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Regulatory clarity

cause cure

ELIQUENT Life Sciences brings clarity to regulatory complexity. We are expert consultants delivering
the answers and solutions that life sciences innovators need to gain and maintain market
authorization for their products.

Quality & Compliance Solutions

A strong quality program is a cornerstone of regulatory success. With decades of experience developed

as leaders in both the public and private sectors, ELIQUENT is the industry leader in quality and compliance
capabilities. Our team of respected professionals, along with a network of ready to deploy global experts,
serve as trusted partners to global life science innovators by guiding companies to sustainable quality and
regulatory excellence.

Full-Service Support

ELIQUENT'’s unique platform goes beyond traditional consulting to deliver end-to-end solutions. Our integrated
quality and compliance services address the entire product lifecycle with best-in-class insight and and
solutions that bridge the spectrum of regulatory challenges. ELIQUENT full-service quality and compliance
solutions align with your regulatory goals to unlock success.

Quality Systems . Good Clinical Practices
@ With decades of hands-on experience, \\'6 Our team of regulatory and quality experts use a risk-
ELIQUENT professionals provide objective < based methodology when evaluating clinical quality
evaluation and expert direction on quality system _ systems and building suistainable solutions for long-
design, optimization, and implementation. term regulatory success.
Inspectional Readiness Laboratory Controls & Data Integrity
— ELIQUENT applies extensive regulatory perspective ELIQUENT experts work with companies to design
to develop and implement custom strategies to tailored solutions that equip companies with
prepare companies for inspections and align with laboratory controls and data integrity solutions to
regulatory expectations. ensure manufacturing performance.
Compliance & Enforcement Actions Regulatory Meetings & Communications
Our team of skilled compliance and enforcement ELIQUENT's team of respected professionals bring
experts provide specialized support and @ an unmatched level of credibility and trust when
strategic direction when responding to regulatory interacting with global regulators and guiding
compliance & enforcement actions. companies on the regulatory pathway.
Supply Chain Optimization w Consultation, Training & Guidance
ELIQUENT's integrated solutions equip life science S 2 ELIQUENT experts provide in-person and remote
% innovators and manufacturers with strategic insight . . training services that equip internal teams to drive
and actionable strategies to strengthen supply continual improvement and help build a common

chain management practices. culture of accountability.



To approval and beyond

ELIQUENT guides innovators on their path to approval and beyond. As former regulators and industry
leaders, our understanding of the product lifecycle is unrivaled. ELIQUENT’s highly specialized experts provide
both strategic direction and hands-on execution services to to support clients from the earliest phases of
development to post-approval regulatory support.
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Drugs & Biologics Products
ELIQUENT's team of experts provide
strategic and technical guidance on drugs

&

and biologics from product development to <

regulatory review and beyond post-market
requirements.

Advance Therapies & CGT

Our team of regulatory and clinical
experts apply their specialized skillset to

move complex autologous or allogeneic ;

therapies through the regulatory process to
manufacturing and beyond.

Comprehensive Capabilities

The combined achievements and substantial qualifications of the ELIQUENT team enables a full-service
engagement that delivers end-to-end support. Together, we unlock regulatory excellence.

From the earliest phases
of innovation through
regulatory submissions,
to post-approval
support, ELIQUENT’s
robust blend of
technical skill and
clinical expertise guide
companies to approval

and beyond.

Regulatory
Affairs
Solutions

PV+
Postmarket
Surveillance

Quality &
Compliance

ELIQUENT’s team of
highly specialized
compliance experts
build customized
solutions that equip
companies with best-
in-class strategic
support, technical
expertise, and project-
based solutions.

With an approach
that includes both
strategic direction
and hands-on global
support, ELIQUENT’s
customized
pharmacovigilance
services empower
companies to operate
with confidence.

The ELIQUENT difference

From thought to finish, concept to commerce, and strategy to execution - ELIQUENT Life Sciences is
the singular regulatory resource that clients around the world trust. To learn more about Eliquent’s
comprehensive service offerings, visit our website or contact a member of our team at info@eliquent.com.

Remediation
Solutions

Our team of
respected quality
experts and global
specialists bring an
unmatched level of
credibility and trust
when interacting

with regulators and
guiding companies to
remediation solutions.

Combination Products

Unlock the full potential of your
combination product. Our team supports
companies developing combination
products with expert guidance throughout
the product lifecycle.

Devices & Diagnostics

Leverage our team’s extensive
experience as you navigate the process
of bringing new devices and diagnostics
to market and manufacturing them to
quality standards.

Expert
Training

ELIQUENT’s
customizable training
programs equip
teams and employees
with the tools and
skills to maintain
global regulatory
processes and build

a common culture of
accountability.

www.ELIQUENT.com
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