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About SGS Clinical Research
With over 40 years of experience as a contract research organization (CRO), we provide
expert support for every stage of your clinical development, including quality oversight. 

At SGS, we understand that ensuring compliance
is more than just a regulatory obligation. We
combine deep CRO operational experience with
independent quality assurance (QA) expertise to
help you move beyond inspection readiness and
perform with confidence under real inspection
conditions.

Our quality and compliance services are realistic,
risk-based and designed to work in practice, not
just on paper. They provide a clear framework for
quality oversight and regulatory compliance. 

Partnering with us provides the confidence and
reliable support you need to keep your clinical
trials progressing smoothly. 

When you need to be sure.



Our quality and
compliance services go

beyond meeting
regulatory

requirements, helping
you maintain control,
reduce risk and keep

your clinical
development on track.

”

ISABELLE LENAERTS
SGS QUALITY ASSURANCE

DIRECTOR



We provide integrated quality and compliance support across GxPs – good clinical practice
(GCP), good clinical laboratory practice (GCLP), good pharmacovigilance practice (GVP) and
good manufacturing practice (GMP) – through three core pillars: audits, compliance support
and inspection support.

Our quality and
compliance services 

1.Audits - generate insight

Understand where you stand and where attention
is needed most:

Systems, processes and vendors
Study audits (full study, electronic trial master
file (eTMF) or clinical study report (CSR)
Multi- and single-site audits (clinical
pharmacology units, investigator sites)
Information technology/security audits
Computer system validation (CSV) audits
Targeted audit strategies aligned with the
most important risks

2.Compliance support - build and improve

Translate your needs and findings into effective,
sustainable improvements:

Quality management system (QMS)
development and optimization
Standard operating procedure (SOP) creation
and validation
Data integrity, computerized systems and
process compliance
Gap assessments and remediation support
Ongoing QA and compliance advisory support



3.Inspection support - demonstrate

control

Demonstrate your ability to perform under
scrutiny:

Support during regulatory inspections
Rapid-response remediation
Inspection coaching and preparation
Mock inspections based on real scenarios



Our quality and compliance services focus effort where it matters most in clinical trials.

Powered by risk-based
quality management

Continuous oversight of critical risks

Continuous oversight helps identify risks in the
data and processes that are most important for
subject safety, data integrity and protocol
compliance. 

We help ensure you are ready to respond
confidently to regulatory scrutiny.

Focused control of high-risk areas

We help you focus resources on high-risk areas
instead of over-controlling low-risk activities. This
supports the rapid identification and resolution of
impactful non-conformances, helping to protect
ongoing trials, limit their impact and demonstrate
control and transparency.



Our audit services are
built on a foundation of

hands-on expertise, 
ensuring a practical, 

no-nonsense approach
to compliance.

”
CINDY WYNS

SGS AUDIT MANAGER



Benefits of outsourcing
Outsourcing quality and compliance activities to us offers distinct advantages, allowing
you to concentrate on your core activities. Whether you need insight, remediation or full
inspection preparation, we provide pragmatic, integrated QA support that works in
practice and stands up under inspection. 

Specialized knowledge and objectivity

Operational CRO insight combined with broad quality
and compliance expertise gives us a thorough
understanding of your compliance needs. We have
real-world expertise across study execution and
regulatory expectations, allowing us to translate
compliance requirements into workable solutions. 

Pragmatic and fit-for-purpose 

Risk-based quality management calls for a
proportionate approach. Instead of over-
engineered frameworks or unnecessary burdens,
we provide scalable solutions tailored to your
organization and the complexity of your studies.

Inspection confidence, not just readiness

Our quality and compliance solutions are
designed to deliver tangible outcomes, including
greater inspection confidence, increased
efficiency and reduced risk. They are grounded in
real operational, audit and inspection scenarios
and expectations, helping organizations maintain a
state of preparedness, demonstrate control and
reduce the risk of regulatory issues.



By focusing on the most
significant risks, GCP

audits support proactive
quality management

and help identify
potential issues before

they affect trial
outcomes.”

ANN ENGELS
SGS SENIOR QUALITY ASSURANCE

AUDITOR



Our audit services support Phase I-III clinical trials and help identify compliance risks
across studies, sites, systems and vendors. We support both study audits and
qualification audits, helping to strengthen quality standards, optimize clinical trial
effectiveness and minimize regulatory risk. 

Our audit services

Our experienced audit team offers broad
European coverage, conducting thorough audits
across study phases and evaluating compliance at
sites and vendors. Our audits use targeted
strategies that focus on the risks most important
to each study.

Our primary expertise is in GCP, complemented
by experience in other GxP areas, including GCLP,
GMP and GVP, as well as information security
management systems (ISMS), CSV and good
automated manufacturing practice (GAMP) 5. We
bring hands-on experience in assessing systems
and processes for compliance with applicable
regulatory requirements.

Whether you need support for an individual audit
or assistance managing part or all of your audit
program, we provide flexible solutions tailored to
your needs.



ISMS AUDITS

STUDY AUDIT
(INVESTIGATOR SITE,

(E)TMF, CSR, ...)

PHASE I UNIT AUDIT VENDOR AUDIT 

CSV AUDIT

SYSTEM AUDIT

Audit support where you need it



This plan describes the audit
strategy, scope, reporting 
and follow-up.

AUDIT PROJECT PLAN

The audit is planned with the
relevant parties and an audit
agenda is prepared.

AUDIT ANNOUNCEMENT

The audit includes an opening
meeting, the audit conduct and a
closing meeting. It can take place
on-site or remotely.

AUDIT CONDUCT

A comprehensive final report and
audit certificate are provided.

AUDIT REPORT AND CERTIFICATE

What to expect during the audit



Meet Dilan Könes

SGS QUALITY ASSURANCE AUDITOR

Dilan has around seven years of experience in
clinical research and GCP, with roles ranging from
study coordination at an investigator site to quality
assurance on both the CRO and sponsor side.

Today, she specializes in GCP auditing across
investigator sites, systems and vendors. Her
operational background helps her understand how
processes work in practice and where an audit
needs to look deeper.



Our compliance support
We translate complex requirements into clear, actionable guidance for day-to-day
operations. The result: practical support for (e)QMS development and optimization, SOP
creation and QA oversight of your quality documents, and routine compliance activities, all
tailored to the way your organization works.

We apply a risk-based and proportionate approach
so your QA effort is directed where it has the
greatest impact on compliance, efficiency and
long-term performance.

Our team has extensive experience implementing
new regulations, developing quality documents,
supporting non-conformance and corrective and
preventive action (CAPA) processes and
developing and delivering training on a variety of
QA topics.

Our expertise spans multiple GxPs and ISO
standards, as well as clinical site operations
(including clinical pharmacology units and
investigator sites), eQMS, regulatory compliance,
computerized systems, equipment and
technology.





Our inspection support
At SGS, we help you move beyond inspection readiness to inspection confidence, giving
you the ability to perform effectively under real inspection conditions, not simply prepare for
them.

Our approach is based on hands-on experience
supporting regulatory inspections and
coordinating with the different teams involved
throughout the process. This provides practical
insight into both inspection execution and
interactions with inspectors.

We facilitate smarter, more targeted preparation
rather than last-minute, exhaustive checks. Clear
roles, aligned teams and structured preparation
help create a consistent and confident response
throughout the inspection. 

Inspection readiness does not mean having
everything perfect. It means demonstrating
control where it counts most. We help you
transform inspection readiness into a continuous
capability, supporting faster document retrieval,
reducing stress and operational disruption and
helping you clearly demonstrate control across
clinical trial processes.





Our team
Several members of our QA team have worked in operational clinical research roles,
including study coordinators, data quality coordinators, clinical data managers, project
managers and clinical research associates (CRAs). This first-hand experience helps them
assess not only whether a process meets requirements, but also how it works in practice.
This strengthens their ability to conduct practical and thorough audit, quality and
compliance activities. 

The team can also draw on subject matter experts across clinical research when specialist
input is needed.



Meet Lisa Kegelaers

SGS QUALITY COMPLIANCE MANAGER

Lisa has five years of experience in clinical
research quality and compliance across both GMP
and GCP environments. She specializes in client
audits and regulatory inspections, helping teams
identify risks, strengthen processes and prepare
for scrutiny with confidence. With experience in
quality roles supporting both site and CRO
operations, she understands the challenges
organizations face in meeting regulatory and quality
requirements. Her pragmatic, risk-based approach
helps clients maintain compliance while supporting
efficient study delivery.
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Pharma
Health Inspired,
Quality Driven.

clinicalresearch@sgs.com 

sgs.com/pharma 

sgs.com/linkedinpharma

Contact us
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