FORTRA

Call for proposals

Funding for regulatory consulting costs to promote translation of
medical projects into the clinic

Deadline: September 15, 2026

A key challenge on the path from the laboratory to the clinic is the complex
regulatory requirements that must be met for the approval of clinical trials.
Numerous promising developments fail because project planning and preclinical
study design are not aligned with regulatory requirements. Professional and
early engagement with the relevant regulatory authorities - particularly in the
form of an orientation (kick-off) meeting and/or a Scientific Advice Meeting with
the Paul Ehrlich Institut (PEI) or the Bundesinstitut fiir Arzneimittel und
Medizinprodukte (Federal Institute for Drugs and Medical Devices, BfArM) - can
be decisive when it comes to successful translation of a project into a first-in-
human clinical trial in a timely manner. Without professional support in preparing
for and conducting scientific advice meetings with these authorities, critical
regulatory requirements are often not identified in time, which can lead to
delays or even the failure of projects that were otherwise promising.

Aim of the call

The response to and the results of the first call for proposals for regulatory
support by ForTra in 2025 confirmed an unmet requirement for significant
financial support for regulatory consulting services in translational projects
related to drug development or medical technology. Therefore, ForTra now
launches a second call for the submission of proposals for consulting costs.
Projects will be selected by an external panel of experts. The goal is to optimally
prepare project leaders for an orientation meeting and/or a scientific
consultation with the PEI or the BfArM and to accompany them to these “pre-
IND” meetings.

Funding conditions

Who can apply?

Researchers in medical sciences who are employed at a non-profit research
institution (e.g., a university, university hospital, university of applied sciences,
non-university research institution, Max Planck Institute, etc.) in Germany are
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eligible to apply. The projects should aim to advance a new active substance or
medical device to the clinical trial stage.

What is funded?

Funding is provided exclusively for the research institute’s costs related to
professional regulatory consulting, including the preparation, conduct, and
follow-up of orientation (kick-off) meetings and scientific advice meetings with
the regulatory authorities. The consulting firms (or the regulatory support units of
the research institutions) are to provide comprehensive support to the project
leaders and accompany them to the meetings. In this way, the necessary
preclinical data and other requirements of the planned clinical trial should be
clarified early on and in a professional manner, and the project development
optimized accordingly. Two quotes for the consulting services must be attached
to the application.

What is not eligible for funding?

Funding covers only costs associated with support for orientation (kick-off)
meetings and scientific advice meetings with the relevant regulatory authorities.
No funding will be provided for other project costs (e.g., for research, personnel,
materials, or clinical trials).

Selection process

The projects to be funded will be selected by an independent panel of experts.
The decision regarding funding applies exclusively to the consulting services
described in this call for proposals and does not constitute an evaluation or
preliminary decision regarding the overall eligibility of the project for funding.

Application

Applications must be submitted to ForTra at:

https://application.ekfs.de/

They may be no longer than 8 pages and should include the following points:

» Project description and current state of development

» Objectives and relevance of the planned orientation meeting and / or
scientific advice meeting

» Cost estimate for the planned consulting services; supported by two
independent quotes (not included in the 8-page limit)

» Selection and rationale for the consulting firm

e Timeline and milestones


https://application.ekfs.de/
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» Aseparate compilation of the applicants’ CVs, publication lists, and third-
party funding tables, along with a list of project-relevant patents and
patent applications

(see website and application guidelines)

ForTra gGmbH for Research Transfer of the Else Kroner-Fresenius-Stiftung (ForTra)

ForTra is a non-profit subsidiary of the Else Kroner-Fresenius-Stiftung under
German tax law and aims to accelerate the transfer of excellent medical
research results into clinical application.

ForTra particularly supports the transfer of innovative approaches from
preclinical research into early clinical development in order to maximize patient
benefit and close the translational gap.

Contact ForTra:

Dr. Sandra Schmitz
Scientific Funding

s.schmitz@ekfs.de

Tel.: 06172-8975-207

ForTra gGmbH fiir Forschungstransfer
der Else Kroner-Fresenius-Stiftung (ForTra)

Sitz der Gesellschaft: Frankfurt am Main
Eingetragen im Handelsregister Frankfurt am Main - HRB 53735
Geschdftsflihrer: Dr. Tanja Dangmann, Prof. Dr. Martin Z6rnig
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