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Course Introduction

Stability Testing and Shelf-Life Determination are crucial aspects of product development, ensuring that

products maintain their safety, quality, and efficacy over time. In the pharmaceutical, food, cosmetic, and

chemical industries, determining a product's stability is vital to predict how it will perform under various

storage conditions and throughout its shelf life. Stability Testing and Shelf-Life Determination Training

Course is designed to provide participants with a deep understanding of the techniques, methodologies,

and regulations involved. With an emphasis on practical knowledge, this course prepares professionals to

implement best practices for stability studies, comply with regulatory standards, and optimize product

formulations for longer shelf lives.

The training covers the latest trends in stability testing, including accelerated testing, real-time stability

studies, and predictive modeling. With a focus on emerging technologies and global regulatory

requirements, this course ensures that participants are equipped with the tools needed to address

challenges faced in stability testing and shelf-life determination. Whether you're in research and

development, quality control, or regulatory affairs, this course provides valuable insights and actionable

strategies for maintaining product quality and meeting market demands effectively

Programme Curriculum

Stability Testing and Shelf-Life Determination Training Course

Introduction

Stability Testing and Shelf-Life Determination are crucial aspects of product development, ensuring that

products maintain their safety, quality, and efficacy over time. In the pharmaceutical, food, cosmetic, and



chemical industries, determining a product's stability is vital to predict how it will perform under various storage

conditions and throughout its shelf life. Stability Testing and Shelf-Life Determination Training Course is

designed to provide participants with a deep understanding of the techniques, methodologies, and regulations

involved. With an emphasis on practical knowledge, this course prepares professionals to implement best

practices for stability studies, comply with regulatory standards, and optimize product formulations for longer

shelf lives.

The training covers the latest trends in stability testing, including accelerated testing, real-time stability studies,

and predictive modeling. With a focus on emerging technologies and global regulatory requirements, this

course ensures that participants are equipped with the tools needed to address challenges faced in stability

testing and shelf-life determination. Whether you're in research and development, quality control, or regulatory

affairs, this course provides valuable insights and actionable strategies for maintaining product quality and

meeting market demands effectively.

Course Duration

10 days

Course Objectives

1. Understand the principles and importance of stability testing in the pharmaceutical and food industries.

2. Learn to determine the shelf life of products using various testing methodologies.

3. Gain knowledge of regulatory guidelines for stability testing (ICH, FDA, EMA).

4. Master the design and implementation of accelerated stability tests.

5. Understand the role of environmental conditions in product stability.

6. Familiarize with different packaging materials and their impact on shelf life.

7. Analyze the chemical, physical, and microbiological stability of products.

8. Learn how to interpret stability data and make informed decisions.

9. Understand the statistical methods used in stability studies.

10. Explore the use of predictive modeling in shelf-life determination.

11. Investigate case studies of stability failures and product recalls.

12. Examine the role of stability testing in new product formulations and regulatory submissions.

13. Learn how to prepare stability reports for regulatory agencies.

Target Audience

1. Pharmaceutical Scientists and Researchers

2. Quality Control and Assurance Managers

3. Regulatory Affairs Professionals

4. Product Development Specialists

5. Chemists and Lab Technicians

6. Food Industry Professionals

7. Cosmetic Formulation Experts

8. Manufacturing Engineers in Product Design and Packaging

Course Modules

Module 1: Introduction to Stability Testing

Definition and importance of stability testing

Regulatory frameworks (FDA, ICH, EMA)



Types of stability tests (Accelerated, Real-time)

Stability testing across industries (pharmaceutical, food, cosmetics)

Case study: Overview of shelf-life determination techniques

Module 2: Regulatory Guidelines in Stability Testing

Understanding ICH Q1A & Q1B

FDA and EMA requirements for stability data

Global regulatory compliance

Stability testing for new products

Case study: Role of stability data in drug approvals

Module 3: Design of Stability Studies

Designing stability studies: factors and variables

Determining storage conditions and durations

Selection of appropriate testing methods

Packaging considerations in stability studies

Case study: Practical tips for effective study design

Module 4: Accelerated Stability Testing

Fundamentals of accelerated testing

Temperature and humidity control in accelerated testing

Stability testing protocol and duration

Interpreting accelerated test results

Case study: Success stories in accelerated testing

Module 5: Real-Time Stability Studies

Importance of real-time testing in determining shelf-life

Data collection and analysis techniques

Stability in varying environmental conditions

Case study: Challenges and best practices

Real-life examples from the pharmaceutical industry

Module 6: Predictive Modeling for Shelf-Life

What is predictive modeling and how it applies to stability testing

Use of statistical tools in modeling shelf-life

Case studies on the application of predictive models

Predictive modeling software and tools

Advantages over traditional methods

Module 7: Packaging and Stability

Types of packaging and their impact on stability

Material selection and compatibility

Protective packaging in pharmaceutical and food industries

Case study on packaging failures

Packaging technology innovations



Module 8: Statistical Methods in Stability Testing

Statistical principles in stability analysis

Data analysis tools and software

Interpreting stability data using statistical tests

Variability and its impact on results

Case study: Applying statistical methods to real-world data

Module 9: Stability Failures and Product Recalls

Case studies of stability-related product recalls

Common causes of stability failure

Lessons learned and preventive measures

Impact of stability failures on business reputation

Case study: Preventing stability issues in the future

Module 10: Best Practices for Stability Testing Reports

Regulatory requirements for stability testing documentation

Structuring a stability report for submission

Key components of a stability study report

Common mistakes in report writing

Case study on successful report submissions

Module 11: Advanced Technologies in Stability Testing

New technologies in stability testing

Role of automation and digital tools

Advances in testing equipment

Case studies in innovation

The future of stability testing technology

Module 12: Market Trends and Shelf-Life Challenges

Consumer demand for longer shelf-life products

Impact of regulatory changes on stability testing

Global challenges in stability studies

Responding to market pressure for quicker results

Case studies of companies overcoming stability challenges

Module 13: Sustainability in Shelf-Life Testing

Environmentally friendly stability testing practices

Reducing waste in stability studies

Sustainable packaging and its impact on shelf life

Trends in eco-conscious product formulations

Case studies on sustainability initiatives

Module 14: Industry-Specific Stability Testing Approaches

Pharmaceutical industry considerations

Stability testing in the food industry



Cosmetics: unique challenges in stability testing

Chemical products and shelf-life determination

Case study: Cross-industry comparisons

Module 15: Final Assessment and Course Conclusion

Summary of key learnings

Group discussion on challenges in stability testing

Final exam covering key concepts

Case study: Industry certification in Stability Testing

Career opportunities and further learning

Training Methodology

This course employs a participatory and hands-on approach to ensure practical learning, including:

Interactive lectures and presentations.

Group discussions and brainstorming sessions.

Hands-on exercises using real-world datasets.

Role-playing and scenario-based simulations.

Analysis of case studies to bridge theory and practice.

Peer-to-peer learning and networking.

Expert-led Q&A sessions.

Continuous feedback and personalized guidance.

 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.

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

mailto:info@fineskilltrainingcenter.com


Start Date End Date Location Price

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/stability-testing-and-shelf-life-determination-training-course

