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Course overview
Writing for medical devices has its own particular skill set
and, with important regulatory changes in the industry, all
those involved in medical writing face a challenge to ensure
they have the necessary expertise and resources to ful�l the
requirements of the new regulation. 

This comprehensive course has been designed to provide you with a thorough
understanding of the essential aspects of medical writing, with a particular focus on
medical devices.

Under the guidance of our expert trainers, you will learn how to prepare a document
that is linguistically and stylistically appropriate and understand the effective use of
visual elements such as tables, graphs and �ow charts. The programme will examine
the content and structure of the CER – an integral part of the submission process, and
ensure that you are fully aware of what a Noti�ed Body is looking for in your clinical
evaluation.

Practical exercises and discussion will consolidate learning, and helpful tips and
techniques from experts in the �eld of medical writing and medical devices will
enhance your knowledge.

Who should attend?

Medical device professionals responsible for
preparing, writing and completing a CER

Medical writers producing reports for
medical device manufacturers

Regulatory affairs personnel involved in
preparing scienti�c documentation

Medical device personnel who require a
fundamental understanding of what is
required when drafting scienti�c reports for
their products

Contract research organisations (CROs)

R&D professionals
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Programme
Day 1

Overview of writing and editing documents

Substantive and technical aspects
Considering logic, text �ow, wordiness and accuracy

Looking at the details such as language editing, abbreviations
and acronyms

Preparing a clear message for the intended reader

Regulations applicable to the clinical evaluation of a medical device

Introduction to the European Medical Device Regulation (MDR)

Guidance documents for clinical evaluations – what is required?

Noti�ed Body expectations

Writing regulatory documents

Do different audiences and documents require different
approaches?

Corresponding with the authorities

Systematic literature searches for the CER

Effective search strategies

Deciding on what source data is required

State of the art

Aspects of English

Common errors in English that should be avoided

Brief overview of key punctuation points affecting meaning and
readability

Day 2

Improving readability – be kind to your reader

Structuring texts

In terms of language, how perfect do regulatory documents need to
be?

Structure and content of the CER

What is required to meet the regulation?

Contents of a CER

Conducting a clinical evaluation

CER case study workshop

Deciding on what source data is needed

Introduction to other medical device clinical regulatory documents

PMCF plan and report

Clinical investigation plan and report

Proofreading essentials

Final checks – not just a spell check

Practicalities, tips and tools

Key take-home messages
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Presenters

Barbara Grossman

Barbara Grossman has a passion for
proofreading, quality control, and education.
She is a biochemist by training and a
medical writer, editor and teacher by
profession, with 20+ years’ experience in
the pharmaceutical industry. Before starting
her own medical writing and consultancy
business (Hawkeye Medical Limited), she
built up and managed the medical writing
group at Covance, the contract research
organisation, working in a wide range of
therapeutic areas. She has given
professional development training at
educational institutions and organisations
such as the DIA (Drug Information
Association – Europe and USA), EMWA
(European Medical Writers Association) and
NICE (National Institute for Health and Care
Excellence), and has led many company-
internal training courses.

Barbara is an honorary member of EMWA,
was Treasurer 1998–2005, has been an
EMWA workshop leader since 2001, served
on EMWA’s Education Committee 2010–
2018, was the Education O�cer for 2 years
until 2016, and was EMWA's President for 1
year until May 2020. In addition, she is an
Associate Editor of Medical Writing,
EMWA’s journal. 

Gerry McGregor

Gerry McGregor received his PhD in at
Imperial College London, before taking up a
post-doctoral position at the Max Planck
Institute of experimental medicine in
Göttingen, Germany. During several years in
medical research at Marburg University,
Germany, Gerry published extensively in
scienti�c journals. In 2000, he joined the
pharma industry, where he began medical
regulatory writing. In 2008, he joined a small
CRO in Geneva as Head of Medical Writing
and, from 2017 until end of 2020, was a
Principal Medical Writer at Trilogy Writing &
Consulting. Since beginning of 2021, he has
been working as a Freelance Medical Writer.
During the last 10 years, he has written and
compiled several CERs for medical devices,
and is based in Germany.
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Course dates
4-5 Jul 2023 Live online 

09:30-17:00 UK (London) (UTC+01) 
Course code 12253

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

Until 30 May

23-24 Nov 2023 Live online 
09:30-16:45 UK (London) (UTC+00) 
Course code 12386

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

Until 19 Oct

How to book

 Online: 
ipi.academy/2469

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


I learned a lot from this webinar, it was
obvious that the speakers (Barbara and
Mary-Ann) are not only experts in their
domains but also passionate about them.

Andrea Parada 
Medical Writer 
Withings Inc 
Mar 15 2023



Barbara Grossman did a wonderful job
with her interactive presentations.

Netty Dorrestijn 
Clinical Evaluation O�cer 
Dutch Ophthalmic Research Center 
Mar 15 2023



The presenters were great, as were the
participants. Very good (funny) examples
in the technical writing sections :) Overall
very good

Terry Alverson 
Sr Director RA/CA 
Haemonetics, Inc 
Mar 15 2023



Both Janette and Barbara have been
great! The course content was very
interesting and informative... I really liked
how interactive it was - the speakers used
polls and several open questions to make
the conversation �owing. The workshop
was also a great way of exchanging ideas
with other participants and put in practice
what we had just learnt

Monica Masini 
Clinical Expert 
GE Healthcare 
Oct 19 2022

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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