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POLYPLUBRANSFECTIONRRESENTATION OF AN INNOVATIVE BIOTECH

Polyplustransfection® is specialized in developi
innovative solutions for the transfection of
exogenous nucleic acids into mammalian cells

The transfection agents marketed by Polyplulul
transfection® are divided intour product lines :

Life sciences research products,
Nontviral in vivo transfetion,
Production of proteins and antibodies,
Production of viral vectors for gene and ce
therapy.

= =4 —a -9

Since 2001, the company has been marketing its transfection agents worldwide theugige
distribution network. The companyreinvests part of its revenues iresearch and development. Its
mission is tasupport scientists with its products anthilored scientific and regulatorysupport.

Transfection istgenesor interfering RNA transfer technique that allows the introduction of experimental
or therapeutic bimnolecules into the heart of cells. Aideo presenting our different transfection
techniques is available on otiouTube channel

With its expertise in nucleic acid delivetige Polyplustransfection® R&departmentis dedicated to the
development of innovative chemical compounds adapted tortee challenges of biomolecules transfer.
This dynamism lpces the company asne of the technological leaders in the transfection market
Polyplustransfection® holds exclusive licensgfsthe French National Center for Scientific Research
(French: Centr@ational de laRechercheXcientifique, CNR%nd filed numerous patents.

Phase I, Il and I@linicaltrials for cancer therapies
using Polyplusransfection® reagents produced
according to Good Manufacturing Practice (GMP)
standards and processes aoeirently ongoingin
Europe andn the United States. In the world of gene
and cell therapy, our products are also usedas
materiak for the manufactuing of Advanced
Therapy Medicinal ProductATMP).
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https://www.youtube.com/watch?v=EyXEMVUMYoI
https://www.youtube.com/channel/UCPR9nl3geJsnuP6mhSRyZSA

OUR ORGANIZATION

Polyplustransfection®asmore than80 employeesand theresearchand productionsite is locatedat
the Innovation Parkn lllkirchGraffenstaden, in the suburlzf Strasbourg (France).

The company is structured according to the following simplified megdional chart:
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OUR QUALITY COMMITMENTS

PolyplusTransfection® has been activelyggagedn Quality since 2001 anamplemented management
of its Health, Safety andEnvironment (HSE) aspeds well As a proof ofts involvement the companys
committedto define and enforcéts internal requirementghrough itspolicies ancengagemers.

The Quality PolicfPOE2019-000001 available on thenext page andnline) evolved in 2019 to integrate
new aspectgelated toits business growth. The commitments are grouped into thmesn pillars

1 Customer Focus

i Resources Management

1 Conthuousimprovement

These quality commitments are deployed in all the company functions throuagbre than twenty
processeaspresented in thidManual sectiondOur Management SysteQualitye. Indeed,each process
exists and defines its objectives througlommitments to our Quality Policy To ensure and formalize
this deployment, a quality and process matrix of commitmemés defined (POE2019-000003). This is
analyzedand adjusted duringprocess reviewsaand management review to contiously reflect the
contribution of processes tthe implementation of the Quality Policy.
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https://www.polyplus-transfection.com/about-us/quality-management/

1) Quality Policy

Polmlus

nsfection

QUALITY POLICY

Polyplus-transfecticn®’s Quality Management System has structured the organization of the
company since its foundation. Hence, the Quality Policy is adapted to the company's framework and
supports the global strategy. The Quality Policy is buift on three pillars: Product and service
development, Resources Management and Continuous improvement. Each pillar gathers specific
engagements that provide the necessary framework for each process to attain their objectives.

Our Product and service development strategy is defined by the following engagements:
Respond to customer needs, notably by continuous product innovation
Satisfy customers to secure their loyalty
Take into account the needs, expectations and impact of relevant stakeholders
Consolidate the company's image and its products in terms of quality and reliability

Our Resources management is framed by the below engagements:
Preserve the whole value chain of the company by effective monitoring of all stakeholders
(distributors, suppliers, subcontractors, transporters, etc.)
Organise and secure our equipment and premises for our employees and external providers
Guarantee an efficient knowledge and skill development management
Ensure the profitability and durability of the company

Our Quality management system is in continuous improvement particularly via the following
engagements:
Control the quality of manufactured products and provided services
Improve continuously the organization by mastering deviations, changes, risks and opportunities
Continuously ensure the process management and the achievement of its objectives

With this Policy, Polyplus-transfection® is committed to satisfy applicable legal and regulatory
requirements and employees’ awareness. In order to enforce our Policy and quality engagements, they
are communicated to all employees and to the company's stakeholders.

likirch, January 5*" 2021
Chief Executive Officer Director of Quality & Compliance
Mario PHILIPS Claire WARTEL
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2) HSE Policy

Polwalus

nsfection*

HSE POLICY

Our Health, Safety and Environment Policy aims to continuously improve the working conditions in order
ta ensure a safer and healthier workplace while reducing the enwironmental footprint of our activities. Through
the HSE service, Polyplus-transfection® commits to implement the necessary actions for safety of people and
goods and to fulfill the reguired commitments related to the following three pillars

Compliance with hygiene rules:
Make aware our employees of the health rules to follow
Ensure medical check-ups for our employees
Carry-out audits to ensure compliance to health and safety rules
Define performance indicators for the monitoring of HSE actions
Ensuré pest contral

Safety of goods, individuals and installations:
Ensure individual safety by improving working conditions to prevent accidents and incidents
Identify risks, especially chemical and psychosocial, and implement actions intent to reduce and control
them
Ensure that actions are respected by the unigue document for professional risks evaluation

Control of enviranmental footprint :
Control consumption energy resources (water, gas, electricity)
Recycle packaging and waste [paper, carton, wood, polystyrene boxes, ink cartridge, old equipment)
Ensure proper management of hazardous products (streamlining of solvent stocks, removal and dizposzal of
waste from laboratory waste)
Limit consumption of paper [reduce the number of papers send to customers) and access to the document
via the website of the company
Set up an action plan to prevent pallution risk and ensure environmental compliance

A regular monitoring of the above commitments, in particular via H5E audit, ensure the assessment of the
actions’ effectiveness. Polyplus-transfection® agrees not only to satisfy applicable legal and regulatory
requirements, employees’ awareness and training. Our HSE policy is communicated to all employees, customers,
investors and others relevant stakeholders.

llikirch, le 28704 /2021

Chief Executive Officer HSE Manager Director of Quality & Complionce
Mario PHILIPS Valérie TOUSSAINT Claire WARTEL
DuouSigaed By MJWH By Dise iBigraend ;j
Mari PHILIPS [ F Claire Waried
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OUR CERTIFICATIONS

Since 2002, Polyplisansfection®s SO 9001 certified by AFN@R all its processesThis allowed the

company tobuild and develop its management systaim a solid quality basis.

Over time, the company retained and refingtle control of its processes through a continuous
improvementstrategy ThelSO 9002015certification (certificate below andnline) obtainedduring a

surveillance audit carried out in October 20d@nfirms the company commitment

This achievementertifies that thecustomerneeds are taken into account and that tleeganization
respondsto the requirementsconsistentlyby consideringts environment, controlling its processes and
fulfilling its commitments. Thisguaranteesproducts and services qualityand ensurs customer

satisfaction

The requirements of 1ISO 9001 aftfte certification processof the organization enable company to

maintain and develop its Quality Management System described below.

20years ofengagementand gpreciation

CERTIFICATION
%

N° QUALI2002I1 9379

POLYPLUS TRANSFECTION

DEVELOPPEMENT, FABRICATION, ALISATION DE PI
DANS LE DOMAINE BIOTECHNOLOGIQUE ET LE GENOME HUMAIN.
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[
|
|

DEVELOPMENT, MANUFACTURING, MARKETING AND SALES OF PRODUCTS
IN BIOTECHNOLOGICAL AND HUMAN GENOME FIELDS.

BP 21 F-67401 ILLKIRCH

AFAQ ool cue poi e actikds ot s aes rdférenods ci-dessia toules s s o e mises s
N HGMES S gN00t INEMAS ALK i bkt

that s the ving the above aro ostablshod
o mwuhcwmv s of e iematinl sioncard

1SO 9001 : 2000

ont 66 uuxmmw ot jugées senformos.
hava beon axam

2002-12-17

£ Directeus Général AFAD
The Manoging directar of AFAG

e g o 2005-12-16 Arvesmeniday

N* 2002/19379.6

revnpe
AFNOR Corté 2 it the s gy satem by
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peur los actités subvantes -
for the Iolowing scihies

DEVELOPPEMENT, FABRICATION ET COMMERCIALISATION DE PRODUITS POUR LA RECHERCHE
ET LAPRODUCTION DANS LES DOMAINES DES SCIENCES DU VIVANT ET EN THERAPIE GENIQUE
ET CELLULAIRE.

DEVELOPMENT, MANUFACTURING, MARKETING AND SALE OF PRODUCTS FOR RESEARCH AND
PRODUCTION IN LIFE SCIENCES AND IN GENE AND CELL THERAPY.
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Firstcertification of PolyplusTransfection: 17/DEC/2Q.

Applicable ertification of PolyplusTransfection:
07/NOV/2020
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https://www.polyplus-transfection.com/about-us/quality-management/

OUR QUALITY MANAGEMENT SYSTEM

1) Transversamnanagement

Process approach allows the company to manage its activities efficiendghiceve the objectives set
while controlling the interactions and interdependencies betweenpheceses

Polyplustransfection® chase to use this approach in thedevelopment, implementation and

improvement of its Quality Management SysteéRegulaupdaestake place to adapt the quality system
to the companyevolution (example: creation of aew process, mergingf processes).

Thecompany? grocess mapncludes3 types of processes:

TheStrategic process
Process Map

It setsthe strategy, defines the Polyplus
commitments the areas for

Strategic
Process

improvement andallocates the P oy eyt o
necessary resourcder other
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TheSupportprocesses

Quality | Quality
Control Assurance

Equipement Safety &
Qualification = Environment

Macro Process: Administrative Management Macro Process: Legal & Business
Development

They workiransversallyn order

NEEDS AND REQUIREMENTS OF CLIENTS AND STAKEHOLDERS

Support
processes

Pr10 Pr11.1 Accounting Prii2 Prit3

to develop and/or maintain the =) = e
resources needed for the

Operational processes.
ProcesdMap, CP2018000001 versiom.

In additont2 G KA& dat NB 0S
company also deploys t NP C) Sa {

aa alLxsz GKS
KSSia¢o
Each process sheet synthetizes:
1 The link with the Quality Policy, the objectives and the process indicators,
1 The procesgilot and the actors
9 The activities carried owtndthe relative record

1 The links betweetthe processes (links with the suppliers (internal/external) using SIPOC)

In order to ensure the consistency of these shetitsy areannuallyreviewed duringhe Process reviews
(PR(G2018000049).
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The Quality Systemf PolyplusTransfection® is carried by its employe@sr quality approachnas been
implemented sincehe foundationof the company, whethe company countedess than 10 employees,
andthat contributed tocreatead |j dzI £ A 1 8 Odzt § dzNB €

Each employee is as an actor of one or several procemseé<ontributesto it/them not only by
completinghis/her activities but also bylocumentinghis’her process (ex: redaction of instructiasr
procedure, recording adverse events andcarrying out actionsaimed at improving his/her
process/processes.

Thecommitmentof allthe employeess stimulatedthanks to the following

i Trainingonthe Quality Management Systeisigiven tanewemployeesat their ariival inthe company
(PRE€019000001),

i1 Training on our quality management softwarare givenby the Quality Department (PRE2819
000002 and PREZ®)19000004),

1 The inclusion in the annual evaluation interview of criteria taking into accountdahg&ibution to the

quality system (PR2019-000010),

The prticipationto process reviewandinternal, external and ustomeraudits

Severalawareness initiativesorganizedthroughout the year (ex: remindsrof good practices,

presentation of newnethodologiesegardingrisk analysis).

= =

The skills and knowledge of the employees are developed and monitored by the maaadt#rs quality
and human resourcedepartments Our quality system ensures the complementarityhafse three types
of actorsand the methods theyse A procedure (PR2018000046) formalizethis activity.
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