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Course Introduction

In today?COs fast-paced and highly regulated industries, organizations are continuously navigating
complex post-approval processes to ensure the compliance and safety of their products. Post-Approval
Regulatory Maintenance and Life Cycle Management Training Course is designed to equip professionals
with the essential skills and knowledge required to manage the entire lifecycle of a product, from approval
to post-market surveillance. This course covers crucial aspects such as regulatory maintenance, lifecycle
management strategies, and the continuous monitoring of product compliance, empowering regulatory
affairs professionals to excel in their roles. Whether you're working in the pharmaceutical, medical device,
or biotechnology sectors, this course will provide you with the tools to ensure ongoing regulatory success.

The program dives deep into key topics like regulatory strategy development, market access management,
change control processes, regulatory reporting, and post-market surveillance, making it highly relevant to
both new and experienced professionals. With a focus on real-world applications, the course uses practical
case studies to illustrate the challenges and best practices involved in regulatory lifecycle management. By
the end of this training, participants will be well-versed in navigating the complexities of post-approval
maintenance and equipped to address emerging regulatory challenges in a rapidly evolving market.

Programme Curriculum

Post-Approval Regulatory Maintenance and Life Cycle Management Training Course
Introduction

In the rapidly evolving landscape of the pharmaceutical and biotechnology industries, a product's journey
doesn't end with regulatory approval. Post-Approval Regulatory Maintenance and Life Cycle Management



training course is designed to equip professionals with the critical skills needed to navigate the complex and
dynamic regulatory environment that governs a product from its market entry to its eventual discontinuation.
This program focuses on strategic regulatory planning and operational compliance, addressing the
constant need for vigilance and adaptation. By mastering the intricate details ofpharmacovigilance, post-
marketing commitments, and change management, participants will learn how to maintain regulatory
compliance, ensure product safety, and maximize the commercial value of a product throughout its entire life
cycle.

This comprehensive course goes beyond theoretical knowledge, providing practical insights into real-world
scenarios. We'll delve into key topics such as CMC (Chemistry, Manufacturing, and Controls) variations,
labeling updates, and global regulatory intelligence. The curriculum emphasizes proactive strategies to
anticipate regulatory changes, mitigate risks, and streamline submission processes. Participants will gain a
deep understanding of the regulatory frameworks in major markets like the U.S. (FDA) and Europe (EMA), and
learn to implement best practices for effective regulatory compliance and risk management. The goal is to
empower a hew generation of regulatory professionals who can expertly manage the complexities of post-
market surveillance and life cycle strategies, ensuring a product's long-term success and patient safety.

Course Duration

10 days

Course Objectives

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

Interpret and apply post-marketing regulatory requirements.

Develop and implement effective regulatory life cycle management strategies.
Manage and document CMC post-approval changes.

Master the process of labeling and artwork change management.
Understand and fulfill pharmacovigilance and safety reporting obligations.
Navigate the complexities of global regulatory submissions.

Conduct a comprehensive regulatory intelligence and horizon scanning.
Formulate regulatory risk management plans.

Prepare for and manage regulatory authority inspections.

Assess the impact of new regulations on existing products.

. Implement electronic submission and documentation best practices.

. Evaluate intellectual property and exclusivity considerations.

. Apply continuous improvement methodologies to regulatory processes.
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Target Audience

Regulatory Affairs Specialists looking to advance their knowledge beyond initial submissions.
Quality Assurance Professionals involved in post-marketing compliance.

Pharmacovigilance Associates and managers.

Project and Program Managers in the pharmaceutical and biotech sectors.

R&D Scientists and technicians involved in product development and changes.

Medical Information Professionals responsible for post-market communication.

Consultants specializing in regulatory strategy and compliance.

Legal and Compliance Officers in the life sciences industry.

© No g krwbdE

Course QOutline



Module 1: Foundations of Post-Approval Regulatory Management

¢ Introduction to the product life cycle.

The role of regulatory affairs post-approval.

Key regulatory agencies and their frameworks (FDA, EMA, TGA, Health Canada).

Overview of post-marketing reporting requirements.

Case Study: The journey of a small molecule drug from approval to its first major labeling change,
highlighting the regulatory touchpoints.

Module 2: Regulatory Intelligence and Strategy

Methods for continuous regulatory intelligence.

Tools for horizon scanning and trend analysis.

Developing a proactive regulatory strategy.

Impact of new and evolving regulations (e.g., changes in eCTD specifications).

Case Study: How a company adapted its post-approval strategy for an in-vitro diagnostic (IVD) in
response to the new EU IVDR.

Module 3: CMC and Post-Approval Changes

Classification of post-approval changes (e.g., Variations, Supplements, Notifications).
Documentation requirements for CMC changes (Module 3 updates).
Change control procedures and their regulatory implications.

Managing manufacturing site transfers and process scale-up.
Case Study: A pharmaceutical company's successful handling of a manufacturing site change for a
sterile injectable product, including the required regulatory submissions.

Module 4: Labeling and Promotional Materials

Regulatory requirements for labeling updates and changes.
Management of artwork and packaging components.
Review and approval of advertising and promotional materials.

Handling regulatory inquiries and warning letters related to labeling.
Case Study: The regulatory response to an FDA warning letter concerning off-label promotion of a
medical device.

Module 5: Pharmacovigilance and Safety Reporting

¢ Understanding adverse event reporting obligations.

Developing and maintaining a robust pharmacovigilance system.

Preparing and submitting Periodic Safety Update Reports (PSURs) and other reports.

Signal detection and risk communication.

Case Study: An analysis of a drug recall initiated by the detection of a new, severe adverse event during
post-market surveillance.

Module 6: Managing Post-Marketing Commitments

Identifying and tracking post-marketing study commitments.
Regulatory expectations for timely completion of studies.
Submitting progress reports and final study results.

The impact of non-compliance on product status.



e Case Study: A company's strategy to fulfill a post-marketing clinical trial commitment for a new drug,
demonstrating how they overcame patient recruitment challenges.

Module 7: Global Regulatory Compliance

e Harmonization efforts (ICH Q-series, M-series).

Regional-specific post-approval requirements (e.g., variations in the EU, supplements in the US).
Strategies for managing a global product portfolio.

Navigating different cultural and legal regulatory landscapes.

Case Study: A global pharmaceutical firm's unified approach to managing a Type Il variation for a
product registered in multiple countries.

Module 8: Audits and Inspections

Types of regulatory inspections (e.g., PAI, routine GMP inspection).

Preparing for and conducting internal audits.

Best practices for hosting a regulatory authority inspection.

Developing and implementing a Corrective and Preventive Action (CAPA) plan.

Case Study: A medical device company's successful response to an FDA Form 483 following a pre-
approval inspection, detailing their CAPA plan.

Module 9: Documentation and eCTD

Maintaining the electronic Common Technical Document (eCTD) lifecycle.

Best practices for regulatory documentation and record-keeping.

Managing document versions and change logs.

Understanding the role of content management systems in regulatory affairs.

Case Study: The process of compiling and submitting an eCTD supplement for a drug product's new
indication.

Module 10: Special Considerations for Biologics

e Specific regulatory requirements for biologics post-approval.

Managing variations for cell and gene therapies.

Biosimilars and their unique life cycle management considerations.

Regulatory challenges in manufacturing and characterization.

Case Study: The regulatory strategy for a biosimilar product's post-marketing phase, including
interchangeability considerations.

Module 11: Medical Devices and IVDs

e MDR and IVDR post-market surveillance requirements.

Managing clinical evidence and PMCF.

Vigilance reporting for medical devices.

Regulatory changes related to device software and Al.

Case Study: A medical device manufacturer?COs process for conducting a PMCF study to maintain
compliance with EU regulations.

Module 12: End-of-Life Product Management

e Strategies for product discontinuation and withdrawal.
e Regulatory notifications and communication with stakeholders.



e Handling product shortages and supply chain disruptions.

e Ensuring compliance during product retirement.

e Case Study: The regulatory and communication plan for withdrawing an older pharmaceutical product
from the market in a controlled manner.

Module 13: The Future of Regulatory Affairs

Emerging trends in digital health and technology.

The role of Al and machine learning in regulatory submissions.

Predictive analytics for regulatory strategy.

The shift towards a globalized regulatory framework.

Case Study: A discussion on the regulatory challenges and opportunities presented by a new digital
therapeutic.

Module 14: Risk Management & Quality Systems

¢ Integrating risk management into the product life cycle.

The relationship between QMS and regulatory compliance.

ICH Q9 (Quality Risk Management) and ICH Q10 (Pharmaceutical Quality System).

Data integrity and its critical role in regulatory submissions.

Case Study: A company's use of a risk-based approach to prioritize and manage a backlog of post-
approval changes.

Module 15: Professional Development & Career Paths

Building a regulatory affairs career path.

Essential soft skills for regulatory professionals.

Ethical considerations in regulatory decision-making.

Networking and professional organizations (e.g., RAPS).

Case Study: The career journey of a senior regulatory professional who successfully transitioned from a

specialist to a strategic leadership role.
Training Methodology

Our training methodology employs a blended learning approach to maximize engagement and knowledge
retention. This includes:

e Interactive Lectures: Facilitated by industry experts with extensive experience.
Hands-on Workshops.

Role-Playing: Simulating regulatory inspections and meetings with health authorities.
Case Studies: In-depth analysis of real-world scenarios to apply learned concepts.
Group Discussions: Peer-to-peer learning and problem-solving.

Quizzes and Assessments: To reinforce key takeaways and measure progress.
Mentorship: Opportunities for one-on-one guidance from instructors.

Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.


mailto:info@fineskilltrainingcenter.com

Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate
c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions

Start Date End Date Location

10 Aug 2026 21 Aug 2026 Online $4,000
17 Aug 2026 28 Aug 2026 Online $4,000
24 Aug 2026 04 Sep 2026 Online $4,000
31 Aug 2026 11 Sep 2026 Online $4,000
07 Sep 2026 18 Sep 2026 Online $4,000
14 Sep 2026 25 Sep 2026 Online $4,000
21 Sep 2026 02 Oct 2026 Online $4,000
28 Sep 2026 09 Oct 2026 Online $4,000

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com


https://www.fineskilltrainingcenter.com/courses/post-approval-regulatory-maintenance-and-life-cycle-management-training-course

