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Introduction
Supporting life science







#QbDream

From idea to patient:

fast, compliant,
with confidence.

QbD Group is your unique strategic partner in Life Sciences.
We accelerate the development of your innovation, securing fast access to patients.
We ensure confident growth through regulatory compliance and operational excellence.

Ambition 2028

By 2028, QbD Group aims to grow to 1,000
colleagues, strengthening its position as
the leading European Life Sciences partner.
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Qualification Quality Lab Software Clinical Regulatory Vigilance
& Validation Assurance Services Solutions Affairs
& Services

Growth Strategy

fu;u@ Strengthen Home Markets

@ International Expansion

1%9 Expansion Through M&A

We continue expanding in our home countries (Belgium, The Netherlands, Spain, UK, Poland)
ensuring stability, quality, and sustainable growth as the foundation of our success.

We scale globally by leveraging our three main solution areas: Product Development, Gateway to
Europe, and Operational Excellence.

We accelerate geographic reach and capability growth through targeted M&A, enabling entry into
new European countries.




Introducing QbD Group

Supporting companies worldwide in life science, from idea to patient.

> At QbD Group, we empower the life (¢l>\ :
science industry through regulatory ﬁﬁ% @ t@
compliance expertise, clinical services and

digital solutions that tackle the most

. +600 experts Specialist in guiding Large enough for
pressing challenges. worldwide Pharma, Medical global challenges,
: with a local - Devicesand IVDs. : pragmatic enough
> Our global team of +600 experts , s : brag . 8
: _ o understanding. . for tailored
enhances your in-house capabilities, s ' solutions

delivering deep domain expertise across
medical devices, in vitro diagnostics,

pharmaceutical and biotech industries.
COMPANY VALUES

; With a strong European regulatory \
20 0 6

Joy . Partnership : Extramile @  Getting
things done

knowledge, presence and full life cycle
support, we ensure your projects meet the

highest standards from idea to patient.

%)

EU Regulatory
expert, from

compliance to
market success.
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QBD GROUP FOUNDATION

Anchoring our social commitment

By establishing the foundation, QbD Group aims to provide resources such as funds,
time, skills and expertise for various local projects that positively impact on
society. The foundation’s statutes establish 4 main goals:

Advancing Science

By supporting scientific
innovation and research
that align with QbD
Group’s mission and
expertise.

O

Protecting Nature

By reducing our carbon
footprint and joining eco-
friendly efforts like
plogging and
sustainability projects.

©

Supporting Health

By funding education,
treatments, and
therapies for individuals
and families facing
serious health
challenges.

QbD GROUP

By actively monitoring
our CSR & sustainability
initiatives across all QbD

Group divisions and
regions.



QBD GROUP FOUNDATION
Some of the initiatives we support

QbD Research Chair
GLIOBLASTOMA RESEARCH

Established in collaboration with KU Leuven, this
initiative funds groundbreaking glioblastoma
research, honoring a close friend of our CEO.

City Pirates
SUPPORTING YOUTH
Supporting 1,600 youth through football and

mentorship. Donated laptops help kids with
homework and digital access.

%D

GROUP

Haz feliz a un nino
SPREADING JOY

Annual holiday gift drive in Colombia, delivering
gifts and joy to children in need, now with eco-
friendly wrapping.

Red Cross
BLOOD DONATION

Organized by employees An, Luc, Joyce, and
Julie, showing the power of collective action to
help save lives.



The global growth of the QbD Group

Timeline

Belgium Netherlands Spain Mexico Colombia Switzerland Austria Poland
UK Spain
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Expertise beyond borders
Our global team of experts supports markets in the US, Europe and Asia.

Offices

Belgium (HQ)

- The Netherlands
* United Kingdom
Q Spain

w Poland

0 Switzerland
P

w  Austria

‘ Colombia

. +600 . +1200

employees

Client spread @

active clients



What makes QbD Group unique?

Key differentiators shaped by our core JPEG values

FW L

Full life cycle support

Broad experience guiding clients from idea to patient as a full-service
partner.

Supporting 1200+ start-ups, scale-ups, mid-sized companies, and
industry leaders in Life Sciences to build asset value.

Trusted expertise at scale

Deep specialization in pharmaceuticals, medical devices, and in vitro
diagnostics recognized by competent authorities.

600+ international in-house professionals solving complex challenges in
quality and regulatory compliance, clinical services, and digitalization.

Your gateway to the European market

Helping Pharma and MedTech clients worldwide access the
European market.

In-depth European expertise in GxP, regulatory compliance, clinical
evidence, importation, and life cycle management.

Fit-for-purpose, right-sourced solutions tailored to your unique needs.

Lean project setups and robust project management to efficiently
deliver high-quality results.

Deliver on our promise

Hands-on mindset with a commitment to solving problems and getting
things done.

Hitting timelines with high delivery standards, driven by ownership and
going the extra mile.

Agile collaboration that works

Working as an extension of your team with flexibility, responsiveness,
and transparent communication.

Working with joy to create shared success and build long-term
partnerships.

Qo
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Range of
expertise
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Broad range of expertise
Our team delivers full end-to-end support in all areas of the business with deep domain expertise.

Software
Solutions
& Services

Qualification Quality Lab
& Validation Assurance Services

i Regulatory o
Clinical AfFairs Vigilance

11
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Broad range of expertise
Our team delivers full end-to-end support in all areas of the business with deep domain expertise.

Qualification

& Validation

o Equipment, facility,
cleaning, sterilization,
process, analytical
methods

o Commissioning
o Tech transfer

o Process & product
support

Quality
Assurance

o QMS set-up, support,
remediation

o QA Outsourcing

o Audits

o APR/QPR

o QP/RP

o Toxicology reports,
monitoring, impurities

Lab
Services

o QP batch release

o QC testing

o Method development
& validation

o Stability studies

o Elemental impurity,
microbiological and
endotoxine testing

Software
Solutions
& Services

o Software Solutions:
eQMS & elFU

o Software validation
and operational
compliance

o Digitalization
o Data integrity
o Audits

GROUP
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Broad range of expertise
Our team delivers full end-to-end support in all areas of the business with deep domain expertise.

Clinical

Full service CRO
Expert Services

Clinical safety &
vigilance
Medical writing
Clinical Quality
Clinical Evidence
Strategy

Performance
evaluation studies

PMCF/PMPF

0O O O O O

Regulatory
Affairs

RA Strategy

Pharma: Pre-,
peri-, post approval

MedTech: CE roadmap
design study, technical
files writing

Representative services
Legal Representative
PRRC

PMS

Regulatory Intelligence

Vigilance

ICSR management
Aggregate safety
reporting

Signal detection
Management

Literature monitoring

Eudravigilance
registration & support

QPPV
PV Quality
Medical Information

Toxicology

PDE-OEL Reports

Nitrosamine Risk
Assessment
Organic Impurities
Reports
Extractables &
Leachables Reports

Environmental Risk
Assessment (ERA)

GROUP
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QBD GROUP SOLUTIONS "D
What do we want to be known for in the industry?

Product Development Operational Excellence

Companion

Diagnostics :
Manufacturing

Emerging S
Biotech & Combination

MedTech products

Medical Life Cycle Management

Device
Software



Industry experience

Regardless of the therapeutic area, type of product or market,
our team of life science professionals has the expertise to support.

Pharma & Biotech MedTech
Chemical Biologicals Advanced Therabi Medical Devi In Vitro Di ti
<rnall molecules jarge molecules vance erapies edical Devices n Vitro Diagnostics

28 = 7]
\2 \” \” \” N2

o Chemical Drugs o Vaccines o Cell Therapy o Implantables o All IVD Classes
o Extracts o Monoclonal o Gene Therapy o Digital health o Companion

Antibodies , Diagnostics

o Tissue- o All other
o Protein-based engineered devices
Therapy Therapy

o
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Client portfolio

( Pharma & Biotech ) ( Hybrid clients ) < MedTech >
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Credentials
About QbD Group

Experts Number of Number Awards: Member of sector
worldwide: active Clients: of projects: associations
: ; < = BEST :
¢ 5MANAGED

+600 +1200 4500 “», : COMPANIES IgoP @eurotox & ISPE.

REGULATORY w2
AFFAIRS ' TeAm
PROFESSIONALS  [RCAAAN

4° Customer cases rs il

Certifications: 200+ years of Sustainability Thought leadership

. collective working . &CSR: : .
ISO27001 experience at global ' '
1ISO13485 . regulatory authorities oo ? e
EUROTOX : : 2025 —

. ecovadis
\Sugtainnbilily
Ratirg

Blogs Whitepapers Webinars

Stay up to date with our latest blogposts Find everything you need to know in our Check out our latest webinars brought to
and expert articles. free PDF whitepapers. you by our life sciences professionals.

GROUP


https://qbdgroup.com/en/resources/
https://www.qbdgroup.com/en/knowledge-center?type=case_study%2Ccase_study
https://www.qbdgroup.com/en/knowledge-center?type=case_study%2Ccase_study
https://www.qbdgroup.com/en/knowledge-center

For more information please visit

gbdgroup.com
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