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Success in the pharmaceutical
industry depends on the speed
and e�ciency of new drug
approvals and the quality of
documentation submitted to the
regulatory authorities. This
intensive, practical medical writing
course will bene�t participants by
enabling them to achieve this
standard.



Format:
Classroom, Live online



CPD:
18 hours for your
records



Certi�cate of
completion



Course overview
Success in the pharmaceutical industry depends on the
speed and e�ciency of new drug approvals. This process
largely relies on the quality of documentation submitted to
the regulatory authorities, and a high standard of medical
writing plays a vital role in ensuring a positive outcome. This
intensive three-day medical writing course will help you to
improve your skills and achieve this standard.

Aims and objectives

This event combines presentations from our expert faculty with practical exercises to
provide a thorough introduction to the basics of medical writing that goes beyond the
usual ‘overview’ courses. It will provide in-depth training in general writing and data
presentation skills, and speci�cally in the kind of documents most frequently
encountered in clinical research.

You will learn both the theoretical and practical aspects of writing for regulatory
authorities as well as the sensible use of international guidelines, standards and useful
writing tips. Many illustrative examples will be used, drawn from the course leaders’
wide experience of the pharmaceutical industry.

Who should attend?

The course will be of interest to all those in the
pharmaceutical industry who prepare research
reports and documentation intended for
regulatory authorities. Although the focus of the
seminar is on clinical research, many of the
principles will also apply to other types of
reports, including pre-clinical, CMC and
veterinary documentation. The practical training
will bene�t not only those new to medical
writing but also those wishing to perfect their
existing writing skills, including full-time medical
writers and those who only occasionally write
research documentation or regulatory
submissions.
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Programme
Day 1

Overview of writing: substantive and technical aspects

Improving readability – being kind to your reader

Punctuation speci�cs

Verb force and tense

The CSR

General aspects

CSR templates

Opening chapters and synopsis

Investigational plan

Results – e�cacy

Results – safety

Statistics for medical writers

Statistical basis of clinical studies

Misuse of p-values

Primary vs secondary e�cacy variables

Developing con�dence in con�dence intervals

Day 2

CSR – postscripts: after the main text

Quality control

Designing tables

Table types

Elements of table design

More on the CSR and improving readability

Day 3

The Common Technical Document

Introduction to clinical submission dossiers

Purpose and types of clinical summary documents

Writing the clinical overview and the clinical summary

Recent regulatory developments: really a common technical document?

Writing publications, including abstracts

Publications vs clinical study reports

Consort guidelines for reporting randomised controlled clinical trials

Maximising acceptance

Understanding instructions to authors

Advanced data presentation

Graphs, plots, charts and diagrams

Design and use of �owcharts

Just how perfect does your document have to be?

How important is ‘perfect’ grammar?

Suiting language to the audience

Is word order really important?

Quality vs time

Final checks – proofreading

Writing tips and tools

Working with co-authors and reviewers
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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. 

James Visanji

James holds a PhD in Medicine from the
University of Manchester, Masters in
Clinical Genetics from the University of
She�eld, Chartered Linguist status from
the Chartered Institute of Linguists, and the
European Medical Writers Association Nick
Thompson Fellowship.

After postdoctoral work at Istituto Europeo
di Oncologia, James started his medical
writing career in 2006. Based in Frankfurt,
he is currently Associate Director of
Regulatory Services at Synchrogenix, and
was previously Medical Writing Manager at
Trilogy Writing, and Deputy Director of
Medical Writing and Electronic Publishing at
Accovion.

James focuses on clinical and regulatory
documentation, in particular, submission
dossiers and subsequent regulatory
interactions. James has been training
medical writers and physicians since 2012,
and claims to get his biggest buzz from
making the next generation of writers as
effective as possible, as quickly as possible.
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Course dates
2-4 Aug 2023 Classroom 

Venue TBC 
Course code 12808

GBP 1,699 1,999
EUR 2,449 2,869
USD 2,801 3,269

Until 28 Jun

6-8 Dec 2023 Live online 
09:15-17:30 UK (London) (UTC+00) 
Course code 12368

GBP 1,349 1,649
EUR 1,939 2,359
USD 2,201 2,669

Until 01 Nov

How to book

 Online: 
ipi.academy/889

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


Barry Drees was fantastic and the way he was able
to explain complex topics in a simple but e�cient
way was outstanding.

Louise Bussey 
Senior Clinical Study Manager 
Vaccitech (UK) Limited 
Apr 27 2022



The content for each day was great and very
informative, as a new starter to the industry it really
helped me to gain an understanding of the layout,
structure and what to look out for in study reports
and submission documents etc. The presentations
were clear and concise, and it is clear that each
speaker is very passionate about their role, which is
shown through their strong knowledge and
experience. [...] each speaker came across very well
and their understanding of medical writing, along
with their expertise really helped me to understand
each aspect of their presentations thoroughly.

Ruby Morrissey 
Regulatory Writer 
Imperial Brands  
Apr 27 2022



The content was targeted, appropriate and
informative. Presentations were good,
incorporating both text and visual elements to keep
us engaged, and the speakers were friendly and
involved. I am new to medical writing. I hoped to
gain knowledge regarding the different documents I
may be working on, how to coordinate different
contributors, and how to involve statistics and data
presentation in my writing. This course
substantially helped to clarify these things.

Holly Smith 
Medical Writer (Graduate Program) 
WriteSource Medical 
Jul 11 2022



Overall, I found the webinar interesting and
worthwhile. The speakers were all highly
knowledgable and gave good advice. I believe this
webinar is suitable for beginner medical writers.

Dulama Richani 
Medical Writer 
WriteSource Medical Pty Ltd 
Jul 11 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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