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COURSE INTRODUCTION / OVERVIEW:

The global pharmaceutical supply chain is a highly complex and regulated environment where precision is paramount.
This course provides a comprehensive A to Z guide to navigating the intricate web of pharmaceutical import regulations
and mastering cold chain customs procedures. Ensuring the safe and timely delivery of temperature-sensitive medicines is
not just a logistical challenge but a critical public health responsibility. As highlighted by logistics expert Dr. John C. Taylor,
failures in the supply chain can have severe consequences, from financial losses to compromised patient safety. This
program delves into the core principles outlined in seminal works like "Global Logistics and Supply Chain Management,"
applying them directly to the pharmaceutical sector. Participants will gain a deep understanding of Good Distribution
Practice (GDP), international trade compliance, and risk management strategies. BIG BEN Training Center has designed
this course to equip professionals with the practical skills needed to manage the entire import process, from regulatory
submission and documentation to customs clearance and final delivery, ensuring product integrity and regulatory

adherence at every stage.

TARGET AUDIENCE / THIS TRAINING COURSE IS SUITABLE FOR:

Logistics and Supply Chain Managers.

Regulatory Affairs Specialists.

Quality Assurance and Quality Control Professionals.

Customs Brokers and Freight Forwarders.

Pharmaceutical Importers and Exporters.

Warehouse and Distribution Center Managers.

Procurement and Sourcing Professionals.

Compliance Officers.

Clinical Trial Supply Managers.
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TARGET SECTORS AND INDUSTRIES:

Pharmaceutical Manufacturing Companies.

Biotechnology and Life Sciences Firms.

Third-Party Logistics (3PL) Providers.

Freight Forwarding and Shipping Companies.

Healthcare and Hospital Procurement Divisions.
Governmental Regulatory Bodies and Customs Authorities.
Clinical Research Organizations (CROs).

Wholesale Pharmaceutical Distributors.

TARGET ORGANIZATIONS DEPARTMENTS:

Supply Chain Management.
Logistics and Distribution.
Regulatory Affairs.

Quality Assurance and Control.
International Trade and Compliance.
Procurement and Purchasing.
Warehousing Operations.

Import/Export Operations.
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COURSE OFFERINGS:

By the end of this course, the participants will have able to:

e Analyze and interpret complex international pharmaceutical import regulations.

Develop and implement robust cold chain management protocols for temperature-sensitive products.

Navigate customs clearance procedures efficiently to avoid costly delays and penalties.

Master the required documentation for pharmaceutical imports, including permits and certificates.

Implement Good Distribution Practice (GDP) standards throughout the supply chain.

Conduct thorough risk assessments and create effective mitigation strategies for logistical disruptions.

Validate and qualify cold chain equipment and packaging solutions.

Ensure full compliance with the regulatory requirements of key authorities like the FDA and EMA.

Manage temperature excursions and implement corrective and preventive actions (CAPA).

COURSE METHODOLOGY:

The training methodology at BIG BEN Training Center is designed to be immersive, interactive, and highly practical. We
move beyond theoretical lectures to foster a dynamic learning environment where participants actively engage with the
material. The course is built upon a foundation of real-world case studies, allowing attendees to analyze actual import
challenges, customs hurdles, and cold chain failures to develop effective problem-solving skills. Interactive group
discussions and workshops encourage the sharing of experiences and collaborative learning, enabling participants to
benchmark their practices against industry standards. Practical exercises will focus on critical tasks such as completing
complex customs documentation, developing a risk management plan, and responding to simulated temperature
excursions. Our expert instructors facilitate these sessions, providing personalized feedback and guiding participants to
apply learned concepts directly to their professional roles. This hands-on approach ensures that attendees leave not just
with knowledge, but with the confidence and competence to implement best practices immediately within their

organizations.
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COURSE AGENDA (COURSE UNITS):

UNIT ONE: GLOBAL PHARMACEUTICAL REGULATORY AND SUPPLY CHAIN
FRAMEWORK

e Introduction to the global pharmaceutical supply chain.

The role of international bodies (WHO, PIC/S) in setting standards.

Understanding Good Distribution Practice (GDP) and its core principles.

Key terminology in pharmaceutical logistics and customs.

An overview of major international regulatory authorities (FDA, EMA, etc.).

The impact of regulations on product integrity and patient safety.

Ethical considerations in pharmaceutical distribution.

UNIT TWO: MASTERING PHARMACEUTICAL IMPORT REGULATIONS

Navigating the legal framework for importing medicinal products.

Step-by-step guide to import license and permit applications.

Understanding country-specific dossier and documentation requirements.

Compliance with labeling, packaging, and serialization mandates.

Managing variations and updates to regulatory submissions.

The role of the Qualified Person (QP) and Responsible Person (RP).

Preparing for and managing regulatory inspections and audits.

UNIT THREE: PRINCIPLES OF COLD CHAIN MANAGEMENT

The science of temperature-sensitive pharmaceuticals and biologics.

Designing a compliant and efficient cold chain.

Selection and qualification of temperature-controlled packaging.

Temperature monitoring technologies and data loggers.

Best practices for refrigerated warehousing and storage.

Validation and mapping of temperature-controlled environments.

Handling and transportation protocols for active and passive systems.
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UNIT FOUR: CUSTOMS CLEARANCE AND LOGISTICS OPERATIONS

e Harmonized System (HS) classification for pharmaceutical products.

Customs valuation, duties, and taxes for imported medicines.

Preparing accurate commercial invoices, packing lists, and certificates of origin.

Working effectively with customs brokers and freight forwarders.

Managing port-of-entry procedures and potential customs holds.

Strategies for expediting clearance for critical and life-saving drugs.

Understanding Incoterms and their impact on responsibility and risk.

UNIT FIVE: RISK MANAGEMENT, QUALITY SYSTEMS, AND FUTURE TRENDS

e Conducting comprehensive risk assessments for the import supply chain.

Developing robust contingency plans for logistical disruptions.

Managing temperature excursions and product deviations.

Implementing an effective Corrective and Preventive Action (CAPA) system.

The role of technology: Blockchain, loT, and Al in pharma logistics.

Sustainability practices in cold chain logistics.

Preparing for future regulatory changes and supply chain challenges.

FAQ:

Qualifications required for registering to this course?

THERE ARE NO REQUIREMENTS.

How LONG IS EACH DAILY SESSION, AND WHAT IS THE TOTAL NUMBER OF TRAINING

HOURS FOR THE COURSE?

This training course spans five days, with daily sessions ranging between 4 to 5 hours, including breaks and interactive

activities, bringing the total duration to 20 - 25 training hours.
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SOMETHING TO THINK ABOUT:

Considering the rise of personalized medicine and cell therapies, how must traditional cold chain logistics and regulatory
frameworks evolve to ensure the integrity of these highly sensitive, single-patient treatments from manufacturer to
bedside?

WHAT UNIQUE QUALITIES DOES THIS COURSE OFFER COMPARED TO
OTHER COURSES?

This course distinguishes itself by offering a uniquely integrated and holistic perspective that bridges the critical, yet often
siloed, domains of regulatory affairs, customs law, and cold chain logistics. While many programs focus on one of these
areas, our curriculum is meticulously designed to demonstrate how they interconnect, providing participants with a
comprehensive understanding of the entire import lifecycle. We move beyond theoretical frameworks to immerse
participants in practical, real-world scenarios and complex case studies that mirror the challenges they face daily. The
emphasis is not just on what the regulations state, but on how to interpret and apply them to mitigate risk, ensure
compliance, and optimize operational efficiency. Furthermore, the course is forward-looking, addressing emerging trends
such as the logistical demands of cell and gene therapies and the integration of digital technologies like loT and
blockchain. This focus on both current best practices and future-proofing skills equips professionals with a durable and
strategic competency that is immediately applicable and vital for career advancement in the high-stakes pharmaceutical

industry.
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