ofweery  Good Manufacturing Practice

. Clinical Compliance
TRAINING & CONSULTANCY

P

Online Course

(Course Overview \

This comprehensive online Good Manufacturing Practice (GMP) training course provides a
practical, up-to-date overview of GMP principles, processes, and regulatory expectations
across the pharmaceutical industry. It is designed for professionals working in
manufacturing, quality assurance, laboratories, engineering, warehousing, distribution,
and clinical trial supply, and is suitable both for those new to GMP and those seeking a
structured refresher.

Covering core GMP topics such as quality systems, documentation, hygiene, production,
warehousing, and distribution, the course also explores the application of GMP within
laboratories, engineering functions, and clinical trial sites. This cross-functional approach
helps learners understand how GMP requirements apply across different operational
areas and how they contribute collectively to product quality and patient safety.

The course is fully aligned with current global regulations and guidance, including
International Council for Harmonisation (ICH) E6(R3) requirements, ensuring learners
remain up to date with evolving regulatory and inspection expectations. Rather than
focusing solely on regulatory theory, the training emphasises practical, real-world
application of GMP principles within day-to-day activities.

Developed by subject matter experts with extensive experience in pharmaceutical
compliance, the course features interactive learning elements, video-based content, and
built-in knowledge checks to support engagement and understanding. By the end of the
course, participants will have a clear grasp of GMP essentials and the confidence to apply
them effectively within their specific roles, supporting regulatory compliance, product

quality, and patient safety. Participants will receive a certificate of completion upon
(Learning Objectives \

successful completion of the course.

. Understand the foundational principles of Good Manufacturing Practice (GMP) and
their role in ensuring product quality, regulatory compliance, and patient safety
across the pharmaceutical lifecycle.

. Identify and apply GMP requirements relevant to key operational areas, including
manufacturing, laboratories, engineering, warehousing, and clinical trial sites.
. Interpret and implement current GMP regulations and guidance, including recent
\ updates from ICH E6(R3) within day-to-day responsibilities. J
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e The Pharmaceutical Industry

dule One:

e Introduction to GMP

« History of GMP

e GMP Guidance and Regulations

« Impact of ICH GCP E6(R3) on GMP
« Basic GMP Requirements

e Personnel

e Manufacturing and Production

\_

« Packaging and Labelling

« Shipping and Delivery (including Good
Distribution Practice)

e Pharmaceutical Quality System and Reviews
« Quality Control

e Hygiene

« Documentation

e Complaints and Recall

(Module Two:

e GMP in the Laboratory
e« GMP in Engineering

e GMP in the Warehouse

Ko GMP at the Trial Site

e Exam

e Accessing Your Certificate

J

Duration: Approx. 3-5 hours

As with all of our courses, you are able to take this in your own time, L
on any device and are able to pause and restart from the place you

left off. Time taken will vary depending on your experience and how

many of the many optional links and activities you choose to view.
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