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Introduction

Some products lose their value the moment temperature control slips: pharmaceuticals,
vaccines, blood products, frozen foods, chemicals, and biological samples. Managing them
demands more than a cold room, it demands a controlled system with documented
temperatures, validated equipment, and trained people. This Cold Chain & Specialized
Storage Management Training Course gives warehouse, quality, and compliance
professionals a structured method to run cold, frozen, and specialised storage correctly.
Participants learn how to qualify storage chambers, map temperature distribution, validate
transport routes, manage excursions, and keep records that satisfy inspectors. Furthermore,
the course connects storage discipline to GDP, GMP, and food safety requirements across
regulated sectors.

Cold Chain & Specialized Storage Management Course
Objectives

- Apply the cold chain principle across storage, handling, transport, and last-mile delivery.

- Set storage regimes for chilled, frozen, ultra-low, and controlled room temperature
products.

- Qualify and validate cold rooms, freezers, and temperature-controlled chambers.

- Perform temperature mapping and place monitoring sensors at worst-case locations.
- Operate data loggers, continuous monitoring systems, and alarm escalation rules.

- Investigate temperature excursions and assess product impact before release.

- Apply Good Distribution Practice (GDP), GMP, and HACCP requirements to storage
operations.

- Manage specialised storage: hazardous chemicals, flammables, and controlled substances.
- Control deviations, CAPA, change control, and requalification cycles.

- Maintain records, calibration certificates, and chain-of-custody documentation for audit.
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Course Methodology

- Facilitated sessions built on GDP, GMP, and HACCP documentation.

- Case workshops on excursion investigations and product disposition decisions.

- Temperature mapping and sensor placement exercises using real layout drawings.
- Simulation of a qualification protocol from IQ to PQ stages.

- Group work on a storage deviation report and CAPA plan.

Who Should Take This Course

- Cold store and specialised warehouse supervisors.

- Quality assurance and compliance officers in pharma and food.

- Distribution and transport managers for temperature-controlled goods.
- Validation and qualification engineers and technicians.

- HSE staff handling hazardous and flammable storage.

- Inventory and logistics staff in regulated supply chains.

Cold Chain & Specialized Storage Management Course
Outlines

Day 1: Cold Chain Principles and Product Requirements

- Temperature classes: controlled room temperature, chilled, frozen, and ultra-low.
- Product-specific requirements for pharmaceuticals, vaccines, and biologics.

- Frozen and chilled food requirements and shelf life impact.

- Sources of thermal stress: door openings, loading, and ambient exposure.

- The last-mile problem and passive packaging options.
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- Roles and responsibilities in a controlled storage network.

- Regulatory landscape: national rules, GDP, and GMP expectations.

Day 2: Qualification, Validation, and Temperature
Mapping

- Qualification stages: DQ, IQ, OQ, and PQ explained.

- Chamber qualification and acceptance criteria.

- Temperature mapping protocols, sensor counts, and worst-case location selection.
- Mapping during summer and winter conditions.

- Requalification intervals and change-triggered requalification.

- Equipment calibration and traceability to standards.

- Qualification documentation and approval workflow.

Day 3: Monitoring, Alarms, and Excursion Management

- Continuous monitoring systems and sensor network design.

- Data loggers, wireless sensors, and cloud-based monitoring platforms.
- Alarm thresholds, alert versus action limits, and escalation trees.

- Handling power failure and refrigeration breakdown.

- Excursion investigation steps and root cause analysis.

- Product impact assessment and disposition decisions.

- Deviation reporting, CAPA, and corrective action close-out.

Day 4: Specialised Storage and Handling Controls

- Hazardous and flammable storage: segregation, cabinets, and ventilation.

- Controlled substances and high-value stock security.
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- Clean room and controlled area practices where applicable.
- Material handling, PPE, and spill response.

- Stock rotation, expiry control, and quarantine management.
- Packaging, cold boxes, and dry ice handling rules.

- Security, access control, and CCTV in specialised stores.

Day 5: Transport, Documentation, and Performance

- Validated shipping routes and lane risk assessment.

- Pack-out configuration, qualification of shippers, and thermal profiles.

- Carrier selection, monitoring during transit, and receipt checks.

- Documentation: calibration certificates, mapping reports, and logs.

- KPIs: excursion rate, on-time in-full, spoilage, and deviation closure time.
- Audit readiness and inspection preparation.

- Building an annual validation and improvement plan.

Conclusion

By successfully completing the Cold Chain & Specialized Storage Management Training
Course, participants will have acquired a thorough working knowledge of temperature-
controlled storage regimes, qualification and validation, femperature mapping, monitoring
and alarm systems, excursion investigation, specialised storage controls, and
documentation practice. They will leave able to run compliant storage operations, protect
product integrity, and present evidence that withstands inspection. Gentex Training Center
delivers this programme with quality and cold chain practitioners who manage regulated
storage every day.
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FAQs for the Cold Chain & Specialized Storage
Management course

Q1 What is the "Cold Chain & Specialized Storage
Management” course about?

It is a five-day programme on running temperature-controlled and specialised storage
correctly. It covers storage regimes, chamber qualification and validation, temperature
mapping, monitoring systems, excursion management, hazardous storage controls, and the
documentation that regulators expect.

Q2 What are the key benefits of the "Cold Chain &
Specialized Storage Management” course?

Participants protect product integrity and reduce spoilage, avoid regulatory findings, and
handle excursions with a clear investigation and disposition process. They also gain
qualification and mapping records that answer inspectors directly, and tighter control over
hazardous and high-value stock.

Q3 What skills will I gain from the "Cold Chain &
Specialized Storage Management” course?

You will gain temperature-controlled storage regime design, qualification and validation
management, temperature mapping and monitoring system operation, and excursion
investigation with CAPA and audit-ready documentation control.
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Q4 What tools, methods, or standards are covered in
the "Cold Chain & Specialized Storage Management”
course?

The course works with DQ, IQ, OQ and PQ qualification stages, temperature mapping
protocols and worst-case sensor placement, continuous monitoring systems with alert and
action limits, data loggers and cloud monitoring platforms, Good Distribution Practice and
GMP requirements, HACCP, deviation and CAPA systems, calibration traceability, and
validated shipper qualification.

Q5 How is the "Cold Chain & Specialized Storage
Management” course applied in real-world practice?

Teams apply it when qualifying a new cold room before use, mapping a chamber,
investigating an alarm event, and deciding whether a product batch can be released. It also
guides shipper qualification, carrier review, and annual requalification planning.
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