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Introduction

Corrective and preventive action in the pharmaceutical sector cannot stop at the symptom.
A raw material deviation, a storage breach, or a temperature excursion in distribution each
carries the potential to become a non-conforming product and a recall reaching patients.
This CAPA Excellence in Pharmaceutical Raw Material Quality, Storage & Distribution
Training Course gives quality, compliance, and supply chain professionals a working method
for managing deviations from detection to verified closure. Participants learn risk-based
classification, structured investigation, root cause and contributing cause analysis,
corrective and preventive action design, effectiveness evaluation, change control, self-
inspection, and inspection readiness. Furthermore, the course connects CAPA discipline to
product quality and regulatory confidence.

CAPA Excellence in Pharmaceutical Raw Material
Quality, Storage & Distribution Course Objectives

- Apply quality management system requirements to raw materials, storage, and
distribution.

- Classify deviations and findings, and prioritise them by risk.

- Run structured investigations and identify root and contributing causes.

- Write corrective and preventive actions with verifiable acceptance criteria.
- Evaluate action effectiveness and close them with documented evidence.

- Control changes affecting suppliers, specifications, storage, and transport.

- Manage returns, recalls, and out-of-specification material.

- Apply quality risk management and performance verification in operations.
- Conduct self-inspection and internal audit, and handle their findings.

- Prepare for regulatory and customer audits with complete evidence packs.
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Course Methodology

- Facilitated sessions built on Good Distribution Practice guidance and real quality records.

- Case workshops on raw material deviations, storage breaches, and temperature
excursions.

- Root cause analysis exercises using several structured methods and diagrams.
- Simulation of a full investigation, corrective action, effectiveness check, and closure.

- Group exercise on a CAPA system improvement and self-inspection plan.

Who Should Take This Course

- Pharmaceutical quality assurance and compliance officers.
- Quality control and operations monitoring staff.

- Raw material storage and distribution personnel.

- Supplier audit officers in the pharmaceutical sector.

- Regulatory affairs and internal audit staff.

- Procurement staff handling supply deviations.

CAPA Excellence in Pharmaceutical Raw Material
Quality, Storage & Distribution Course Outlines

Day 1: Regulatory Framework and Quality
Management System

- Good Distribution Practice requirements for raw materials, storage, and transport.
- Quality management system structure: SOPs, records, and responsibilities.

- Data integrity and deviation documentation principles.
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- Risk classification and its effect on investigation priority.
- Roles of quality units and the responsible person.
- Training and competence requirements for handling staff.

- Quality policy, objectives, and performance measurement.

Day 2: Deviation Classification and Investigation

- Defining a deviation and its types in storage and distribution.

- Severity and impact classification with escalation thresholds.

- Structured investigation steps and evidence collection.

- Root cause analysis methods: five whys and fishbone diagrams.
- Contributing cause analysis, failure mode, and effect analysis.

- Reviewing batch records, logs, and reconciliation documents.

- Documenting the investigation and writing the deviation report.

Day 3: Designing CAPA and Evaluating Effectiveness

- Corrective versus preventive action explained.

- Writing actions with clear owners, dates, and responsibilities.
- Action plans, tracking methods, and task management tools.
- Criteria for verifying action adequacy and suitability.

- Effectiveness evaluation: when it runs and how it is measured.
- Closing actions and closure conditions.

- Trend review and action on recurring indicators.

Day 4: Change Control and Supply Chain Risk

- Change control: suppliers, specifications, storage, and transport arrangements.
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- Impact assessment before approval and its documentation.
- Quality risk management and performance verification.

- Handling returns and out-of-specification material.

- Recalls: mock execution, notification, and retrieval.

- Supplier deviations, improvement plans, and requalification.

- Third-party and logistics provider verification.

Day 5: Self-Inspection, Audit, and Inspection Readiness

- Self-inspection programmes and checklist design.

- Internal audit and grading findings by criticality.

- Managing inspection findings and responses.

- Evidence collection and building the inspection readiness pack.

- CAPA system KPIs: deviation volume, closure time, and recurrence rate.
- Trend analysis and continuous improvement action.

- Building a CAPA improvement roadmap for materials and distribution.

Conclusion

By successfully completing the CAPA Excellence in Pharmaceutical Raw Material Quality,
Storage & Distribution Training Course, participants will have acquired a thorough working
knowledge of quality management systems, deviation classification, root cause
investigation, corrective and preventive action design, effectiveness evaluation, change
control, risk management, self-inspection, and inspection readiness. They will leave able to
close deviations with actions that prevent recurrence and to present evidence packs that
withstand regulatory and customer audits. Gentex Training Center delivers this programme
with pharmaceutical quality practitioners who run CAPA systems in live operations.
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FAQs for the CAPA Excellence in Pharmaceutical Raw
Material Quality, Storage & Distribution course

Q1 What is the "CAPA Excellence in Pharmaceutical
Raw Material Quality, Storage & Distribution” course
about?

It is a five-day programme on managing deviations and CAPA in raw material quality,
storage, and distribution. It covers quality management systems, deviation classification,
investigation, root cause analysis, corrective and preventive action design, effectiveness
evaluation, change control, and self-inspection.

Q2 What are the key benefits of the "CAPA Excellence
in Pharmaceutical Raw Material Quality, Storage &
Distribution” course?

Participants stop deviations from recurring by fixing causes rather than symptoms, reduce
regulatory findings, and close deviations faster with structured effectiveness checks. They
also build evidence packs ready for regulatory and customer audits.

GENTEX

TRAINING CENTER



LEARN BOLD. LEAD BEYOND

GENTEX Training Center LLC | Orlando - FL, USA
Info@gentextraining.com

Q3 What skills will I gain from the "CAPA Excellence in
Pharmaceutical Raw Material Quality, Storage &
Distribution” course?

You will gain pharmaceutical quality system application and deviation classification,
structured investigation and root cause analysis, corrective and preventive action design
with effectiveness evaluation, and change control, risk management, self-inspection, and
inspection readiness.

Q4 What tools, methods, or standards are covered in
the "CAPA Excellence in Pharmaceutical Raw Material
Quality, Storage & Distribution” course?

The course works with Good Distribution Practice requirements for raw materials, storage,
and fransport, quality management system structure with standard operating procedures,
data integrity principles, risk and severity classification, structured investigation steps, five
whys and fishbone root cause analysis, contributing cause and failure mode analysis, action
writing with owners and dates, adequacy verification criteria, effectiveness measurement,
change control and impact assessment, quality risk management and performance
verification, returns and recall procedures, third-party qualification, self-inspection
programmes and checklists, and CAPA KPIs covering closure time and recurrence rate.
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Q5 How is the "CAPA Excellence in Pharmaceutical
Raw Material Quality, Storage & Distribution” course
applied in real-world practice?

Teams apply it when investigating a raw material quality deviation, handling a temperature
excursion in storage or transit, controlling a supplier or specification change, evaluating the
effectiveness of an earlier action, running a self-inspection, and assembling an evidence
pack for a regulatory inspection.

GENTEX

TRAINING CENTER



