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Format:
Live online



CPD:
12 hours for your
records



Certi�cate of
completion



Course overview
With some of the world’s best-known biologics continuing
to face patent expiration in the coming years, the biosimilar
market is set for continued growth.

This seminar will provide you with a global overview of biosimilars and how they differ
from the original biological product. The programme will discuss the unique
considerations of biosimilars as compared with small molecule generics.

Our expert trainer will cover the regulatory pathways and challenges for both the EU
and US for biosimilars, and explore the key dossier requirements for biotech products
compared to pharma products. Strategies for development of biosimilar products will
also be discussed and you will be introduced to key biological requirements and the
concept of totality for biological review.

Bene�ts of attending:

Discuss global considerations and de�nitions of biotech/biosimilar products

Gain an invaluable overview of the regulatory pathways for biosimilars in the EU
and US

Understand the key Module 3 dossier requirements for biotech products versus
pharmaceutical products

Learn how to develop effective strategies for development of biosimilar products

Who should attend?

The event will be relevant for those working in:

Regulatory

Quality assurance

Pharmaceutical development

R&D
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Programme
Day 1

Biologics Introduction

Technical and legal de�nitions

Examples of biologics

The complexity of biologicals

The challenges with development of biologics

Biosimilars vs Generics

How the process is the product

A simple excursive to be reminded of the difference between
biosimilars and generics

Creating a copy with limited and imperfect tools

The (e)CTD

International council of harmonization (ICH)

The common technical document

CMC explained (incl. quality by design, speci�cations)

Why the CMC section for biologics is more extensive (as compared
to small molecules)

The (e)CTD Continued

Day 2

The Registration Process

A review of EMA and FDA biosimilar guidelines

Biosimilar development as a step-wise approach
Quality

Non-clinical

Clinical

Non-comparable biologics

Other regulatory topics
Interchangeability

Naming

Labelling

Pharmacovigilance

Module 3 for Biosimilars - Section by Section

In-depth review of module 3 documentation with special remarks
regarding biologics and biosimilars speci�cally

Challenges for Biosimilar Sponsors

Global development

Costs

Uncertainty

Main players in the Biosimilar Field

A review of the current situation

Strategic Considerations

A summary of key points to consider when (starting to) develop
biosimilars

Case Study
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Presenters

Marloes van der Geer

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).

Hans van Bruggen

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 bene�t/risk ratio of
drugs for patients and healthy volunteers.
He approaches interdisciplinary and
international processes using that scienti�c
background. He applies new technologies
and Arti�cial Intelligence to facilitate the
business and let people focus on what they
can do best.
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Course dates
12-13 Jul 2023 Live online 

09:00-17:00 UK (London) (UTC+01) 
Course code 12247

GBP 1,099 1,299
EUR 1,589 1,869
USD 1,817 2,129

Until 07 Jun

30-31 Oct 2023 Live online 
09:00-17:00 UK (London) (UTC+00) 
Course code 12367

GBP 1,099 1,299
EUR 1,589 1,869
USD 1,817 2,129

Until 25 Sep

How to book

 Online: 
ipi.academy/2438

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

⬤

⬤

Biosimilars Page 5 of 6

https://ipi.academy/2438
mailto:info@ipi.academy
tel:442077494749
https://ipi.academy/content/terms-and-conditions


Reviews


Overall I found this course really helpful
and informative. One of the most
enjoyable and informative seminars I have
ever attended. Thank you for organizing
and a very special thanks to the great
speaker!

Deepthi Vanavasam 
Regulatory Affairs O�cer 
Thornton and Ross Ltd 
Jul 4 2022



Fully satis�ed; even this was managed
online, it was great.

 
Zentiva Group, a.s. 
Oct 6 2020



I gained much more understanding than
what I had intended to. The trainer also
involved everybody in the course and did
not make it boring. The topics of non-
clinical, clinical, strategy as well as
market entry/IP etc were covered brie�y
too. So that was an added advantage.

Anjali Apte 
Manager, Regulatory Affairs 
PharmaLex UK Services Ltd 
Oct 6 2020



Globally good presentation, speaker tried
to make people participate which is
di�cult by webinar.

Frédéric LALLEMAND 
Consultant 
Lallemand Conseil 
Oct 6 2020

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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