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With over 25 years of experience in auditing
within the financial and pharmaceutical
sectors, Kristy Rodriguez (Paulick), founder
of The GxP Advisors, possesses a wealth

of expertise. Her focus during the past

15 years has revolved around Clinical
Research, fostering extensive familiarity
with GxP regulations, ICH guidelines, and
regulatory directives. She stands out as a
self-motivated, detail-oriented individual
who excels in independent work, leadership
roles, and seamless integration within team
environments.

Her diverse experience spans conducting
audits of sites, vendors, and laboratories,
training, facilitating regulatory inspections, as
well as providing inspection readiness on a
global scale for regulatory bodies like the U.S.
Food & Drug Administration (FDA), Health
Canada, European Medicines Agency (EMA),
Medicine and Healthcare products Regulatory
Agency (MHRA), and Medicines Control
Council (MCC). Additionally, she has served
as a QA Director in-house at both small
biotech companies and large pharmaceutical
corporations.

At the core of Kristy’s professional ethos is
a commitment to excellence. She thrives on
navigating the complexities of regulatory
landscapes, conducting meticulous audits,
and providing strategic guidance to
organizations striving for compliance.

INTRODUCTION

The principles of Good Practices (GxP) serve as a cornerstone
in ensuring the quality, safety, and integrity of products and
processes within regulated industries. The GxP umbrella
encompasses various guidelines tailored to specific industries,
each with its distinct focus and regulatory requirements. Good
Clinical Practice (GCP) sets standards for ethical conduct in
clinical trials, emphasizing patient safety and data integrity.
Good Laboratory Practice (GLP) outlines quality standards for
non-clinical laboratory studies, promoting reliable and accurate
results. Good Manufacturing Practice (GMP) governs the
production and quality control of pharmaceuticals, ensuring
their safety and efficacy.
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Adhering to the Good Practices (GxP) principles is paramount
across industries to ensure the quality, safety, and efficacy of
products and services. The need to adhere to GxP principles
arises from the critical importance of consistently producing
high-quality products and services while mitigating risks to
consumers, patients, and the environment. Compliance with
GxP principles not only safeguards public health and safety
but also fosters trust in the integrity of processes, data, and
outcomes. As regulatory landscapes evolve, organizations that
prioritize GxP adherence not only meet legal requirements but
also position themselves for sustained success in a globally
competitive and highly scrutinized market.

THE

I
ADVISORS



What is GCP?

GCP is an international ethical and
scientific quality standard for clinical trials
to ensure the safety of human subjects
involved in research developed by the
International Council for Harmonisation,
which defines global standards for clinical
trials involving humans that governments
can adapt into regulations.

Applicable U.S. GCP specifications are
FDA 21 CFR 50 (protection of human
subjects), 21 CFR 54 (financial disclosure),
21 CFR 56 (Institutional Review Boards),
and 21 CFR 312 (trial administration for
an investigational new drug application),
while the EMA provides direction through
both its Clinical Trial Directive (Directive
2001/20/EC) and GCP Directive (Directive
2005/28/EC).

What are the core principles of GCP?

The anticipated benefits of a clinical trial should always outweigh the risks.

Trials should be based on sound scientific evidence, observe ethical standards and comply with

detailed protocols.

The rights, consent, safety, and well-being of human trial participants are of utmost importance.

All personnel must have the required education, training, and experience.

All data is recorded, managed, and stored to enable accurate reporting, verification,

and interpretation.
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GooD LABORATORY PraAcTICE (GLP)

What is GLP?

GLP is a set of rules and criteria for
conducting nonclinical toxicology

and other safety studies in support of
clinical trials and subsequent marketing
applications. Toxicology data forms the
basis for determining a safe first-in-human
dose of an investigational drug. GLP
ensures that the research performed meets
a minimum standard to protect the safety
of human subjects.

In the United States, GLP specifications
are defined under FDA 21 CFR 58.
Comparable European Medicines Agency
directives and Organisation for Economic
Co-operation and Development principles
apply in the European Union.

What are the core principles of GLP?

e Resources: The R&D organizational structure and responsibilities should be clearly defined with
adequate qualified, trained staff; facilities and equipment must be sufficient for the purpose.

e Characterization: For studies designed to evaluate the properties of pharmaceutical compounds,
staff must have details about the investigational drug and system used in testing.

e Rules: The study protocol must be documented, and written SOPs are required to provide the
technical detail for testing,

e Results: The final report should define how the study was performed, explain scientific data
interpretation, and present conclusions.

e Quality Assurance (QA): QA staff monitoring compliance must be independent of personnel

conducting the study.
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GoOOD MANUEACTURING PrRACTICE (GMP)

What is GMP?

GMP spells out requirements for the
production of investigational drugs and
biologics to assure proper identification,
quality, purity, and strength for patient
safety and efficacy.

The governing U.S. regulations for GMP are
FDA 21 CFR 210-211 (drugs) and 21 CFR
600 (biologics). The EMA has promulgated
similar directives for the European Union.

What are the core principles of GMP?

SOPs for processes and design specifications for equipment and premises are described
and documented.

o Employees have appropriate qualifications and training.

¢ Manufacturing processes are clearly defined and managed. Process changes are reviewed
and validated.

e Manufacturing facilities must maintain a clean, controlled environment.

o Manufacturing data is recorded to confirm specified procedures have been followed, and drug
products are of the prescribed quality and quantity; deviations are documented and investigated.

o Quality defects are examined, and actions are taken to prevent a recurrence.
o Historical records for tracing each batch of the product are retained.

¢ Products are packaged and labeled appropriately.
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The GxP (Good Practices) umbrella encompasses various guidelines tailored to specific industries, each

with its distinct focus and regulatory requirements. Good Clinical Practice (GCP) sets standards for ethical
conduct in clinical trials, emphasizing patient safety and data integrity. Good Laboratory Practice (GLP)
outlines quality standards for non-clinical laboratory studies, promoting reliable and accurate results. Good
Manufacturing Practice (GMP) governs the production and quality control of pharmaceuticals, ensuring their
safety and efficacy.

While these GxP standards share common principles of quality, integrity, and compliance, their nuances
reflect the unique challenges and objectives of pharmaceuticals, clinical research, and laboratory operations,
respectively. Adhering to the specific GxP guidelines relevant to each industry is paramount for organizations
to excel in their respective fields and contribute to global health and safety.

Is Your Organization Seeking a GxP Expert?

The GxP Advisors are eager to collaborate with you, bringing our expertise and knowledge to
enhance your organization’s dedication to quality assurance and ensure that you are in regulatory
compliance. Together, we can contribute to the mission of ensuring the safety, efficacy, and
compliance of products within the life sciences sector.

Contact us at 813.545.3793 or at info@thegxpadvisors.com to schedule a meeting and learn how
we can put our experience and resources to for work for you.
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