Introduction
Drug product developers and marketing authorization
holders (MAHs) frequently face difficulties preparing their
pharmaceutical submission dossiers.
It is especially noticeable in complex situations where
particular expertise is needed, such as starting materials
definition, potential mutagenic impurities control strategy,
apparition of new impurities, complex pharmaceutical forms,
innovative drug-device, or novel container closure systems.
Moreover, small developers like academic institutions or
biotech developing investigational products lack expertise in
regulatory Chemistry Manufacturing and Controls (CMC).
An unfavorable outcome of your clinical trial application or
marketing authorization applications due to regulatory issues
can be detrimental for the product and the whole company.
Ensuring that your submission is optimally managed is a
priority for any drug developer to reduce time to market.

Solution details

We help companies to successfully resolve complex
regulatory challenges by providing the adapted
expertise to complete your internal team at the
right time

The Capgemini Engineering World Class Center for
Compliance and Performance in Life Sciences provides
an expert approach to help you face complex situations
regarding your pharmaceutical regulatory dossiers.
Submission strategy
Throughout your product development, our experts advise
you to find the best regulatory affairs strategy and succeed
in your interactions with health authorities (FDA, EMA, or
national authorities). The purpose of our approach is to
provide the right documentation or data at the right time
whatever the targeted authorities across the globe.
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Writing of complex regulatory dossiers
Our experts have extensive knowledge of regulatory
guidelines. They give you advices to anticipate health
agencies expectations and provide you high quality
regulatory dossier even for complex situations, covering
all types of dossier (IMPD, IND, ASMF, CEP, MAA).
Pre-assessment of your submission dossier
We realize a pre-assessment of your pharmaceutical
regulatory dossier and identify the gaps and deficiencies to
optimize your submission process.

An improved impurities control strategy

Due diligence support

Even in the early stages of development, you must be
concerned to set a suitable control strategy for impurities
(potential genotoxic impurities, related impurities,
elemental impurities or degradation products).
Regarding marketed drug products, Marketing Authorization
Holders (MAHs) frequently need to deal with new regulatory
requirements or the apparition of new impurities following
changes in the manufacturing process (see recent cases of
ICH Q3D, nitrosamines, …). We can therefore help you to
overcome these unexpected situations and support you in
setting your remediation plan for any identified risks.

Our experts will help you to identify all risks and evaluate the
feasibility of developing and registering products.
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Benefits

Why Capgemini
Engineering?

Access to in-depth expertise
Our experts have in-depth expertise in the Life Sciences
industry and its regulatory constraints. Thanks to a strong
regulatory intelligence approach, they have up-to-date
knowledge of regulatory requirements (FDA, EMA, and
national competent authorities). Our team includes senior
experts with extensive experience in Pharmaceutical/Medical
devices industries and/or regulatory agencies, able to cover all
types of molecules and pharmaceutical dosage forms as well
as medical devices.

Be compliant at optimized costs and with great
workload flexibility
We can leverage our near-shore Regulatory Affairs Platforms
to optimize costs and timelines according to your specific
needs. Capgemini Engineering has been involved in
outsourcing compliance activities (Regulatory Affairs, GMP)
for major pharmaceuticals companies for many years leading
to a cost cut of 50%.

Best-in-Class Approach

Project management

Deep Expertise

In addition to the above-mentioned expertise, Capgemini
Engineering can ensure end-to-end project management with
clear KPIs, linking with your regulatory affairs department
and reporting to health authorities. We help you manage
complex projects with a large number of dossiers and
many stakeholders (API manufacturers, Drug product
manufacturers, MAHs regulatory departments) located in
different geographical areas.

Advanced understanding of
the international Health
authorities’ requirements
and CMC expertise.
A multidisciplinary team of
former regulators and
experts with extensive
experience in the
pharmaceutical and
medical devices industries.

Why Capgemini
Engineering

Proven & reliable
methodology tailored to our
client’s specific objectives
and maturity, ensuring
business & compliance
continuity.

Dedicated World Class Center for Compliance &
Performance in Life Sciences
With unique expertise in compliance management,
regulatory affairs, and quality assurance, our World Class
Center Life Sciences best practices in process excellence
demonstrate measurable and robust outcomes. We have
a results-oriented approach from diagnosis to
implementation, combining in-depth expertise in
Pharmaceutical/MedTech Regulations and local
capabilities in major geographical areas to support our
clients globally.
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About Capgemini Engineering
Capgemini Engineering combines, under one brand, a unique set of strengths from across the
Capgemini Group: the world leading engineering and R&D services of Capgemini Engineering – acquired by
Capgemini in 2020 – and Capgemini’s digital manufacturing expertize. With broad industry knowledge and
cutting-edge technologies in digital and software, Capgemini Engineering supports the convergence of the physical
and digital worlds. We help clients unleash the potential of R&D, a key component of accelerating their journey
towards Intelligent Industry. Capgemini Engineering has more than 52,000 engineer and scientist team members
in over 30 countries across sectors including aeronautics, space and defense, automotive, railway, communications,
energy, life sciences, semiconductors, software, and internet and consumer products.

For more details, contact us:

www.capgemini-engineering.com
Write to us at:

engineering@capgemini.com
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