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GxP Training Services
by GxP Cellators
Consultants

Welcome, life sciences leaders in pharmaceutical,
biotechnology, and medical device sectors. GxP Cellators
Consultants offers specialized, cutting-edge training
solutions designed to navigate the complexities of Good
Practice (GxP) compliance. With over 15 years of
dedicated experience, our team of seasoned industry
veterans and former regulatory auditors delivers
customized, expert-led programs spanning GMP (Good
Manufacturing Practices), GDP (Good Distribution
Practices), GLP (Good Laboratory Practices), GCP (Good
Clinical Practices), and Computer System Validation
(CSV).

Our comprehensive training methodology goes beyond
theoretical knowledge, focusing on practical application
and real-world scenarios to significantly enhance your
team's regulatory knowledge, optimize operational
excellence, and embed a robust quality culture throughout
your organization. Whether you require bespoke on-site
workshops, interactive virtual sessions, or a blended
learning approach, we provide flexible delivery options
tailored to your specific needs. This document details our
unique approach, diverse service offerings, and the
tangible business benefits that establish GxP Cellators as
the premier partner for world-class GxP training solutions.
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Why Choose GxP Cellators for Your
Compliance Training Needs

Industry Expertise Customized Solutions Global Regulatory

Our trainers bring over 20 We design training Knowledge

years of hands-on programs specifically Our comprehensive

experience across tailored to your understanding of FDA,

manufacturing, quality organization's unique Health Canada, EU-GMP,

assurance, regulatory processes, products, TGA, ANVISA, and other

affairs, and auditing compliance challenges, and global regulatory

functions within the life regulatory jurisdictions. frameworks ensures current

sciences industry. and relevant training
content.

At GxP Cellators Consultants, we understand that effective GxP training is not merely about regulatory
box-checking—it's about building a foundation for sustainable compliance and operational excellence.
Our approach focuses on practical application rather than theoretical concepts alone, enabling your
team to translate learning into actionable compliance practices.

We recognize the unique challenges faced by life sciences organizations in maintaining regulatory
compliance amid evolving standards and increased scrutiny. That's why our training programs
incorporate the latest inspection trends, common compliance pitfalls, and industry best practices. By
choosing GxP Cellators, you gain a partner committed to empowering your workforce with the
knowledge and confidence to excel in regulated environments.

What truly sets us apart is our ability to contextualize GxP requirements within your specific
operational framework. Rather than delivering generic content, we integrate your organization's
processes, documentation systems, and previous compliance experiences into our training, creating a
highly relevant learning experience that resonates with your team.
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Our Comprehensive Training
Methodology
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GxP Cellators has developed a multi-dimensional training methodology that accommodates diverse

learning styles and ensures maximum knowledge retention. Our approach blends theoretical

foundation with practical application, creating an engaging and effective learning experience for all

participants.

Interactive Lectures

Core concepts and
regulatory requirements
are presented through
engaging lectures that
incorporate real-world
examples, regulatory
references, and industry
case studies to establish a
solid foundation of GxP
knowledge.

Hands-On Activities

Practical exercises provide
opportunities to apply
GxP principles to realistic
situations, such as
conducting mock audits,
writing deviation reports,
or developing CAPA plans.

Group Discussions

Facilitated discussions
encourage knowledge
sharing and collaborative
problem-solving, allowing
participants to learn from
each other's experiences
while developing a deeper
understanding of GxP
applicationsin various
contexts.

Knowledge
Assessment

Quizzes, tests, and
practical evaluations
measure comprehension
and identify areas for
further development,
ensuring participants truly
master the material before
applying itin their roles.

Case Study Analysis

Participants analyze real-
life scenarios from the
industry, including actual
inspection observations
and warning letters,
developing critical
thinking skills and learning
from others' compliance
challenges.

This comprehensive methodology accommodates professionals at all experience levels through our

gradient teaching approach. We adjust the complexity and depth of content to ensure beginner-level

staff grasp fundamental concepts while challenging senior personnel with advanced regulatory

insights and strategic compliance considerations.

Every training program concludes with actionable takeaways that participants can immediately

implement in their daily operations, creating a direct pathway from training to operational

improvement and enhanced compliance.
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Flexible Training Delivery Options

Our virtual training solutions deliver high-impact
learning experiences regardless of your team's
geographic distribution. Utilizing secure video

conferencing platforms with interactive features,

we create engaging remote sessions that
maintain the collaborative and participatory
nature of in-person training.

e Accessible to global and remote teams with
flexible scheduling

e Interactive tools including polls, Q&A, and
breakout rooms

e Digital materials provided in advance for
preparation

e Session recordings available for future
reference and team members who couldn't
attend live

e Cost-effective solution eliminating travel

expenses

Our immersive on-site training brings expert
instructors directly to your facility, allowing for
highly contextualized learning experiences that
address your specific operational environment
and compliance challenges.

e Direct observation and discussion of site-
specific processes

¢ Hands-on demonstrations with your
equipment and systems

¢ Immediate application of concepts to your
actual operations

e Cross-functional team collaborationin a
shared space

e Customized walk-throughs of your facility to
identify improvement opportunities

Both delivery methods maintain our commitment to interactive, engaging, and practical training. We

work closely with your organization to determine the optimal delivery format based on your team

composition, learning objectives, and logistical considerations. For many clients, we develop hybrid

programs that combine both virtual and on-site elements to maximize effectiveness while managing

costs.

& Hybrid Training Solutions: For organizations with complex training needs or geographically

dispersed teams, we offer hybrid programs that combine initial virtual sessions for

foundational knowledge followed by targeted on-site workshops for practical application and

facility-specific training.

All training programs, regardless of delivery method, include comprehensive materials, reference

guides, and assessment tools to ensure learning objectives are met and knowledge is effectively

transferred to your operational environment.
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Good Manufacturing Practices (GMP)
Training Program

Our Good Manufacturing Practices training programs provide comprehensive coverage of GMP
principles and requirements essential for ensuring product quality, safety, and regulatory compliance in

pharmaceutical and medical device manufacturing environments.

Foundational GMP Concepts 1

Introduction to GMP regulations and
their purpose, historical development of

GMPs, key terminology, and the .
Y 9 _ 2 Quality Management Systems
regulatory framework across different
jurisdictions (FDA, Health Canada, EU- Structure and implementation of
GMP, etc.). effective quality systems,

documentation requirements, quality
risk management approaches, and
Facilities & EqUipment 3 building a culture of quality within
Design requirements for GMP- manufacturing operations.
compliant facilities, equipment
qualification, maintenance programs,
calibration systems, and contamination 4 Production & Process Controls

control strategies. . .
Manufacturing controls, in-process

testing, batch record documentation,
validation principles, and strategies for

Quality Control & Laboratory 5

) ensuring consistent product quality
Practices

throughout the production lifecycle.
Sample management, analytical

methods validation, laboratory controls, .
6 Regulatory Inspection

stability programs, and ensuring data .
Readiness

integrity in quality control operations.
Preparation strategies for regulatory
inspections, responding to observations,
developing effective corrective actions,
and maintaining ongoing compliance.

Each GMP training program is customized to reflect your specific manufacturing operations, product
types, and applicable regulatory requirements. We incorporate your company's procedures, previous
inspection findings, and quality metrics to create highly relevant content that addresses your
organization's unique compliance challenges.

Our GMP training utilizes real-world case studies, including actual warning letters and inspection
observations, helping participants understand common pitfalls and best practices. Interactive

exercises such as mock insnections and document reviews reinforce learnina and build practical <skills
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Good Distribution Practice (GDP)
Training Program

Our Good Distribution Practice training programs address the critical requirements for maintaining
product quality and integrity throughout the supply chain—from manufacturing to patient delivery.
With increasing regulatory focus on distribution practices, our comprehensive GDP training ensures
your team understands how to protect product quality during storage, transportation, and distribution.

GDP training is essential for organizations involved in any aspect of the pharmaceutical supply chain,
including manufacturers, distributors, wholesalers, transportation providers, and healthcare facilities.
Our programs cover the full spectrum of GDP requirements across global regulatory frameworks, with
particular attention to temperature-sensitive products and the integrity of the cold chain.

"Proper GDP training is no longer optional—it's a fundamental requirement for any organization
involved in the pharmaceutical supply chain. Regulatory agencies worldwide are intensifying their
focus on distribution practices, recognizing their critical role in ensuring patient safety."

1 2

GDP Regulatory Requirements Temperature Mapping & Control

e Overview of global GDP regulations and e Temperature mapping methodology for
guidelines (EU, FDA, WHO, PIC/S) warehouses and vehicles

e Jurisdictional differences and ¢ Qualification of temperature-controlled
harmonization approaches environments

e Recentregulatory developments and Monitoring systems and excursion

enforcement trends management
3 4
Transportation Validation Supply Chain Integrity
e Qualification of carriers and shipping e Supplier qualification and management
containers » Counterfeit prevention strategies
e Validation of shipping lanes and seasonal « Track and trace systems implementation
variations

¢ Risk assessment of transportation routes

Our GDP training incorporates practical exercises such as temperature mapping protocol
development, transportation qualification documentation review, and deviation handling scenarios.
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Cleanroom Training Program

Our specialized Cleanroom Training Program addresses the unique challenges of maintaining

contamination control in critical manufacturing environments. We provide comprehensive training on

cleanroom operations, personnel practices, environmental monitoring, and qualification requirements
aligned with global standards including ISO 14644, EU GMP Annex 1, and US FDA guidelines.

10%

Contamination Events

Percentage of cleanroom
contamination events directly
attributable to improper
personnel practices,
highlighting the critical
importance of comprehensive

training.

90% 3X

Inspection Findings ROI on Training
Percentage of regulatory Average return on investment
inspections of sterile when comparing the cost of
manufacturing that include comprehensive cleanroom
observations related to training to the expenses
cleanroom operations and associated with contamination
environmental monitoring. events and batch rejections.

Our cleanroom training curriculum covers all aspects of aseptic processing and controlled environment

operations, delivered by instructors with extensive cleanroom management experience. We emphasize

not just the "how" but the "why" behind cleanroom practices, ensuring personnel understand the

critical nature of their activities and the potential impact on product quality and patient safety.

Training Module

Cleanroom Fundamentals

Personnel Practices

Environmental Monitoring

Cleanroom Qualification

Cleaning & Disinfection

Key Topics Covered

Cleanroom classification systems, particulate control
principles, microbial contamination sources, facility design
requirements, and airflow patterns

Proper gowning techniques, aseptic behavior, movement
restrictions, hand hygiene, personnel monitoring, and

contamination risk mitigation

Sampling techniques, monitoring locations, frequency
determination, alert/action limits, trend analysis, and response

to excursions

Qualification requirements, testing methodologies, particle
counting, microbial sampling, documentation requirements,
and requalification programs

Cleaning agent selection, rotation strategies, cleaning
validation, residue testing, disinfectant efficacy, and
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Specialized Technical Training Programs

Beyond our core GxP training offerings, GxP Cellators provides specialized technical training programs

addressing specific compliance areas that present unique challenges for life sciences organizations.

These focused programs deliver in-depth knowledge on complex regulatory topics, equipping your

team with specialized expertise to navigate critical compliance requirements.

01

Data Integrity & ALCOA+
Principles

Comprehensive training on
ensuring trustworthy data
throughout its lifecycle, covering
ALCOA*+ principles (Attributable,
Legible, Contemporaneous,
Original, Accurate, plus
Complete, Consistent, Enduring,
and Available), electronic
records requirements, audit trail
review, and data governance
frameworks.

04

Quality Risk Management

Implementation of ICH Q9 principles in daily
operations, covering risk assessment
methodologies, risk tools selection (FMEA,

02

Computer System
Validation

Structured approach to
validating computerized
systems in GxP environments,
addressing risk-based validation
strategies, GAMP 5
methodology, requirements
specification, IQ/0Q/PQ
execution, audit trail
functionality, electronic
signatures, and maintaining
validated state.

05

03

Deviation Management &
Root Cause Analysis

Advanced techniques for
effective deviation handling,
including proper classification,
investigation methodology, root
cause analysis tools (5-Why,
Fishbone, etc.), CAPA
development, effectiveness
checks, and trending for

continuous improvement.

Cleaning Validation

Regulatory-compliant approach to cleaning
validation, addressing acceptance criteria
development, sampling methods, analytical

HACCP, etc.), risk control strategies, technique selection, recovery studies, worst-case

documentation requirements, and integration of product determination, cleaning agent
risk management throughout the product qualification, and ongoing verification programs.

lifecycle.

These technical areas are frequent targets of
regulatory scrutiny and common sources of

significant compliance gaps. Our specialized
training provides:

=
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e Deep technical knowledge beyond basic GxP \ T T

understanding

e Practical application strateaies for complex
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Training Impact and Business Benefits

Enhanced Compliance Posture

Comprehensive training significantly reduces
compliance risks by ensuring staff understand
and consistently follow GxP requirements.
Organizations report an average 65% reductionin
critical and major audit findings following our
structured training programs.

Operational Efficiency

Well-trained staff make fewer errors, require less
supervision, and can troubleshoot issues more
effectively. This translates to reduced batch
rejections, fewer investigations, and streamlined
operations that maintain both compliance and
productivity.

Cost Avoidance

Proactive investment in training prevents costly
compliance failures. Organizations typically save
$3-5 for every $1invested in comprehensive GxP
training through avoided remediation costs,
rejected batches, and regulatory penalties.

Improved Inspection Readiness

Teams trained by GxP Cellators demonstrate
greater confidence and competence during
regulatory inspections. Our clients report more
favorable inspection outcomes with fewer
observations and faster resolution of any
identified issues.

Quality Culture Development

Our training approach fosters a deeper
understanding of why GxP requirements exist,
promoting ownership of quality beyond mere
rule-following. This cultivates a sustainable
culture where quality is viewed as everyone's
responsibility.

Competitive Advantage

Organizations with robust training programs
demonstrate superior compliance profiles to
customers, partners, and regulators. This
translates to faster approvals, stronger business
relationships, and enhanced market reputation.

The impact of our training extends beyond immediate knowledge transfer to create lasting

organizational benefits. By developing internal expertise, we help clients establish self-sustaining

compliance capabilities that evolve with changing regulatory expectations.

"After implementing GxP Cellators' comprehensive training program, we saw a 70% reduction in

deviations related to documentation practices and a significantly smoother FDA inspection process.

Their practical approach to GMP training translated immediately to improved operations.”

— Quality Director, Mid-sized Pharmaceutical Manufacturer
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Getting Started with GxP Cellators
Training

Implementing a successful GxP training program with

GxP Cellators follows a structured yet flexible process

designed to maximize impact while minimizing

disruption to your operations. Our collaborative

approach ensures training aligns precisely with your

organizational needs, compliance priorities, and

learning objectives.

B

Needs Assessment

We conduct a thorough assessment of
your training requirements, compliance
gaps, and organizational context through
stakeholder interviews, document
review, and analysis of previous audit
findings.

Program Design

Based on assessment findings, we
develop a customized training program
with clearly defined learning objectives,
content outline, delivery methods, and
evaluation criteria tailored to your
specific needs.

Training Delivery

Our expert trainers deliver engaging,
interactive sessions using your preferred
format (virtual, on-site, or hybrid),
incorporating your procedures and real-
world examples relevant to your
operations.

Impact Evaluation

We measure training effectiveness
through participant assessments,

faadbaclk analveie and nerformance
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Ready to elevate your GxP
training program? Reach out to
our team to schedule a
consultation and discover how
GxP Cellators can support your
compliance training objectives.

Email: info@gxpcellators.com
Phone: +1 (306) 715 9460
Website: www.gxpcellators.com

We typically respond within 24

business hours to all inquiries.




