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This intensive one-day course will
provide an overview of eCTD
submissions and clarify the main
components required for a
successful submission.



Format:
Live online



CPD:
6 hours for your records



Certi�cate of
completion



Course overview
The eCTD (electronic Common Technical Document) is now
mandatory for submissions in the EU and global regulatory
agencies are also moving towards the eCTD as a standard
submission process.

This intensive one-day course will provide an overview of eCTD submissions and
clarify the main components required for a successful submission. The expert
speakers will share their practical experiences of the eCTD and discuss how to
implement e�cient processes to build and publish submissions in both the EU and
US. You will consider the eCTD validation criteria and how to prepare for these in your
submissions as well as discuss life cycle management. An interactive case study
session will explore eCTD submission challenges and logistics and help consolidate
learning.

Bene�ts of attending:
Clarify the main components of the eCTD

Learn how to implement e�cient processes to build, publish and deliver regulatory
eCTD submissions

Discuss practical experiences of eCTD submissions in the EU and US

Consider life cycle management for eCTD submissions

Who should attend?

The course will be bene�cial to regulatory
professionals involved in the preparation of
electronic submissions. It will also be of interest
to anyone responsible for providing content for
the eCTD or who wants to understand the eCTD
better.
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Programme
Introduction and overview of the eCTD

The global regulatory framework

The bene�ts of using MS Word template

Demonstration of template

What are the main components of the eCTD?

Metadata

Documents

XML backbone

Life cycle management for eCTD submission

Granularity considerations

Combining documents

Use of operators

Review of eCTD validation criteria

Considerations (inherit zoom, �lenames, node extensions etc)

How to prepare for these (to prevent validation issues)

Practical experiences of submitting eCTDs

Experiences submitting in EU

Experiences submitting in US

Live demo

Publish, compile and submit an eCTD sequence
Considerations for outsourcing

Why outsource eCTD vs in-house?

How to select the right eCTD partner

Best practices for an outsourcing process
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Presenters

Maikel Bouman

21 Jul 2023 
17 Oct 2023

Maikel Bouman works as a Senior Regulatory Operations Manager at
Qdossier and in his role he has a strong focus on managing Regulatory
Operations, coordination, and development of staff; planning and
coordination of projects, including regulatory �lings of dossiers across
various regions and development and maintenance of technical solutions
supporting Regulatory Operations. Maikel has a broad subject matter
expertise on the quality control of data, document publishing,
planning/coordination, management, preparation/creation and dispatch of
different types of electronic submission formats to various regulatory
authorities such as the United States, Canada, Europe, Australia and
Switzerland.

 

 

Marloes van der Geer

21 Jul 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).

Mercia Lucouw

17 Oct 2023

Mercia Lucouw works as a regulatory affairs associate at Qdossier, a
Celegence company. 
She provides regulatory support to a variety of pharmaceutical companies. 
Mercia holds a bachelor degree in pharmacy (B.Pharm) from the North
West University, 
South Africa. For ten years she worked as a pharmacist in hospital and has
routinely been 
involved in international clinical trials. She is passionate to promote
healthcare and recently 
started her career in regulatory affairs. After joining Qdossier in 2021, she
has been involved 
several regulatory activities covering a variety of products. 
Mercia’s areas of expertise are preparation/creation and dispatch of
different types of 
electronic submission formats (e.g. US FDA, CA, EMA, CH), lean/structured
authoring. She 
is also part of the development team for Dosscriber™ (MS word eCTD
document templates).
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Course dates
21 Jul 2023 Live online 

09:30-17:00 UK (London) (UTC+01) 
Course code 12719

GBP 549 649
EUR 789 929
USD 893 1,049

Until 16 Jun

17 Oct 2023 Live online 
09:30-17:00 UK (London) (UTC+01) 
Course code 12387

GBP 549 649
EUR 789 929
USD 893 1,049

Until 12 Sep

How to book

 Online: 
ipi.academy/2454

Alternatively contact us to book, or
if you have any queries:

 Email: 
info@ipi.academy

 Phone: 
+44 (0)20 7749 4749

Discounts
Booking more than one delegate on any
one date quali�es for a 15% discount on
the second and subsequent places.

Most events qualify for an early booking
discount prior to 6 weeks before the
course date. Be sure to check on our
website, where the latest discounts will
be shown.

Further information
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.

Please note
IPI Academy (and our training partners) 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,
we will refund the registration fee and disclaim any further
liability.

Terms and conditions
The rest of the our terms, the event cancellation policy and
the terms and conditions are on our website, please visit
ipi.academy/content/terms-and-conditions

⬤

⬤
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Reviews


Excellent webinar summarising the
modular approach of eCTD and the
differences between M1 for different
regions/countries. Found information on
content versus context really important
from a regulatory operations point of view
and quality control aspects. Publishing
eCTD readiness section also helpful -
discussing components of
headers/footers, redundant info,
hyperlinking, appendices and cross
referencing. Thoroughly enjoyed watching
the live demo on building the submission
in Docubridge, seeing the validation
publish warning errors and backbone �le
explanations. Thank you very much
indeed.

Jillian Green 
Assistant Regulatory Operations Manager 
Kalvista Pharmaceuticals 
Jan 16 2023



Great webinar, and showed that it worked
for people that need a general
understanding - whether new or not.
Really engaging, great presentation and
explanation. Pitched at the perfect level

Matt Tyler 
Director of Business Development 
Celegence 
Jan 16 2023

Run this programme in-house for
your whole team

Coming to IPI Academy for your in-house training
provides an all-inclusive 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 to feedback and follow-up after the
programme.

With over 600 trainers, all practitioners and experts across a huge range of
�elds, 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 designing and delivering the
appropriate solution for each client.

For your FREE consultation and to �nd out more about how we can work with
you to solve your training needs, please contact our training advisers:

ALEKSANDRA BEER 
Tel: +44 (0)20 7749 4749 
Email: inhouse@ipi.academy

YESIM NURKO 
Tel: +44 (0)20 7749 4749 
Email: inhouse@ipi.academy

IPI Academy is a training initiative of Falconbury
and Management Forum; leading providers of
industry training for over 30 years, based in the
UK.

10-12 Rivington Street 
London EC2A 3DU

ipi.academy
Tel: +44 (0)20 7749 4749 
Email: info@ipi.academy
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