A NEW INDEPENDENT PARTNERSHIP

Stronger together.
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CREACT Life Sciences Consulting welcomes

Chantal Deschamps (Synerva Life Sciences Consulting) as an independent
collaborating partner
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WHY THIS MATTERS

More than expanded expertise.

Agility

More flexibility when your development priorities shift.

Responsiveness

Better capacity to distribute workload and meet your
critical deadlines.

Continuity

Two senior experts, no single-person dependency.

Long-term teamwork

An extension of your team, built on trust over time.
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WHAT WE DO

Regulatory strategy

Regulatory landscape,
Roadmaps, gap assessments,
regulatory intelligence and risk
management.

Submissions

CTA/CTIS, - MHRA - TGA -

IND Module 1, 2 and 3, IMPD, IB
- PIP - iPSP authored and
delivered
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Agency interactions

Scientific advice, pre-IND &
INTERACT meetings, orphan
and expedited designations.

Technical CMC

QTPP / CQA, control strategy,
comparability, stability and
Module 3 authoring, Cell
Banking and virus seed banking
testing strategy, mRNA testing

One objective: streamline your drug development.
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Regulatory Affairs & CMC consulting
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OUR COMBINED TRACK RECORD

Proven with biotechs, in front of
the agencies

39+ 14

biotechs supported, scientific advices
plus 1 CDMO EMA and national agencies FAMHP
- ANSM - AIFA - PEI

13/16 11-7

orphan designations granted IMPDs - Investigator's Brochures
EMA and FDA authored

10 6

CTA/CTIS - CTAMHRA - CTATGA FDA Interact (2) - Pre-IND (3) - IND (1)
(CTN) . IVD performance study

2

1 Module 3 BLA (US)
1 Module 3 MAA (MHRA)
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ACROSS MODALITIES

Programmes supported, by
modality

Vaccines
Cell therapy

Other modalities
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Gene therapy

mAbs & recombinant proteins

Small molecules

ol

Extracellular vesicles

—

Oligonucleotides

Deep CMC, hands-on: cell and virus banks, comparability, CQA/
QTPP, BLA and MAA Module 3 authoring.
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LET’S CONNECT

Let's discuss your
development priorities

e Planning a clinical trial application?
e Facing aregulatory or CMC challenge?

e Need senior expertise, without the overhead of a large
consultancy?

W2 creact

LIFE SCIENCES CONSULTING

Céline Tellier
c.tellier@creact-lfc.com

CREACT Life Sciences Consulting

Office: Novalis Science Park - Marche-en-Famenne, Belgium

www.creact-lfc.com
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