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GENOPOLE
Largest biocluster in France
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!SAn international client base




Inception of Genosafe,

pioneer in analytical
testing for ATPMs (in
particular, Gene and
Cell therapies)

3 services areas:
« R&D/ Preclinical
studies
* Quality Control
* Clinical bioanalyses

50 customers per year
(70% based at the
international, including
40% in the United
States)

760 m? of qualified
laboratory space +
1,200 m? of GMP
laboratories coming
soon



Preclinical studies

GLP certified

since 2008
Involved in more

than 40 preclinical

30,000 samples
analysedin 17/
years

studies overall




Quality control

More than 750
drug samples

analysed each year 15 new tests

validated each year
according to ICH Q2

guidelines

An upcoming GMP
facility expected in
2025




Clinical bioanalyses

Since 2015,
involved in 50
clinical studies in 35 10,000 clinical

different indications samples analyzed to

90 validated
methods including
15 generic methods

date




q

" Analytical services for innovative
medicines

&

Gene therapies, vaccines and other DNA/RNA based products

Viral vectors RNA based DNA based

(AAV, Lentivirus...) therapeutics therapeutics

Engineered cell therapies

Cell Therapies

Stem cell-derived therapeutics iPS-derived therapeutics




Safety Early clinical
Proof of  Profile royicology and Patient development . .|
concept N Efficacy inclusion A studies

Market
Approval

Supporting your drug candidate at
~ each development step

Commercialization

Quality Control
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Product ,l, CMC Stability Commercial batch
characterization i ili Clinical batch .
Preclinical filing release studies release

batch release

Method development Method validation

Sample testing
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Preclinical evaluation and !
development

Immunogenicity/
Biomarkers

Biodistribution and
expression studies

« Humoral response (ADA,
neutralizing factors)

 DNA extraction and
purification steps
optimized for more than
50 organs, tissues and
fluids.

* Cellular response (ELISpot,
cytokines & chemokines)

« Detection and quantification
of biomarkers

« Gene expression assays
(MRNA and protein)

GLP Lab: Inspected by the French authorities (ANSM) since 2008 1 1



Quality Control testing

Expression/ Safety

Potency

 Detection of
replicative
competent particles

« EXpression assays
(MRNA, protein)

Identity/Strength Purity

« Enzymatic assays

« Strength: dose * Detection of

adventitious viruses

* Detection of residual
contaminants from
cells, plasmids and

manufacturing

processes

 Customized assays

 Identity: phenotype /
characterization of
Gene & Cell therapy

products

Methods are developed and testing are performed in accordance with
the European Pharmacopoeia and FDA guidelines. GenoSafe’s labs are 1 2
audited by customers to ensure GMP-compliant service



Focus: QC for Gene Therapies

Expression/
Potency

Safety

Detection of replication-
competent viruses:

Expression, enzymatic or

Strength . customized potency assays:
J ' LCCAI:AV Purity
Viral Titration: * RCR « RT-gPCR/western-

Detection of specific
contaminants from cells,
plasmids and production-
purification processes:

blot/ELISA/cell-based

Detection of adventitious assays

« Physical titration (p24, viruses

capsid)
* Viral Genome titration
* Infectious genome
titration

« VP1 VP2 VP35

« DNA: Plasmid, SF9, HEK

« AUC (full/empty capsids)
 DLS (Aggregation)
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G S Focus: QC for Cell Therapies

Safety

Detection of replication-
competent viruses:

Potency/Efficacy

Cellular response:
 ELISpot : interferon
Gamma, evaluation of

e RCL or RCR on the

Identity T-Cell responses Purity vector and EoP
Characterization of Cell » ELISA, MSD multiplex : y "CAQV ‘;” ”:je Celtl
: cytokine/chemokine product ana vector
therapy products: y / Y etor Cone Namber

Mmeasurement

Detection of adventitious
viruses

 Flow cytometry analysis
(e.g. CD45/CD19/CDA4...)

 Biomarkers (cell
differentiation markers
by RT-qPCR)

* Viability (cell count)

« Detection of residual
DNA or protein

Cytotoxicity
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GS % Clinical sample analysis

Immunogenicity/
Biomarkers

Safety  Humoral response (ADA,
neutralizing factors)
Viral Shedding
. Detection of « Sample preparation * Cellular response
Expression replicative viruses optimized for a large (ELISpot, cytokines and

variety of matrices chemokines)

 Detection and
guantification of

biomarkers of interest

 Validation of the
method to suit clinical
requirements

« Gene expression in
tissues (MMRNA and
protein)

e Matrices evaluation
when going from
animal to human

G CP compliant CRO 1 5



Focus on the
iImmunogenicity assays

Cellular response Humoral response

 Anti-drug antibody responses,
detection / titration of binding 1gG
antibodies specific for AAV
Capsids, 1gG antibodies specific
for transgenes (ELISA, ECLa (MSD
platform))

 ELISpot : interferon
gamma for the evaluation
of T-Cell responses

 ELISA, MSD - multiplex:
cytokine/chemokine
measurement

* Cell phenotype by flow

- Detection / titration of neutralizing
cytometry

antibodies (cell-based)
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Equipment and platforms

« Spectrophotometry

* Flow cytometry

* Nucleic acid purification and extraction
(manual and automated)

* PCR platforms (QPCR / RTgPCR / dPCR)

 Luminometry

 ELISA platform

 Automated nucleic acid extraction

 Meso Scale Discovery (MSD-ECLA)

 Western blot (traditional or capillary)

« ImmunoSpot (ELISpot / FluoroSpot)
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The expert team

Alain Lamproye

Chief Excutive Officer

Sabrina Triffault Laurence Jeanson-Leh

Jens-Brice Marteau William Lostal Sarra Seninet Agnés De Lacroix

Study Director Study Director Study Director Study Director
Quality Contol Preclinical and Clinical Preclinical and Clinical Quality Control
Testing Testing

Study Director Study Director
Preclinical and Clinical Quality Control

Testing




. Ongoing European collaborative projects ans consortiums
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Contact Us

CHRISTOPHE POQUET JEAN-MARIE TANTOT LINA SOUAGUI
Head of Business Business Development Business Development
Development Manager Manager
e Phone e Phone e Phone
+337 852363 02 4331 64 98 23 53 +33164 98 23 53
9 Mail Mail 9 Mail
cpoquet@genosafe.com jmtantot@genosafe.com lsouagui@genosafe.com

Website Address

www.genosafe.com 0 1 rue de I'Internationale/ BP40064/ F-91002

Evry-courcouronnes Cedex/France



http://www.genosafe.com/

