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The Common Technical Document
13-14 Mar 2023, Live webinar
+ 2 more dates - see back page for full schedule

A comprehensive review of the regulations and technical requirements for
chemistry, manufacturing and control (CMC) management of your application.

Programme at a glance:
 What is the CTD?
 The importance of
chemistry/manufacturing
and controls (CMC)
 Assessment of biologics
and why the CMC section
for these products is more
extensive
 A deep-dive in Module 3 –
examining the content of
all sections
 Post-approval maintenance

 Potential scenario’s for
Module 3
 Basic principles for eCTD
authors (incl. focus on
global dossier roll-out)
 Trends, developments and
future outlook
 Summary of Module 3 and
what should stand out
from the Quality Overall
Summary (module 2)
Full programme inside

 “Content is well designed and
flowing the step by step informative topics.
Presentation - well presented and weighed
on important sections. Speaker - very
interactive and made easy to understand.
He is taking interest to answer the
questions until I was clear about topics. He
has focused on the key sections and
explained in details about it. Interactive
sessions are really good and keep my self
engaged throughout the training. ”
Nikhil Soni, Regulatory Affairs Specialist,
Thermofisher Scientific Limited

 “An excellent 2 days - required
lots of concentration but worth it. It was
very engaging and encouraged me to
continue learning and improving.”
Jane Kean, Regulatory Associate, Elanco UK AH
Limited

 “Great speaker, capable of
transmitting his knowledge in an enjoyable
and interactive way. ”
Rocio Arias, Regulatory Affairs Technician ,
Pharmex Advanced Laboratories, S.L.

The Common Technical Document
13-14 Mar 2023, Live webinar
+ 2 more dates - see back page for full schedule

Course Overview

Expert trainers

This interactive two-day course will provide you with a clear and
comprehensive understanding of the regulatory and technical
requirements for CMC management of your full and generic
application in major markets of the EU and USA. Furthermore, the
course examines the requirements for global roll-out of the dossier to
ROW regions including LATAM, ASEAN, MENA and CIS territories.
You will increase your ability to manage all aspects of development of
the CMC applications after two days of intensive lectures, group work
and discussion sessions, covering everything you need to know about
compiling the chemistry and pharmacy section of your generic dossier.
Skills you will gain include:
Effective compilation of the Common Technical Document (CTD)
and critical review of documentation
Quality by design (QbD), critical attributes and developing new
product using the CQA pyramid model
Compiling and submitting Module 3 (CTD) of your registration
dossier
Identifying the extent of content expected by EU and US regulators
Achieving the quickest turnaround of your submission
Managing the pharmaceutical and quality aspects of your
developments and registration dossier in Europe and the US
Ensuring right-first-time development
Meeting the legal framework and guidelines for the CMC/quality part
of the dossier and links to GMP

Who should attend
Senior analytical chemists
Formulation chemists
Technical services chemists
Registration staff (all levels)
Quality managers
Quality control directors
R&D project managers
 “It was one of the best workshops I have attended: content
was according to expectations, all questions were answered, presenter
was passionate and kept the energy high during the presentations.”
Iris Vanwelkenhuysen, CMC Dossier Leader, Galapagos

 “The speaker is really an expert on the CTD requirements
and teaches the mindset required to make up a good dossier. I learned a
lot from this course.”
Wendy Masman, Regulatory Affairs Officer, Beaphar B.V.

 “Excellent presentation by a first-class speaker who has a
wealth of knowledge. I particularly liked the interactive exercises.”
Wil Pantin, New Product Introduction Manager, M & A Pharmachem Ltd

How to book:
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Hans van Bruggen (13-14
Mar 2023, 10-11 Jul
2023, 27-28 Nov 2023)
Hans van Bruggen is CEO
of and Senior Regulatory
Affairs Scientist at
Qdossier. He holds an
MSc. in Pharmaceutical Medicine
from the University of Surrey (UK) and
has worked in the pharmaceutical
industry for more than 35 years,
primarily at global or European
headquarters sites. He has gained a
wealth of experience and a
comprehensive view on what
information is needed to evaluate the
benefit/risk ratio of drugs for patients
and healthy volunteers. He
approaches interdisciplinary and
international processes using that
scientific background. He applies new
technologies and Artificial Intelligence
to facilitate the business and let
people focus on what they can do
best.
Marloes van der Geer
(10-11 Jul 2023, 27-28
Nov 2023)
Marloes van der Geer
works as senior
regulatory affairs
scientist at
Qdossier. Marloes holds a master in
Life Sciences (Drug Innovation) from
the University of Utrecht, the
Netherlands. For nine years she held
several positions at Hoffmann-la
Roche in Switzerland, including the
role of regulatory intelligence manager
and regulatory policy lead for the
EMEA region. Marloes has been
actively involved in several industry
associations like EFPIA and IFPMA.
Also, she contributed to the ongoing
IMI PREFER project in Europe, focused
on the generation and use of patient
preference data. In 2019, Marloes
joined Qdossier. Marloes’ areas of
expertise are: eCTD, lean authoring,
publishing, biopharmaceuticals (incl.
biosimilars), clinical development,
regulatory convergence &
harmonization and facilitated
registration pathways (incl. orphan
drugs), local RA activities (e.g. product
information management).

bookings@management-forum.co.uk




+44 (0)20 7749 4730

The programme

What is the CTD?

Post-approval maintenance

Pharmaceutical medicine and documents
Introduction to CTD, ICH and eCTD
Introduction to data standards relevant to
module 3 (incl. EMA SPOR, ISO-IDMP)

What and why?
EU eCTD lifecycle management
US eCTD lifecycle management
Product lifecycle management (ICH Q12) and
established conditions

The importance of
chemistry/manufacturing and
controls (CMC)

Potential scenario’s for Module 3
EDQM certificate of suitability of monographs of
European pharmacopeia (CoS/CEP)
Active substance master file (ASMP)
US drug master files (DMFs)

Setting the scene for the module 3 deep-dive

Assessment of biologics and why
the CMC section for these
products is more extensive
A deep-dive in Module 3 –
examining the content of all
sections

Basic principles for eCTD authors
(incl. focus on global dossier rollout)
Separating content from contexts
Applying the right document granularity
Lean and structured authoring

Module 3.2 for the substances (32S)
Module 3.2 for the final products (32P)
Appendices and regional information in Module 3
(32A and 32R)
Additional data for generics in the US (ANDA
tables)
Process validation deep-dive (S25 + P35)
Comparability across batches (ICH Q5E)
Quality-by-Design and Quality Target Product
Profile (ICH Q8, Q9 and Q10)
Analytical method deep-dive (ICH Q2 and
beyond)
Process analytical technology
Pharmaceutical quality system (ICH Q10)

Trends, developments and future
outlook
Identification of medicinal products (IDMP)
FDA Knowledge-Aided-Structured-Assessment
and Structured-Application (FDA-KASA)
FDA Pharmaceutical quality/Chemistry
manufacturing and control (PQ/CMC) data
elements
EMA Digital Application Dataset Integration
(DADI) project
Accumulus synergy – global information
exchange platform

Summary of Module 3 and what
should stand out from the Quality
Overall Summary (module 2)

 Run this programme in-house for your whole team
Coming to Management Forum for
your in-house training provides an allinclusive service which gives you
access to a wide variety of content,
learning platforms and delivery
mechanisms as well as your own
personal training adviser who will work
with you from the initial enquiry through

How to book:




to feedback and follow-up after the
programme.
With over 600 trainers, all practitioners
and experts across a huge range of
fields, we can provide the training you
need, where you need it, when you need
it, and at a price which suits your
budget. Our approach to tailored
learning and development consists of

management-forum.co.uk/2182




designing and delivering the
appropriate solution for each client.
For your FREE consultation and to find
out more about how we can work with
you to solve your training needs, please
contact Yesim Nurko on +44 (0)20
7749 4730 or email
inhouse@management-forum.co.uk

bookings@management-forum.co.uk




Receive a
Free
in-house
consultation

+44 (0)20 7749 4730

The Common Technical Document
Schedule and prices

Three ways to book:
Online
managementforum.co.uk/2182

Email
bookings@managementforum.co.uk





Telephone
+44 (0)20 7749 4730



Ref

Date

Location

Price

Early booking price

Until*

12184

13-14 Mar 2023

Live webinar

GBP 1,299 + VAT = 1,558.80
EUR 1,869 + VAT = 2,242.80
USD 2,129 + VAT = 2,554.80

GBP 1,099 + VAT = 1,318.80
EUR 1,589 + VAT = 1,906.80
USD 1,817 + VAT = 2,180.40

6 Feb

12139

10-11 Jul 2023

Rembrandt Hotel
11 Thurloe Place
London
SW7 2RS

GBP 1,499 + VAT = 1,798.80
EUR 2,149 + VAT = 2,578.80
USD 2,449 + VAT = 2,938.80

GBP 1,299 + VAT = 1,558.80
EUR 1,869 + VAT = 2,242.80
USD 2,137 + VAT = 2,564.40

5 Jun

12754

27-28 Nov 2023

Live webinar

GBP 1,299 + VAT = 1,558.80
EUR 1,869 + VAT = 2,242.80
USD 2,129 + VAT = 2,554.80

GBP 1,099 + VAT = 1,318.80
EUR 1,589 + VAT = 1,906.80
USD 1,817 + VAT = 2,180.40

23 Oct

Your choice of date & location

We can present this course on an in-house basis, tailored to your
requirements, at your location and/or online. Contact us at
inhouse@management-forum.co.uk or see inside the brochure for more
details of how this can be a more cost-effective approach.



Multiple booking discounts

Booking more than one delegate on any one date qualifies for a 15%
discount on the second and subsequent places.



Venue and accommodation

Visit the course page at management-forum.co.uk/2182 for more details
on the venue, and information on preferential booking rates for our
customers.



* Note the early booking discount cannot be combined with any other offers or promotional code

 The ‘Small Print’
FEE
The fee includes all meals and refreshments for
the duration of the course (for venue-based
courses) and a complete set of course materials
(provided electronically). If you have any
particular requirements, please advise customer
services when booking.
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PLEASE NOTE
Falconbury Ltd reserve the right to change the
content and timing of the programme, the
speakers, the date and venue due to reasons
beyond their control. In the unlikely event that
the course is cancelled, Falconbury will refund
the registration fee and disclaim any further
liability.

TERMS AND CONDITIONS
The rest of the ‘Small Print’, the event
cancellation policy and the terms and conditions
are on our website, please visit managementforum.co.uk/content/terms-and-conditions

www.linkedin.com/company/management-forum-ltd

