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Online Course: Understanding and preparing the quality and pharmaceutical module of 
the global CTD Dossier



Course Information

Key Learning Objectives
•	 �Understand the different levels of requirements in CMC during development and 

post-approval phase

•	 �Get an overview of the structure of the CTD Module 3 and Quality Overall Summary 
(QOS)

•	 �Understand the essential requirements for a drug substance and how to submit 
them

•	 Learn how to write the CTD sections on manufacturing and excipients

•	 �Control on the finished product: learn how to set appropriate specifications and 
write the section

•	 Understand the requirements for packaging materials

•	 Get an overview of stability requirements

Who Will Benefit
CTD training will be valuable to any person involved in the 
preparation of the CTD Module 3, as well as people from 
pharmaceutical development and/or production. For 
example:

•	 Regulatory affairs

•	 Regulatory CMC

•	 Quality assurance specialists

•	 Product scientists

•	 R&D pharmaceutical project managers

•	 �Analytical and stability laboratory managers (from R&D 
to GMP)

•	 Production technical experts
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Course Information

Meet Your Course DirectorAbout the Course
Preparing the registration dossier for the Marketing 

Authorisation application is a critical milestone of drug 

development. This course focuses on key regulatory 

requirements for the content and structure of the quality 

module of the Common Technical Document (CTD 

Module 3).

This CTD course provides knowledge on the scientific 

data that are required on the quality of the drug product 

and helps you understand the expectations of regulatory 

authorities worldwide in terms of content and level of 

detail.
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Sophie Nageotte 
Regulatory CMC Expert 

Sophie has over 20 years of experience in the 
pharmaceutical industry. She gained her Master’s 
degree in analytical chemistry from Manchester 
University and her Chemical Engineer degree from 
Montpellier School of Chemistry. She went on to work 
in pharmaceutical development and post-marketing 
CMC regulatory compliance in companies such as 
Bayer, Stragen, PregLem and Laboratories Galderma. 
She gained a strong experience in the worldwide 
regulatory environment for the manufacture and 
control of the medicines.

She now runs her own consultancy, delivering 
consultancy and support in writing IMPDs, CTD 
Module 3 and QOS, preparing variations and 
answering questions from health authorities.

Sophie also delivers training courses on European 
regulations for pharmaceuticals, writing of the 
Module 3, how to achieve global regulatory 
compliance, managing transfers of manufacturing 
sites and preparing variations for the ASEAN region.

“The course trainer was friendly 
and clearly very knowledgeable. I 
found the flexibility of the course 
and the structure very useful to fit 
around my schedule.”

Regulatory Affairs Specialist, 
Liqvor CJSC



Course Outline
Module 1: 
CMC IN THE DRUG DEVELOPMENT PROGRAMME
•	 What is CMC?
•	 Introduction to drug development.
•	 Considerations for CMC Data Requirements at different stages of drug development.
•	 Other considerations impacting CMC and Drug Development.

Module 2: 
CTD MODULE 3 & QUALITY OVERALL SUMMARY
•	 What does CTD mean?
•	 Module 3 Structure and Quality Overall Summary (QOS).
•	 Purpose and content of module 3 and QOS
•	 QOS strategy
•	 Future perspective

Module 3: 
PREPARING THE DRUG SUBSTANCE SECTION OF THE APPLICATION
•	 Analysing the needs for the section
•	 How to submit information – Drug Master Files, Certificates of Suitability, other methods
•	 Detailed information requirements for the section

Module 4: 
ESSENTIAL INFORMATION FROM API SUPPLIERS
•	 Identify essential data requirement
•	 Understand the essential requirements from API suppliers/manufacturing section
•	 Impact on finished products

Module 5: 
MEETING MANUFACTURING AND INSPECTION REQUIREMENTS
•	 Regulatory compliance and manufacturing issues in relation to the application
•	 Clarifying manufacturing licence criteria
•	 Preparing for pre-approval inspection
•	 Examining the relation between GMP and CTD Module 3

Module 6: 
WRITING THE SECTION ON THE MANUFACTURE OF THE DRUG 
PRODUCT AND PROCESS VALIDATION
•	 Examining the content of the section: How much information to provide
•	 Defining the difference between process development and validation
•	 Post-approval commitments
•	 Writing the sections on excipients
•	 Examining the content of the section

Module 7:
WRITING THE SECTIONS ON CONTROL OF THE FINISHED PRODUCT
•	 Examining the content of the section
•	 Control of the drug product

Module 8: 
MODULE 7 SPECIFICATIONS
•	 Identify and understand the writing of specifications Dossier Requirements.
•	 Adjusting specifications during development.
•	 Justification of specifications.

Module 9: 
STABILITY SECTION
•	 Examine the content of the section
•	 Evaluation of stability data and the impact on shelf-life
•	 QbD and Stability

Module 10:
Pharmaceutical packaging
•	 Regulatory requirements for pharmaceutical packaging
•	 How to reflect requirements in the dossier
•	 Quality and suitability of packaging
•	 Packaging specifications
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Terms, Privacy Policy & Updating Your Details: Please visit us at www.informaconnect.com/terms-and-policies for terms and conditions and privacy policy. 
Database amendments can be sent to training@informa.com.au or call +61 (2) 9080 4399. 

ON-SITE & CUSTOMISED TRAINING
Informa Connect Academy has a long-standing track record of delivering very successful customised learning solutions achieving real and measurable value for our clients through our 
senior training consultants. If you have 8+ interested people, an on-site course can be the ideal solution – giving you the opportunity to customise our course content to your specific 
training needs, as well as attracting significant savings compared to public course costs.

ABOUT INFORMA CONNECT ACADEMY
Informa Connect Academy is a premier provider of global education and training solutions  that caters to a diverse range of professionals, industries, and 
educational partners. We are  dedicated to promoting lifelong learning and are committed to offering learners expert guidance, training, and resources to help 
them stay competitive in a rapidly changing world.

Our comprehensive range of courses and programmes are tailored to meet the needs of all professionals, from aspiring specialists to seasoned experts. We partner with elite academic 
organisations and industry leaders with unmatched expertise in their respective fields to deliver an exceptional learning experience.

WHY CHOOSE ON-SITE WITH INFORMA CONNECT ACADEMY?
1. 	� Custom design – Together, we will identify the best blended learning solution for your culture, your people and your training objectives.

2. 	� Quality assured – We design market-leading training programs, concepts and methodologies, with a 400+ course portfolio. Our rigorously selected 900+ instructor faculty are 
recognised experts in their field. Quality of their content and delivery methods is assured through continuous monitoring and evolution.

3. 	On-site training is a cost effective way to train your people and achieve your defined outcomes.

Speak with Sushil Kunwar on +61 (2) 9080 4370 to discuss your customised learning solution, or  email training@informa.com.au

Course Code Location/ Format Course Dates Standard Price

Great Savings: 

When you book 4 or more participants! Call us today on +61 (2) 9080 4399 or email training@informa.com.au to take 
advantage of the discount offer.

P24GO51ON Online Program 29 January - 1 March 2024 $2,095 + $209.50 GST $2,304.50

P24GO51ON02 Online Program 6 May - 7 June 2024 $2,095 + $209.50 GST $2,304.50

P24GO51ON03 Online Program 2 September - 4 October 2024 $2,095 + $209.50 GST $2,304.50

29 January - 1 March 2024 | 6 May -7 June 2024 | 2 September - 4 October 2024
5-week online course 10 Modules | 2 hours per week
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