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When Change Knocks: Navigating Variations Without
Losing Your Rhythm

22 July 2026 — Online via MS Teams
A Practical SAHPRA Variations Masterclass

Every change tells a story - Make sure SAHPRA reads the right one

Workshop Overview

Whether it's a manufacturing update, a new API supplier, a labelling
revision or a specification change, every post-registration amendment has
one thing in common - it must be communicated clearly to the regulator.

This practical 4-hour masterclass is designed to help regulatory
professionals confidently navigate SAHPRA's latest Variations Guideline
while preparing submissions that are complete, logical and reviewer-
friendly.

Through real-world examples, interactive exercises and case studies,
participants will learn how to classify variations, understand the lifecycle
of documents, prepare an effective Tabulated Schedule of Amendments,
and build submissions that clearly tell the story behind every change.

Rather than focusing solely on regulatory theory, this workshop
concentrates on the practical decisions that regulatory professionals
make every day.

What You'll Learn

Participants will learn how to:
v Apply SAHPRA's latest Variations Guideline in practice

v/ Understand lifecycle management and regulatory change



v Prepare an effective Tabulated Schedule of Amendments

v Build variation submissions that are easy for reviewers to follow
v/ Avoid common submission deficiencies

v Think like a regulator when preparing applications

v Improve submission quality and review efficiency

Practical Topics Covered

» Understanding lifecycle management

* Interpreting the new SAHPRA Variations Guideline

* Building a reviewer-friendly Tabulated Schedule of Amendments
* Managing dossier changes

« Variation submission strategy

« Common deficiencies and how to avoid them

* Interactive case studies

* Practical submission tips

Who Should Attend?

« Anyone who is compiling and submitting variations/amendments to
SAHPRA.

When change knocks... don't lose your rhythm. Learn how to
prepare variation submissions that keep your application - and
your regulatory strategy - in perfect harmony.



