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The Reqgulatory Support Unit (RSU)

Who we are and how we started

/7

*¢ Easily accessible first contact point for regulatory support in Germany
% Independent and confidential, free of charge for academic teams

% Established as part of the National Strategy for Gene & Cell Therapies (GCT) in June 2024

** Regulatory Affairs specialists with a wide range of experience

: Regulatory
Academia Authorities

= m

RSU

Regulatory Support Unit

Start-Ups & Service
Industry Providers
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RSU impact so far

Early support with national reach

0 >40

projects

ik 11
Scientific Advice
meetings

plus additional interactions in preparation

The RSU team was an
invaluable resource for my team

Broad product diversity

Cell therapies

,\§§‘y Gene therapies
Q:I ATMP-related platforms

\\(/ Biologicals

A7 |' Translational projects

@ Accelerated development — increased chance of clinical translation
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The academic translation gap

Why promising science often struggles on the path to development

1. Excellent science,
limited development

capacity

2. Teams are often
too small and too
specialized

3. Regulatory support 4. Commercial

(W e A is sought too late — consultants are
i€ at all often out of reach
at this early stage
1 P . . oy o .
_‘Q_ Many teams do not avoid regulation because it is unimportant —

they avoid it because its value is underestimated and the entry barrier feels too high.
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Why early regulatory support matters

Regulation is a compass — not a hurdle at the end e

Clinical
""" Translation
Without a regulatory strategy, development o
becomes a series of detours, delays and dead ends. o | SEis il (@ 2 c“r;ical
% with Guidance 000
3 !ll Development

For biologicals, the entire development pathway — @ . V' Uncertain Path
product, process, quality, preclinical and clinical rfz? MRS
planning — is interconnected. :

Preclinical
; Studies

Early guidance helps academic teams ask .

rocess
the right questions before critical resources [F ii & Quality
are spent.

Regulatory thinking can accelerate translation
by reducing avoidable rework and risk.
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From regulatory questions to development strategy

A single question often reveals a broader development issue

@ What assumptions are we
oY 0O What do authorities expect? o v s @ making about product, process

‘S and clinical use?

the study enable?

Which study is required? g i s ° @ WhatiHeciionshonid

®

lens regulatory rationale?

®

- What are the critical gaps
Is our package sufficient? ...\ [ T * A
P g E::h before the next milestone?

@ Can we justify our approach? oA Strategy ................................. P |:_——| What is the scientific and

Can we go to Scientific Advice? &~ \ // oo * @ Whatido we nced fojeam

99 L 2  from the authority interaction?

& ‘ Regulatory strategy translates scientific ambition into a credible development pathway.
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What the RSU is — and is not

A bridge for early regulatory guidance

development planning

What we are What we are not
@ independent 0 Formal legal advice
Q Confidential

Q Replacement for regulatory authorities
Q Free of charge
Q First contact point for academic teams in Germany ° Full-service regulatory consultancy
° Early guidance on regulatory strategy and Q Guaranteed approval pathway

Support in preparing for interactions
with authorities

Authorities /
000 ﬁ structured commercial support /

further development partners

Academic teams
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How RSU creates value

By clarifying questions and helping structure early development decisions

(o) [+
€ = 3 T Q B
o 0. @ 0——0 -
&" 0 @\ Y (o W N
N Y
Early Structured _ ) Navigation
oo @ regulatory @ development ] 3 C’°Sf'f“"°t'°"al oo o B'f‘k . oo @ toward next *-
Unclear framing questions alignment identification support Structured
project next
assumptions Teams understand Authority Quality, preclinical Avoidable gaps can Commercial consultants decisions
what matters before interactions become and clinical plans are be addressed and other experts can
major resources are more focused and less likely to diverge. earlier. be engaged more
spent. useful. effectively later.
000 The bridge function creates value by clarifying questions,

7Y shaping strategy and supporting well-structured next steps.
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Key lessons

What repeatedly matters most

7

Q

000
=25

Culture

e Regulatory thinking must
become part of the translation
culture.

e Regulation should be seen as
guidance, not as a hurdle.

e Early engagement changes
decisions.

%

\

P

@ The recurring challenge is not about scientific quality — it is about integrated development planning.

03/06/2026
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o

Strategy

©

The biggest need is not isolated
facts, but a coherent development
strategy.

Teams need help identifying the
critical path early.

Scientific Advice is part of a
broader strategy, not a
stand-alone event.

A
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Alignment

e Quality / manufacturing, preclinical
and clinical plans must be aligned
early.

e Misalignment creates avoidable
rework and risk.

e Small teams rarely cover all
perspectives alone.
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Next step: Innovation Service Network

Building on the RSU model

)

Expanded
regulatory support

capacity

ofo Al

Network-based Structured

pathway to

complementary F ey
expertise el

l'. .‘
: .
. .
. .
. .
. .
.
@ . g @

Earlier high-level Potential future
strategic HTA / market
guidance perspective

o>

Q5

S,

Planned direction

Explore partner
acceptance and
collaboration

Strengthen support
across the development
pathway

Preserve early,
accessible high-level
guidance

@ The goal is not to replace existing actors, but to connect them earlier and more effectively.
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Take-home messages

0 ‘ Think about regulation early.

For biologicals (especially GCT), development only works
when quality, preclinical and clinical thinking are aligned.

Academic teams need accessible first-contact support
before they are ready for full consultancy structures.

Regulation is not a hurdle — it is a compass for translation.

@ Questions?
B
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Thank you

www.bihealth.org

CONTACT:
reg-support@bih-charite.de

www.bihealth.org/en/translation/rsu
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