutics (for example in the form of stem cells, cells of the immune
system or mesenchymal stromal cells)
o Gene therapeutics in the form of substitution, addition or suppression therapies using
viral and non-viral vectors or genome editing
o Tissue engineering products such as the production of tissues for surgical use including
the use of novel biomaterials
e Therapeutic approaches with novel biological products, such as mRNA and other nucleic acid-
based procedures, extracellular vesicles or exosomes, used in the context of a gene and cell-
based therapeutic procedure
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e Diagnostic approaches, provided there is a clear connection to GCT, particularly but not
exclusively in the area of “companion diagnostics”.

The following areas are excluded:

e Approaches developed for purposes other than gene and cell-based therapies (e.g. mMRNA
vaccinations against infectious diseases),

e Approaches based exclusively on small molecules and/or recombinant proteins (including
therapeutic antibodies).

2.5 Which aspects can be funded?

The following aspects of the translational development of products or processes can be addressed in
both tracks (the subcategories are examples of possible options; multiple options can be included in
a single project):

- Design and conduct of relevant experiments as well as development of methods and
protocols necessary for translational purposes, e.g. pharmacological-toxicological
studies;

- Project-specific, external advice, e.g. intensive preparation for meetings with regulatory
authorities, market analyses;

- Preclinical assessment of special product-specific properties that address expected or
already required regulatory requirements (e.g. safety and efficacy studies);

- Transfer to and optimisation of GMP production;

- Development and implementation of quality criteria and standards;

- Development of study protocols and informed consent forms for early phase I-II clinical
trials;

- Development of a business plan that analyses critical variables in product definition e.g.
to reduce manufacturing and marketing costs;

- Health Technology Assessments;

- Involvement of patients and other stakeholders.

Funding is not available for:

e The founding of start-ups or spin-offs
e Interventional clinical studies

2.6 Who can apply for funding?

Public and private (state-recognized) universities can apply for individual projects or as coordinators
or partners. Non-university research institutes (AufReruniversitare Forschungseinrichtungen - AUFE)
and companies can only apply as partners of a consortium. AUFE-affiliated applicants and their teams
cannot request more than 50% of the total budget or have the highest budget among all applicants.
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2.7 Can companies / start-ups apply?

Companies, including start-ups, can only receive funding as partners in a Track 2 project. For young
start-ups, it is important to note that the required own contribution for the project's duration must
be secured by demonstrating the company’s financial stability. This financial reliability must be
proven with appropriate documentation before funding approval is granted.

2.8 Are there specific requirements for employees of non-university research institutions (AUFE)?

Employees of AUFE cannot be primary applicants but can participate as partners in a consortium.
Their requested budget must not exceed 50% of the total project budget, and their budget cannot be
the highest among all applicants.

AUFE-affiliated researchers include those solely affiliated with the AUFE or those with multiple
affiliations, including one with the AUFE. This rule applies to employees directly contracted by the
AUFE as well as those assigned from other affiliations.

For example, if a researcher leads teams at both an AUFE and a university medical center, team
members from neither of the teams can apply as primary applicant.

2.9 Are there specific rules for BIH employees?

BIH employees are subject to the same rules as scientists from non-university research institutions.

2.10 How can/should the project results be further utilized?

The funded projects are intended to significantly advance the translation of GCT by developing new
products and processes, or their clinical applications. Concretely, the funded projects should lead to
patent filings, successful out-licensing of an existing patent, start-ups, or securing additional third-
party funding (e.g. for clinical trials). Additionally, the funding seeks to foster new interdisciplinary
collaborations between academic and industrial researchers, both regional and across federal states.

2.11 Can founding of a start-up be funded?

Founding of start-ups or spin-offs will not be funded. The primary aim of this funding is to translate
project results into practical applications. Activities that support this goal, such as establishing start-
ups or spin-offs, are strongly encouraged. If you plan to establish a start-up or spin-off before the
project concludes, please consult the DLR project management agency in advance for guidance.
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2.12 What is the composition of the expert jury for the Track 2 projects?

The members of the international expert jury will not be disclosed individually. The expert jury
includes the competencies necessary for translation in the GCT field: Research and development in
GCT (translational and clinical research), GMP production, regulatory requirements, venture
capital/business development.

3. Funding and financing

3.1 Is there a maximum budget limit?

For Track 1 projects, the maximum budget is €50,000. Track 2 projects typically do not have a set
upper limit. However, the requested budget must be justified by the work package requirements and
adhere to principles of necessity and cost-effectiveness. Historically, the SPARK-BIH programme has
funded individual Track 2 projects with budgets ranging from €100,000 to €600,000.

3.2 What is the duration of the project funding?

Funding is available for the following periods:

e Track 1: Up to 12 months (for individual projects only)
e Track 2: Up to 24 months (for both individual and collaborative projects)

3.3 Which expenses/costs are eligible?

Applicants at universities, research and scientific institutions as well as comparable institutions that
do not engage in economic activities are eligible for funding for additional project-related expenses
such as personnel, material and travel expenses and, in justified exceptional cases, project-related
investments that are not part of the applicant's basic equipment. The requested investment must be
essential to achieve a specific milestone and must not exceed 20% of the funding requested. For non-
economic research projects at universities and university hospitals, an additional overhead of 20%
can be granted.

For companies and for projects by research institutions engaged in economic activities, project-
related costs are eligible for funding. These can be financed proportionately in accordance with the
state aid requirements of the EU's R&D&I aid framework (see also the appendix to the call text).
According to BMBF principles, an appropriate own contribution to the eligible costs is required,
usually 50%.



4#7 Ky i GET
DLR Projekttréiger S PA R K \-' Nationale Strategie

Gen- und zellbasierte Therapien
BIH Projektférderung

3.4 Is 100% funding possible?

In accordance with Section 7 (3) of the administrative agreement on the framework conditions for
further developing the Berlin Institute of Health (BIH), project funding for institutions outside Berlin
requires the state where the institution is based to cover 10% of the funding. Coverage of the
financing share must be confirmed as part of the application (for details see chapter 7 in the German
call text). For organisations based within the state of Berlin, the funding share is deemed to have
already been provided by the state of Berlin's funding of BIH.

3.5 How is the 10% co-contribution verified?

A letter of intent (LOI) confirming the 10% own contribution must be submitted to the DLR project
management agency by September 30, 2024. In addition, a legally binding declaration of this
contribution must be provided by the applying university or applicant’s federal state by October 30,
2024,

3.6 How can the 10% contribution be provided?

Ideally, the required own contribution should be provided by the respective applicant institution or
the respective state (excluding Berlin) in-cash by the allocation of additional funds amounting to 10%
of the requested grant. Alternatively, the own contribution can also be fulfilled by in-kind
contributions as providing personnel capacity or specific research infrastructure free of charge (e.g.,
free use of existing cleanroom facilities). The use of general research infrastructure that is part of the
basic equipment of the applicant research institution cannot be considered part of the own
contribution. The monetary value of the in-kind contributions must be comprehensibly documented
in the declaration of the own contribution.

3.7 What is the prohibition of double funding?

The prohibition of double funding ensures that federal funds, including those from the BIH, are not
used to support projects that are already funded by other sources (principle of subsidiarity). This
means that the work packages proposed in an application to this call cannot be covered by other
funding bodies. If they are, BIH funding is not permitted. Applicants must confirm in their application
that, besides the required 10% own contribution, no other federal, state, or EU funding is available
for the proposed research.
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