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Contact Details

EMWA Head Office is organising this conference. Please contact us at:
EMWA Head Office
Durford Mill, Petersfield, Hampshire, GU31 5AZ, UK
Tel: +44 (0) 1730 715216
Fax: +44 (0) 870 442 9940
Email: emwaconference@associationhq.com

Conference Organising Committee

We would like to thank the following people for putting together the conference programme:

Adam Jacobs
Andrea Palluch
Art Gertel
Joeyn Flauaus
Laurence Auffret
Lisa Chamberlain-James
Laura Russell
Sam Hamilton
Sarah Choudhury
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Venue Details

When? 11�13 November 2010

Where? Radisson Blu Hotel*, Nice
223 Promenade des Anglais
F-06200 Nice
France
Telephone: +33 (0) 497 177 177
Fax: +33 (0) 493 712 171
http://www.radissonblu.com/hotel-nice

Situated on the famous Promenade des Anglais and facing the sea, the Radisson Blu Hotel
blends perfectly with its modern and dynamic surroundings.

Easily accessible from Nice Airport and the principal routes in and out of the city and old town,
this contemporary urban resort effortlessly mixes luxury and elegance, ensuring an unforgettable
stay.

Information about restaurants and facilities: E-mail: guest.nice@radissonblu.com

Accommodation? EMWA has reserved a limited number of rooms at the Radisson Blu Hotel at the special rate of
€130.00 per room, per night for a single occupancy bedroom, including buffet breakfast and VAT.
Tax will be charged extra at €1.20 per person per day. Double rooms can also be booked at
€145.00 per room per night.

The contemporary design of the 331 recently refurbished bedrooms and suites reveals itself in three
distinct themes: Urban, characterised by sleek, clean lines; Chili, brought to life with a vibrant and
energetic palette; and finally Ocean, refreshing, light colours and a soothing zen-like feel.

You will find state-of-the-art technology in each bedroom offering an unbeatable level of service
and comfort. Each bedroom and every suite boasts a flat screen LCD television and free high-speed
internet access (both hard-wired and wireless).

If you feel like spoiling yourself, why not opt for the added luxury of the Business Class rooms.
Each room offers of which offers a superior level of comfort with impressive sea views, a
complimentary newspaper, Nespresso machine, and free access to the Fitness Centre.

To take advantage of the discounted conference rate, please use the booking form at the back of
this brochure.

The conference rate will be valid until 30 October 2010, after which time the hotel reserves the
right to offer rooms subject to availability and at the prevailing rate.

*EMWA reserves the right to alter the venue, if necessary.
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Alternative accommodation is available, but is rather limited within walking distance to the
conference venue. Please note that EMWA is only providing the names of these hotels and not
necessarily endorsing them.

Boscolo Plaza Hotel ����
Avenue de Verdun, 12
Nice
France
Telephone: +33 (0) 493 167 575
Fax: +33 (0) 493 886 111
Email: reservation@nice.boscolo.com
http://www.boscolohotels.com/eng/hotels/plaza/luxury-hotel-nice.htm

West End Hotel ����
31 Promenade Des Anglais
06000 Nice
France 
Telephone: +33 (0) 492 144 400
Fax: +33 (0) 493 888 507

Hotel Mercure Promenade Des Anglais ����
2 rue Halevy
06000 Nice
France
Telephone: +33 (0) 493 826 222
Fax: +33 (0) 493 821 820
Email: H0360-RE@accor.com 
http://www.mercure.com/gb/hotel-0360-mercure-nice-promenade-des-anglais/index.shtml

Hotel Regence ��
21 rue Massena
06000 Nice
France
Telephone: +33 (0) 493 877 508
Fax: +33 (0) 493 824 131
Email: hotelregence@wanadoo.fr
http://www.crescere.fr/hotels-regence-en.htm

Conference Registration

Please go to the EMWA website and follow the links from the home page to 
register for the conference.
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Dear EMWA Colleagues,

We are delighted to invite you to attend the 31st EMWA conference in Nice, France. 

As usual, the focus of the autumn conference will be the EMWA Professional Development Programme (EPDP). This
conference features popular workshops, some of which EMWA has not presented for a while, providing members with
plenty of opportunities to gain further credits towards completing their foundation and advanced certificates.

Each parallel session features workshops from at least four, if not all five EPDP options: Drug Development,
Language and Writing, Medical Communications, Medical Science, and Professional Techniques. All sessions include
workshops at foundation and at advanced level. Each session also includes a workshop that EMWA is presenting for
the first time at this conference. The EPDC are running these new workshops under assessment and at a discounted
rate. Although these workshops will not provide EPDP credit at this conference, they will offer new learning
opportunities for old and new members alike. They are also a sign that the EPDP continues to grow and diversify at
every EMWA conference.

The EPDP would not exist without the dedication of our voluntary workshop leaders, supported by the EMWA
Professional Development Committee. Many thanks to all who help to produce and support the conference programme.

Like all EMWA conferences, this conference is a powerful platform for networking with colleagues and making new
contacts. We truly hope you will be able to develop your knowledge and increase awareness of your field and
beyond. Our workshop leaders and members (medical writers, editors, translators, research scientists, and related
professionals), come from diverse backgrounds and bring with them a wealth of experience and knowledge of
working in pharmaceutical companies, CROs, medical communication agencies, universities, and publishing
companies. A substantial number are freelancers or work in their own small businesses, and the Freelance Business
Forum will again be offering one of the few opportunities in Europe for so many freelancers to meet in one place.

You can continue exchanging ideas and making new friends in the evening too, if you join our social event
programme that takes you to the heart of Nice.

We are very excited about this conference and we are really looking forward to seeing you there!

Message from the

EMWA President
and Education Officer

Laurence Auffret
EMWA President

Stephen de Looze
EMWA Education Officer
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Conference Overview
Thursday, 11 November 2010
15:30�20:30 Collect your badge and conference paperwork from the EMWA information desk

Evening

18:30�19:30 1. Opening Session: Living and Working in the South of France
Helen Baldwin (Scinopsis)
Why Sensible People Say Daft Things
Alistair Reeves (Ascribe Medical Writing and Translation)

19:30�21:30 Welcome Drinks Reception

Friday, 12 November 2010
07:30�18:30 Opening hours for the EMWA information desk

Morning

08:00�08:45 2. Plenary Lecture: Are You in Business or Busy-ness? 
Four ways to Get Your Life Back on Purpose
Elaine Bailey (Ontrack International Ltd)

09:00�12:00 3. Good SOP Practice: Processes and Authoring
DDF18 (Drug Development � Foundation)

Tracy Farrow (PPD) and Sam Hamilton (Sam Hamilton Medical Writing Services Ltd)

09:00�12:30 4. Writing Global Submission Dossiers using the Common Technical Document
DDA1 (Drug Development � Advanced)

Stephen de Looze (Accovion GmbH)

09:00�12:30 5. Introduction to the Paediatric Investigation Plan Application
DDA10a (Drug Development � Advanced)

Douglas Fiebig (Trilogy Writing & Consulting GmbH)

09:00�12:00 6. Sharpen up Your Writing Skills
LWF8 (Language and Writing � Foundation)

Jo Whelan (Freelance)

09:00�12:30 7. Master Class: Editing and Rewriting English for Non-Native Speakers 
LWA5 (Language and Writing � Advanced)

Rosemary Bischoff (ClinWrite) and Alistair Reeves (Ascribe Medical Writing and Translation)

09:00�12:00 8. Introduction to Manuscript Writing
MCF1 (Medical Communication � Foundation)

Julia Forjanic Klapproth (Trilogy Writing & Consulting GmbH) and Phil Leventhal (4Clinics)

09:00�12:30 9. Analysis of Variance and Regression Analysis 
PTA9 (Professional Techniques � Under Assessment (Advanced))

Adam Jacobs (Dianthus Medical Limited)

Lunch will be served from 12:00 to 14:00 h
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Afternoon

14:00�17:00 10. The EU Clinical Trials Directive
DDF19 (Drug Development � Foundation)

Susan Bhatti (Premier Research Germany Ltd)

14:00�17:30 11. Medical Writing and Observational Studies
DDA9 (Drug Development � Advanced)

Thomas Wagner (Trilogy Writing & Consulting GmbH)

14:00�17:30 12. Clinical Trial Disclosure for Medical Writers: Results Posting 
DDA16 (Drug Development � Under Assessment (Advanced))

Tatjana Poplazarova (GlaxoSmithKline Biologicals, Belgium) and 
Uma Swaminathan (GlaxoSmithKline Biologicals, Belgium)

14:00�17:00 13. Summarising 
LWF9 (Language and Writing � Foundation)

Wendy Kingdom (Freelance)

14:00�17:30 14. Beyond Simple Editing 
LWA4 (Language and Writing � Advanced)

Barbara Grossman (Hawkeye Medical Limited) and 
Marian Hodges (National Institute for Health and Clinical Excellence)

14:00�17:30 15. From Clinical Study Report to Manuscript
MCF8 (Medical Communication � Foundation)

Helen Baldwin (Scinopsis)

14:00�17:00 16. Basics of Epidemiology for Medical Communicators
MSF3 (Medical Science � Foundation)

Rita Wellens (Wellens Clinical Research Consulting)

14:00�17:00 17. Medical Writing and Quality Control: Clinical Study Reports
PTF4 (Professional Techniques � Foundation)

Alison McIntosh (AAG Medical Writing)

Evening

17:30�18:30 18. Freelance Business Forum
Sam Hamilton (Sam Hamilton Medical Writing Services Ltd) and 
Alistair Reeves (Ascribe Medical Writing and Translation)

Social Programme Options

L�Indyana Restaurant
Le Safari Restaurant
Le Nautique Restaurant
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Saturday, 13 November 2010
08:00�13:30 Opening hours for the EMWA information desk

Morning

09:00�12:00 19. Basic Concepts of Study Design in Clinical Development
DDF13 (Drug Development � Foundation)

Rosemary Bischoff (ClinWrite) and Adam Jacobs (Dianthus Medical Limited)

09:00�12:30 20. Quality Awareness in Clinical Study Report Development
DDF21 (Drug Development � Foundation)

Nicky Dodsworth (Premier Research Group Limited)

09:00�12:00 21. Drug Safety for Medical Writers Part 2: Laboratory Data
DDF23 (Drug Development � Foundation)

Wendy Kingdom (Freelance) and Gillian Pritchard (Sylexis Limited)

09:00�12:30 22. Clinical Trial Disclosure for Medical Writers: Protocol Registration
DDA17 (Drug Development � Under Assessment (Advanced))

Kelly Goodwin Burri (CSL Behring AG)

09:00�12:30 23. Publication Strategy
MCA1 (Medical Communication � Advanced)

Julia Donnelly (Freelance)

09:00�12:00 24. Why do Drugs and Medicines have Adverse Effects?
MSF6 (Medical Science � Foundation)

John Carpenter (Freelance)

09:00�12:30 25. Do More with Less Faster: Project Management for Biomedical Communications 
PTA2 (Professional Techniques � Advanced)

Art Gertel (Beardsworth Consulting Group, Inc.)

09:00�12:30 26. Scheduling and Proposal Writing: The Clinical Study Protocol and Report 
PTA6 (Professional Techniques � Advanced)

Sam Hamilton (Sam Hamilton Medical Writing Services Ltd)

Lunch will be served from 12:00 to 14:00 h
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Fees and Registration
Conference Registration is available only to members of the European Medical Writers Association Ltd (EMWA). 
If you would like to become a member, please contact EMWA Head Office by email to info@emwa.org or apply
online at http://www.emwa.org/component/option,com_facileforms/Itemid,244/.

Members, please register for the conference by following the links from the Members Home Page at www.emwa.org.

Registration Fees

Registration fees include the opening session, plenary lecture, welcome drinks reception, freelance business forum,
two full lunches, refreshment breaks and conference materials.

Please note that all registration fees are payable in advance. Your conference registration will be confirmed as soon
as payment has been received.

Please note if payment has not been received by Thursday 4th November, EMWA reserves the right to charge the
higher late/onsite registration fee for your conference attendance. Delegates will be asked to settle all outstanding
payment before receiving their delegate badge and conference materials onsite. Further, EMWA reserves the right to
refuse admission to anyone who has not paid in full.

Workshop Fees
Foundation Workshop €138
Foundation Workshop under assessment €92
Advanced Workshop €215
Advanced Workshop under assessment €144

EPDP Enrolment
EPDP Enrolment at either foundation 
or advanced level €103
Valid for five years from date of issue

In order to gain credit for workshops you must be enrolled in the EMWA EPDP at the respective level (foundation or
advanced). It is acceptable to participate in a workshop without being enrolled in the EPDP, but no credit will be
awarded.

Changes to your registration
EMWA reserves the right to charge an administration fee (currently €20) for changes to conference registrations (e.g.
a change in choice of workshops).

Invoicing
For UK accounting purposes, the conference invoice will be addressed according to the details on your membership
record. Please ensure that these details are correct by logging in and viewing your details at
http://web2.emwa.org/eseries/scriptcontent/index.cfm before finalising your conference registration. A charge of €20
will be levied for all re-issued invoices.

Cancellation
A refund will be made for written cancellations received before Tuesday 12th October 2010, subject to an
administration fee of €50. No refunds will be made after this date and FULL payment by the registrant will be due.

Early Registration €180 Regular Registration €230 Late/Onsite Registration €360

By Tuesday 22nd September 2010 By Tuesday 12th October 2010 After Tuesday 12th October or for
payment received after 4th November
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Social Programme
Thursday, 11 November 2010

Welcome Drinks Reception, Radisson Blu Hotel (included in registration fee)
This complimentary reception is included in your registration fee and is a great opportunity to meet other
participants and network with other medical writers in a relaxed environment.

Please note that only drinks and snacks will be available. Information about local restaurants will be available on the
EMWA website and onsite at the EMWA Information Desk.

Friday, 12 November 2010
Social Options

Restaurante L’Indyana
The restaurants that find the right alchemy between decor and cuisine are rare in Nice. Christophe and Pascal Cianos
have evolved L�Indyana from being very trendy to comfortable, precise, with a light and contemporary gastronomy
that is evolving. We hope you will enjoy the sparkling welcome, lively service, and serious contemporary cooking.
Price per person: €65.00

Restaurante Safari
Regional cuisine presents itself with charm here. The platters are copious, arrive quickly, and come with a 
Provence-centred wine card that is reasonable. The terrace is on the good side of the Cours Saleya: always talked 
about, never equalled, and the cult-address of this locale.
Price per person: €65.00

Restaurante Le Nautique
The Nautique team welcomes you in a unique setting in its four rooms and terrace. The specialties of this typical 
restaurant are mainly fresh fish, however duck breast, chicken breast, beef carpaccio, rack of lamb, grilled rib steak, 
and traditional beef are also part of the menu.
Price per person: €65.00

Prices include coach transfers, three course menu and house wine. 
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The EPDP provides high-quality training for medical writers through workshops and homework assignments. The
EPDC select, develop, and approve workshops for inclusion in the EPDP programme under the leadership of the
EMWA Education Officer. The Workshop Leaders Handbook describes the approval process and is available on our
website, www.emwa.org. 

By completing eight workshops, participants can obtain an EPDP certificate, as described below. This is one of the
few opportunities of obtaining a qualification in medical writing. 

One important aim of the EPDC is to ensure that the medical writing community, employers, and clients regard
EMWA certification as a valuable qualification. To achieve this, the EPDC strives to ensure a high level of quality for
workshops and workshop leaders, and to ensure that participants meet the required standards of performance to
obtain credit when completing workshop requirements.

There are two levels of certificate: foundation and advanced.

An EPDP specialised or multidisciplinary certificate at foundation level is awarded to candidates who have gained
credits for eight foundation workshops as follows:

� At least five workshops in a single option to qualify for a specialised certificate in that option 
� Workshops in at least two options but no more than four workshops per option for a multidisciplinary certificate

Candidates may obtain more than one specialised foundation certificate after completing the appropriate
requirements for each certificate.

An EPDP certificate at advanced level is awarded to candidates who obtain credit in any eight advanced workshops.
Advanced certificates are limited to one per candidate.

Candidates for EPDP accreditation must be EMWA members and must be enrolled in the appropriate EPDP level, in
order to be eligible for credit. It is possible to participate in a workshop without enrolment in the EPDP, but no credit
towards an EMWA certificate will be awarded for that workshop, even if the participant enrols in the EPDP later, i.e.
EMWA does not award credit retrospectively.

It is possible to enrol at either the foundation level, or the advanced level, or at both levels simultaneously. There are
no formal prerequisites (e.g. completion of a foundation level certificate) to enrol at advanced level. However, to
obtain maximum benefit from the workshop and minimise the risk of failing a workshop, candidates are strongly
advised to select each workshop according to their educational needs and experience in that particular area.

To receive credit for an approved workshop, EPDP-enrolled candidates must successfully:
� Complete a pre-workshop assignment and a needs analysis questionnaire (usually up to 2 hours)
� Attend the workshop itself (3 or 3.5 hours)
� Complete a post-workshop assignment (usually up to 3 hours)

EMWA Professional
Development Programme (EPDP)
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The times required to complete the pre-workshop and post-workshop assignments are a general guide only, and
individual participants may require more or less time depending on their experience.

Candidates must submit assignments to the workshop leader by the deadlines provided by the workshop leader to
qualify for credit. Late registrants who may have missed the deadline for the pre-workshop assignment and wish to
obtain credit should contact the workshop leader urgently in case a later deadline can be individually agreed. This
may not be possible for some workshops. In all cases, the pre-workshop assignment and needs analysis
questionnaire must be returned to the workshop leader before the workshop.

Workshops described in this brochure as �under assessment� are in the final stage of EMWA approval and are offered
at a discounted fee. Although the standard of these workshops is expected to meet the EPDP standard, participants
will not receive credit towards an EPDP certificate from attending these workshops. Even if the workshop is
subsequently approved, retrospective credit cannot be awarded.

Workshops are available at the EMWA conferences and the workshops offered at any conference will depend on the
availability of the workshop leaders. Registration is limited to four credit workshops (regardless of level) per
conference. There is no limit on registration for non-credit (including �under assessment�) workshops that may also
be offered during the conference.

Separate enrolment fees are applicable to each level and for every certificate. There is no time limit for completion of
a certificate, but the enrolment fees are good for 5 years only, after which re-enrolment is required.
To enrol for the EPDP, tick the appropriate box on the conference registration form.

For further details, see the EPDP brochure on the EMWA website: www.emwa.org
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Helen Baldwin: Helen is a British medical writer who has been living and working near Nice for the last 16 years.
She has a wonderful life in this beautiful part of the world and has absolutely no plans to return to rainy old
England! Nevertheless, despite the beautiful weather and the temptation to go to the beach, Helen does actually
manage to get some medical writing done most days. In this light-hearted talk, Helen will welcome us to the Côte
d�Azur and share with us some of the best (and worst) aspects of living and working in France.

Alistair Reeves: Editors in our field often find that the sensible, rational scientists they work for write the craziest
things in English or observe conventions that have no logical basis � not with regard to content, but the way they
present their research with the written word. Some of these things are trivial, but many show evidence of insecurity:
the authors are often thrown to the lions with little instruction. With a few examples of such inexplicable
formulations and conventions, Alistair will stimulate some lively discussion on why people do this and explore
whether there is anything we can do about it.

Opening Session:
18:30–19:30

Living and Working in the South of France
Helen Baldwin
Why Sensible People Say Daft Things
Alistair Reeves

1

Conference Details
Thursday, 11 November 2010 � Evening

Do you often feel that your life is out of control and you are just surviving? Do you look at your days off work as
time to recover from the pressures of the week? It is hard to find time for yourself and those important relationships
in your life? Would you like to create some space to do the things that are important to you? In today�s fast-paced
world, we can fall unconsciously into the trap of busy-ness, which can overwhelm and lead to burn out. This
presentation will give you insight into busy-ness, how to recognize it and an introduction on how to get your life
back on purpose.

Plenary lecture: Are You in Business or Busy-ness? 
Four ways to get Your Life Back on Purpose
08:00–08:45
Elaine Bailey

2
Friday, 12 November 2010 � Morning
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Participant profile
The course is intended for medical writers with little or no experience of writing clinical submission dossiers,
although participants should be familiar with the clinical development process and have had some experience of
writing clinical study reports.

Objective
� To introduce participants to the preparation of clinical submission dossiers according to the CTD
� To convey general principles and process of summary writing
� To facilitate understanding of the limits of the available regulatory guidance

Workshop content
� Development and background of the CTD
� Purpose and types of clinical summary documents
� CTD Module 2.5 (Clinical Overview)
� CTD Module 2.7 (Clinical Summary)
� Processes and general advice on CTD preparation

Post–workshop assignment 3 hoursPre–workshop assignment 3 hours

Writing Global Submission Dossiers using 
the Common Technical Document
(Drug Development � Advanced; EPDP code: DDA1)
09:00–12:30
Stephen de Looze (Accovion GmbH)

4

Participant profile
Medical writers working in clinical research organisations or the pharmaceutical company environment, either as
employees or as freelancers

The workshop will meet the needs of writers following, reviewing and revising existing Standard Operating
Procedures (SOPs) or creating new SOPs. This is an ideal forum for writers whose organisations or clients have scope
to improve their SOPs.

Objective
� To view SOPs from several perspectives and use this valuable multi-dimensional view in SOP development
� To link process to writing and reviewing from the outset 
� To discuss good (and poor) SOP practices in detail
� To put theory into practice using in-workshop exercises
� To place SOPs in the current context by considering their place and management in the electronic environment
� To understand how to create and maintain good SOPs or review existing SOPs

Workshop content
� What is an SOP?
� Why do we need SOPs?
� Using, reviewing and creating SOPs: A multi-dimensional perspective
� SOP components 
� Planning the SOP 
� Language and authoring tips 
� SOPs in an electronic age

Good SOP Practice: Processes and Authoring
(Drug Development � Foundation; EPDP code: DDF18)
09:00–12:00
Tracy Farrow (PPD)
Sam Hamilton (Sam Hamilton Medical Writing Services Ltd)

3

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours
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Participant profile
Medical writers with a working knowledge of clinical drug development and some insight into CMC and non-clinical
development

Experience writing IBs or IMPDs would be relevant.

Objective
The workshop will familiarise participants with the recently introduced guidance from EMEA on the Paediatric
Investigation Plan (PIP) application, providing a foundation that will be helpful for writing PIPs.

Workshop content
The PIP is a new EMEA requirement designed to encourage and regulate the specific development of medicinal
products for use in children. The main elements of the workshop will be:

� Background information on the challenges associated with conducting paediatric development programmes and
the need for specific regulation

� Objectives of the new EMEA regulation
� Overview of the format and content of the documentation required for the PIP application.

The workshop will include a discussion of our hands-on experience with preparing a PIP application shortly after the
regulation came into effect, illustrating the logistical challenges involved in obtaining the information needed at a
time when little or no previous experience with this type of document was available. Participants will be encouraged
to share any experience they may have had with organising or writing PIPs.

Post–workshop assignment 2 hoursPre–workshop assignment 1‰ hours

Introduction to the Paediatric Investigation Plan Application
(Drug Development � Advanced; EPDP code: DDA10a)
09:00–12:30
Douglas Fiebig (Trilogy Writing & Consulting GmbH)

5

Participant profile
This workshop will be useful for anyone who wants to make their writing more effective. It will be particularly
relevant to those who want to broaden their writing beyond regulatory documents and manuscripts.

Objective
If we do not persuade our audience to start and then continue reading, our effort is wasted. It is also wasted if
readers fail to understand the intended message, or if we lose credibility through poor presentation. The objective of
this workshop is to help participants write effective, professional text that their audience will want to read. We will
look at writing for medical audiences and for the public.

Workshop content
Writing is a craft, and there are some basic techniques for writers to follow in order to produce a professional result.
We will outline these in the workshop, using real examples of good and bad medical writing. In particular, we will
look at structure and style. The section on structure will focus on effective openings and conclusions, and achieving
coherence and flow in the body of the piece. The section on style will look at style traps that medical writers often
fall into; the dos and don�ts of effective writing; clarity and plain English (including readability scores); and tips for
reducing word count.

Post–workshop assignment 1 hourPre–workshop assignment 2 hours

Sharpen Up Your Writing Skills
(Language and writing � Foundation; EPDP code: LWF8)
09:00–12:00
Jo Whelan (Freelance)

6
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Participant profile
This workshop is intended for medical writers, both native English and non-native English speakers, who edit the
work of authors who are not native speakers of English. It is anticipated that it will be of interest both to those who
edit occasionally for colleagues as well as people who edit and rewrite extensively.

Objective
Editing the work of others is a common component of medical writing. This activity can be especially challenging if
the original author was not a native speaker of English and problems of poor writing skills are compounded by poor
language skills. This workshop will give medical writers training and feedback in this sensitive task.

Workshop content
This workshop will take the form of a master class. The workshop leaders see themselves primarily as facilitators.
That is to say, there will be almost no lecture content. Based on examples provided by the workshop leaders,
participants will work together to improve texts after which feedback will be provided in the group. Depending on
availability, it is hoped that other experienced editors will join the class as facilitators. At the end, there will be a
discussion session on techniques for providing feedback to the original author to maximise acceptance. The emphasis
will be on generating texts that communicate clearly rather than reviewing grammar rules.

Post–workshop assignment 2 hoursPre–workshop assignment 1 hour

Master Class: Editing and Rewriting English 
for Non-Native Speakers
(Language and Writing � Advanced; EPDP code: LWA5)
09:00–12:30
Rosemary Bischoff (ClinWrite)
Alistair Reeves (Ascribe Medical Writing and Translation)

7

Participant profile
Previous title: Writing Successful Manuscripts This workshop is intended for medical writers who have little or no
experience in writing peer-reviewed manuscripts. No prior experience in manuscript writing is necessary.

Objective
The goal of the workshop is to give medical writers the confidence to begin writing manuscripts and to improve their
chances of getting their manuscripts accepted for publication. After completing the workshop, participants should be
familiar with:

� The goals, structure and content of manuscripts destined for peer-reviewed journals
� Simple steps to take to avoid immediate rejection and improve the chance of getting a manuscript accepted
� Step-by-step process of writing a manuscript
� How to select data to include in a manuscript
� How to handle the peer review process both practically and emotionally
� Their role as a medical writer

Workshop content
� Before you start writing a manuscript: choosing a journal
� Instructions and guidelines for manuscripts
� The parts of the manuscript: what belongs where
� Selecting which data to put in a manuscript
� Common pitfalls and how to avoid them
� Step-by-step instructions for putting together a manuscript
� The peer review process and how to learn to love it
� The role of the professional medical writer in manuscript writing

Post–workshop assignment 3 hoursPre–workshop assignment 1 hour

Introduction to Manuscript Writing
(Medical Communication � Foundation; EPDP code: MCF1)
09:00–12:00
Julia Forjanic Klapproth (Trilogy Writing & Consulting GmbH)
Phil Leventhal (4Clinics)

8
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Participant profile
Medical writers who wish to understand analysis of variance, linear regression and other methods for the analysis of
normally distributed continuous data. Participants should be familiar with basic statistical concepts such as P values
and confidence intervals: those who are shaky on such things should take the workshop �Statistical thinking for
medical writers� (PTA1) before this one.

Objective
To understand the methods used for analysing continuous data; to appreciate that analysis of variance and linear
regression are essentially the same analyses but presented in different ways; to understand some of the assumptions
underlying the analyses; and to learn what features of the analyses are the important ones for medical writers to
present when describing analyses.

Workshop content
The workshop will focus on understanding what the various statistical tests are, why they are done and how to
interpret the results. This will not be a tutorial in how to do the statistical tests (other than some of the simplest
ones), as it is assumed that participants will generally receive the results of analyses from statisticians and be given
the job of interpreting those results.

� The normal distribution
� Dependent and independent variables
� The T-test: the simplest test for analysing normally distributed data
� One-way ANOVA for comparing more than 2 groups
� Simple linear regression
� Multiple linear regression and more complex ANOVA models
� Understanding ANOVA and regression output

Post–workshop assignment 4 hoursPre–workshop assignment 2 hours

Analysis of Variance and Regression Analysis
(Professional Techniques � Under Assessment (Advanced); EPDP code: PTA9)
09:00–12:30
Adam Jacobs (Dianthus Medical Limited)

9



Participant profile
Medical writers who want to know more about the regulations governing clinical trials in the EU and the role of the
institutions that assess and approve clinical trial applications.

Objective
To introduce the EU Clinical Trials Directive (Dir. 2001/20 EC), and explain the requirements for the submission and
maintenance of clinical trial applications in the EU.

Workshop content
The workshop will explain:

� The requirements of the Clinical Trials Directive and the content of clinical trial applications and the IMPD
� The role of the Competent Authorities
� The role of the Ethics Committees
� Substantial amendments to a clinical trial application
� Requirements for safety reporting during a clinical trial and annual safety reports
� End of trial notifications and submission of the clinical study report

Workshop participants should be aware that the format is that of a presentation with opportunity provided for
questions, answers and discussion. There will be a short exercise to complete during the workshop. Individual clinical
trial documents, such as study protocols, will not be discussed as these are already covered by other workshops.

Post–workshop assignment 2 hoursPre–workshop assignment 1 hour
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The EU Clinical Trials Directive
(Drug Development � Foundation; EPDP code: DDF19)
14:00–17:00
Susan Bhatti (Premier Research Germany Ltd)

10
Friday, 12 November 2010 � Afternoon

Participant profile
Participants should have a basic knowledge of writing clinical study reports and/or publications based on clinical
trials. This workshop will be of value to all medical writers interested in late-phase and post-marketing research (e.g.
observational, epidemiological, or health-outcomes studies).

Objective
The objective of this workshop is to give an overview of the various types of observational studies (i.e. scientific
studies that do not involve interventions but rather observe and document patients, diseases, treatments, and
outcomes). The difference between an observational study on the one hand and a clinical trial or market research on
the other hand will be explained. The workshop will also provide information on the differences in writing for
observational studies compared to clinical trials.

Workshop content
Common forms of observational studies will be presented and discussed and the difference to the objectives and
conduct of interventional clinical trials will be clarified. In workshop exercises, participants will be asked to evaluate
study designs and their appropriateness for the different objectives (clinical trial vs. observational study vs. market
research). Differences in various document types (e.g. observational plan vs. study protocol) will be explained. Pitfalls
in interpreting results from observational studies and the specifics of writing about those studies will be explained
and practised in an exercise.

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours

Medical Writing and Observational Studies
(Drug Development � Advanced; EPDP code: DDA9)
14:00–17:30
Thomas Wagner (Trilogy Writing & Consulting GmbH)

11
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Participant profile
This workshop is intended for participants directly or indirectly involved in public disclosure of human subject
research or those with little or no background in this area but who are interested in getting an introduction. The
workshop will serve as an introduction to the requirements for results disclosure (web disclosure of results
information or journal publications), highlighting the aspects most relevant for medical writers. Previous experience
preparing results registration records for trial registers (e.g. clinicaltrials.gov) is not required.

Objective
Upon completion of the workshop, participants will be able to:

� Understand the basic principles & importance of public disclosure of human subject research 
� Identify the key stakeholders, relevant regulations and guidelines, and key venues for disclosing results of clinical

trial data (e.g. clinicaltrails.gov, company-sponsored registries etc)
� Distinguish the must-haves for timely and accurate results disclosure
� Understand the role medical writers can play in preparing high quality results registration records, as well as how

trial disclosure requirements may influence the preparation of other clinical documents.

Workshop content
The workshop will begin with a brief overview of the development of trial disclosure requirements globally. The focus
will then turn to regulations and guidelines that concern public disclosure of results and how they impact the work
of the medical writer. Specific topics covered will include:

� Similarities and differences of key regulations pertaining to results registration (FDA Amendments Act, EU Directive,
WHO requirements, ICMJE guidelines, local registries, State of Maine law) 

� Considerations for preparing results registration records (timing, content, revisions, consistency of information
across multiple registers)

� Implications for other clinical documents
� Challenges and future developments in trial disclosure

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours

Clinical Trial Disclosure for Medical Writers: Results Posting
(Drug Development � Under Assessment (Advanced); EPDP code: DDA16)
14:00–17:30
Tatjana Poplazarova (GlaxoSmithKline Biologicals, Belgium)
Uma Swaminathan (GlaxoSmithKline Biologicals, Belgium)

12



I  20 I

Participant profile
This workshop is intended for medical writers who summarise information in their work. Participants should have a
basic knowledge of the most common clinical research documents, e.g. protocols, clinical study reports, investigator�s
brochures, and publications.

Objective
Medical writers spend most of their time summarising information. The purpose of the workshop is to provide a
structured approach to producing a summary document that meets the needs of the reader and includes appropriate
information.

Workshop content
The workshop will start by clarifying what is meant by summarising and the summary documents that we produce.
Identifying key messages will be discussed and this will help us to decide what to leave out. Some general guidance
will be given on concise writing and on planning the document. The importance of review and revision will be
described and discussed, and we will work on reducing the number of words needed to express a point. Workshop
exercises will be used to illustrate the points raised and to give participants the opportunity to practise the methods
suggested during the workshop.

Post–workshop assignment 3 hoursPre–workshop assignment ‰ hour

Summarising
(Language and Writing � Foundation; EPDP code: LWF9)
14:00–17:00
Wendy Kingdom (Freelance)

13

Participant profile
Experienced medical writers or editors who are ready to move into a more senior role

Participants should be competent in editing for style and formatting and in basic language editing.

Objective
To consider the elements of in-depth editing � that is, editing that involves revising a piece of text to maximise its
effectiveness.

Workshop content
We will briefly review the elements of editing and then consider how in-depth editing can improve the quality of a
document. Participants will carefully examine a piece of text using questions raised as part of the pre-workshop
assignment. We will then discuss how the text could be revised. Participants will complete the revisions as part of the
post-workshop assignment. The workshop will be interactive, with time for the participants to share their experience.
The workshop will not cover on-screen editing, although using Word to support editing may be discussed.

Post–workshop assignment 3 hoursPre–workshop assignment 1‰ hours

Beyond Simple Editing
(Language and Writing � Advanced; EPDP code: LWA4)
14:00–17:30
Barbara Grossman (Hawkeye Medical Limited)
Marian Hodges (National Institute for Health and Clinical Excellence)

14
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Participant profile
Medical writers who write or expect to write manuscripts based on Clinical Study Reports (CSRs). Participants ideally
should have already attended the EMWA workshops on �Writing a Clinical Study Report Using ICH E3� and �Writing a
Manuscript for Publication�, or should have equivalent experience in at least one of these areas of medical writing.

Objective
To acquire effective strategies and techniques to write a manuscript for publication based on a CSR.

Workshop content
� Examine differences between CSRs and manuscripts
� Prepare a document checklist for writing a manuscript from a CSR
� Discuss timelines and review cycles for manuscript writing
� Determine which sections of a CSR (ICH E3) are relevant for a manuscript
� Establish guidelines for writing a manuscript based on a CSR
� Analyse examples of CSR text and convert it to manuscript format (post-workshop assignment)

The workshop leader will act as a facilitator to optimise exchange of experience between participants, as well as
providing insight based on her expertise in this area.

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours

From Clinical Study Report to Manuscript
(Medical Communication � Foundation; EPDP code: MCF8)
14:00–17:30
Helen Baldwin (Scinopsis)

15

Participant profile
Medical writers with basic knowledge of descriptive statistics who want to gain insight into the usefulness of
epidemiological principles for medical writing.

Objective
This workshop is designed for medical writers with little or no experience in epidemiology and its applications within
the pharmaceutical business and public health. Participants will be provided with a general overview of relevant
applications of epidemiology for medical writers. The scope and relevance of contemporary epidemiology for medical
writers will be discussed using examples from clinical medicine, public health, and pharmacoepidemiology. In
addition, commonly used measures of disease occurrence � incidence and prevalence � and their use in research
designs will be reviewed. The class format combines lectures with group exercises. 

The main objectives are:

� Provide an overview of the applications of epidemiology in the business of medical writing
� Explain the use, significance, and pitfalls of commonly used disease frequency indicators: prevalence and incidence

Workshop content
Three major topics will be covered:
� Scope of contemporary epidemiology for medical writers
� Relevance of contemporary epidemiology for medical writers
� Basic measures of epidemiology for medical writers: prevalence and incidence

Post–workshop assignment 1 hourPre–workshop assignment 3 hours

Basics of Epidemiology for Medical Communicators
(Medical Science � Foundation; EPDP code: MSF3)
14:00–17:00
Rita Wellens (Wellens Clinical Research Consulting)

16
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Participant profile
The workshop is aimed towards medical writers at all levels of experience, whether working in a freelance capacity,
within a CRO environment, or for a pharmaceutical company. It will be an ideal forum for those who either have no
quality control (QC) system in place, or are looking to develop one, whilst those with experience of working with or
implementing QC systems will be able to explore and share best practice. It is not necessary to have attended any
other workshops.

Objective
For a medical writer, the correct application of a QC process minimises errors in the factual presentation of data,
rectifies spelling mistakes and ensures accurate document structure. At the end of the workshop, participants should
have an understanding of why it is important to have a QC procedure in place for written documents including
clinical study reports, when in the writing process QC should be implemented and how to document the results.

Workshop content
The importance of QC in medical writing will be covered. The consequences of not implementing and following a
QC process will be discussed. The workshop will address QC requirements, who should perform them and how to
carry them out. The workshop is designed to both inform and share experiences; therefore interaction of participants
will be actively encouraged. Although the workshop is applicable to other types of medical writing it will primarily
use clinical study reports as working examples.

Post–workshop assignment 2 hoursPre–workshop assignment 1 hour

Medical Writing and Quality Control: Clinical Study Reports
(Professional Techniques � Foundation; EPDP code: PTF4)
14:00–17:00
Alison McIntosh (AAG Medical Writing)

17

This is an open forum for freelance medical writers. The aim is to share experience of dilemmas and solutions. It is an
opportunity to find out how other freelancers approach the business of medical writing, to pass on any tips you
might have for newcomers, and find out what freelance writers can do for, and expect from, EMWA.

Freelance Business Forum
17:30–18:30
Sam Hamilton (Sam Hamilton Medical Writing Services Ltd)
Alistair Reeves (Ascribe Medical Writing and Translation)

18
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Participant profile
This beginners� workshop is aimed at writers with only limited experience of clinical development. This includes those
setting out to write regulatory documents as well as those who already have experience in medical communications
or medical publishing and who wish to understand the concepts underlying experimental study design. It would be
an advantage if participants are familiar with the standard sections of a study protocol.

Objective
To raise basic understanding of both study design and study conduct issues and the importance of these for valid and
relevant experiments in studies intended to prove efficacy.

Workshop content
This workshop focuses on the theoretical concepts underlying good design and not the process of either protocol or
report generation, nor the wider content of these documents.

The following topics are covered:

� The design characteristics of a confirmatory study of efficacy
- The relationship between the study objective, the study hypotheses, the choice of endpoint, 

and choice of control group
� Factors governing the identification of the study population 
� The basis of sample size and its relationship with �power�

- Robustness of data based on the example of the full analysis set (also known as ITT) 
and a per protocol analysis set

� Bias: blinding and randomizing to treatment groups and identifying bias in data 
� The relationship between statistical significance, clinical relevance and �generalisability�

There will be classroom-format presentations as well as group exercises. The approach is intuitive, not statistical.

Post–workshop assignment 2 hoursPre–workshop assignment 1 hour

Basic Concepts of Study Design in Clinical Development
(Drug Development � Foundation; EPDP code: DDF13)
09:00–12:00
Rosemary Bischoff (ClinWrite)
Adam Jacobs (Dianthus Medical Limited)

19
Saturday, 13 November 2010 � Morning
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Participant profile
Medical writers who want to know more about quality aspects relating to Clinical Study Report (CSR) development.

Objective
To introduce quality awareness in the development of the Clinical Study Report.

Workshop content
The workshop will explain:

� The important differences between Quality Assurance and Quality Control
� The audit process � what we do and what we don�t do in CSR audits
� Common audit observations relating to CSRs
� Quality considerations for the CSR process � timelines, documents to provide pre-audit, how to respond to audit

findings, audit follow up, and corrective and preventative actions (CAPAs) 
� SOP requirements for CSR preparation, review and approval

Workshop participants should be aware that the format is that of a presentation with opportunity provided for
questions, answers and discussion. There will be two short interactive exercises to complete during the workshop.

Quality Awareness in Clinical Study Report Development
(Drug Development � Foundation; EPDP code: DDF21)
09:00–12:30
Nicky Dodsworth (Premier Research Group Limited)

20

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours

Participant profile
This workshop is intended for medical writers who are involved in writing the safety sections of clinical study reports
or related safety summaries. Note: This workshop is based on the earlier workshop �Drug Safety for Medical
Writers� (DDF9) but has been divided into two parts so that the topics can be covered in more depth. Participants
who have previously attended the single workshop are unlikely to benefit greatly from this workshop.

Objective
This workshop is designed to give medical writers insight into the processes by which laboratory data, vital signs and
ECG data are generated and recorded during clinical trials and the subsequent handling of these data. On completion
of the workshop package, participants should be confident in their approach to writing the laboratory and other
safety data sections of documents relating to clinical trials, particularly clinical study reports.

Workshop content
The role of the medical writer in preparing summaries of safety data is to take a large amount of information and to
present the most important points in a useful and understandable format. The challenge for the writer is to identify
what is important and to answer the readers� questions before they have been asked. The collection of laboratory,
vital sign, and ECG data on a drug begins at the clinical trial level. All safety summaries are built upon this starting
point. The aim of the workshop is to bring the data to life so that the writer can present safety data that is
interesting to the reader.

It is not necessary for participants to attend both Part 1 and Part 2 of the workshop but the two parts provide a
complete picture of safety data.

Drug Safety for Medical Writers Part 2: Laboratory Data
(Drug Development � Foundation; EPDP code: DDF23)
09:00–12:00
Wendy Kingdom (Freelance)
Gillian Pritchard (Sylexis Limited)

21

Post–workshop assignment 3 hoursPre–workshop assignment 1 hour
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22

Participant profile
This workshop is intended for medical writers involved directly or indirectly in the public disclosure of human subject
research. The workshop will serve as an introduction to requirements for prospective registration of clinical trial
protocols, highlighting the aspects most relevant for medical writers. Previous experience preparing protocol
registration records for trial registers (e.g. ClinicalTrials.gov) is not required.

Objective
Upon completion of the workshop, participants will be able to identify the key stakeholders, relevant regulations and
guidelines, and some of the many different venues for disclosing clinical trial data (national and international trial
registers). Participants will gain an understanding of the role medical writers can play in preparing high quality protocol
registration records, as well as how trial disclosure requirements may influence the preparation of other clinical
documents.

Workshop content
The workshop will begin with a brief overview of the development of trial disclosure requirements globally. The focus
will then turn to regulations and guidelines that concern public disclosure of clinical trial protocols and how they
impact the work of the medical writer. Specific topics covered will include:

� Similarities and differences of key regulations pertaining to trial registration (FDA Amendments Act, EU Directive,
WHO requirements, ICMJE guidelines, local registries, State of Maine Law) 

� Considerations for preparing protocol registration records (timing, content, revisions, consistency of information
across multiple registers)

� Implications for other clinical documents 
� Challenges and future developments in trial disclosure

Clinical Trial Disclosure for Medical Writers: Protocol Registration
(Drug Development � Under Assessment (Advanced); EPDP code: DDA17)
09:00–12:30
Kelly Goodwin Burri (CSL Behring AG)

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours

23

Participant profile
This workshop is aimed at writers who are interested in the influence of product marketing on the need for ethical,
but product-friendly publications. It is particularly useful for writers who prepare publications that are driven by a
publication plan.

Objective
Strategic publication plans are developed in two sections: the publication strategy and the publication plan. The
strategy specifically describes how publications can be used to help achieve the marketing objectives of a product by
communicating the key product benefits to the right audience at the right time. The aim of this workshop is to
introduce the concept of publication strategy and to describe the development of key messages.

Workshop content
The workshop will cover in detail: key message development; selecting the right target audience for publications;
considering ideal timelines for message communication through publications; and different strategies. Presentation of
the strategy as a comprehensive document will also be discussed.

Publication Strategy
(Medical Communication � Advanced; EPDP code: MCA1)
09:00–12:30
Julia Donnelly (Freelance)

Post–workshop assignment 3 hoursPre–workshop assignment 1 hour
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Participant profile
Ideally, participants should have already completed Introduction to Pharmacokinetics (DDF7) and Pharmacology for
Medical Writers: Part 1 � The Basics (MSF1), or have equivalent experience or knowledge.

Objective
This workshop is designed to explain the reasons behind the most common types of adverse effects of drugs and
medicines. This is intended to enable participants to understand and often predict adverse effects of new drugs and
medicines. This will make it easier to write accurately and effectively about the adverse effects of the drugs and
medicines they will meet in their work.

Workshop content
All effective drugs (and hence the medicines that contain them) have adverse effects. To be useful, therefore, the
effective (i.e. therapeutic) dose of a drug or medicine must produce only acceptable adverse effects. Adverse effects
can arise in several ways, and this workshop seeks to describe these in a systematic way. The mechanisms can be
broadly summarised as follows:

(1) Extended normal pharmacology
(2) Parallel pharmacology
(3) Idiosyncratic reaction
(4) Pharmaceutical
(5) Pharmacokinetic interaction
(6) Pharmacological interaction
(7) Chemical interaction.

Each of these mechanisms will be described with suitable examples, and the clinical significance of the different types
of interaction will be discussed. Because of its largely factual content, the workshop will be mainly didactic. However,
attendees will be expected to participate by answering questions as the presenter develops the explanations.

Why do Drugs and Medicines have Adverse Effects?
(Medical Science � Foundation; EPDP code: MSF6)
09:00–12:00
John Carpenter (Freelance)

24

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours
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Participant profile
Appropriate registrants should include medical writers, particularly those who work within, or for, pharmaceutical
companies; project managers (whether by actual title or function); and others with responsibility for overseeing and
coordinating multi-functional projects. Registrants should have at least 1 year�s experience working within a matrix
environment.

Objective
� Acquire understanding of basic project management theory 
� Apply project management theory to multi-function projects 
� Broaden context beyond medical writing 
� Add team-building strategies

Workshop content
Discussion will include project management theory and practical applications, both within the context of a matrix
organisation, and as an independent. A medical writing group may also adopt these practices to better control their
own destiny.

This workshop will be a combination of lecture and in-class exercise, based on analysis of the scenarios presented in
the homework. While the majority of the presentation will be didactic, there will be opportunity for attendees to
share their experiences and ask questions throughout the presentation.

Post–workshop assignment 2 hoursPre–workshop assignment 1 hour

Do More with Less Faster: Project Management 
for Biomedical Communications
(Professional Techniques � Advanced; EPDP code: PTA2)
09:00–12:30
Art Gertel (Beardsworth Consulting Group, Inc.)

25
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Participant profile
Medical writers working in the contract research organisation or pharmaceutical company environment, either as
employees or as freelancers. The workshop will meet the needs of writers often working to tight protocol and study
report writing timelines because of inadequate scheduling of the processes leading up to and driving the preparation
of these documents. This is an ideal forum for writers whose organisations or clients have scope to improve their
analysis and reporting processes and procedures.

Objective
Protocol writing heralds the start of the trial documentation and reporting process; the study report is often the final
document prepared by medical writers. Exacting and sometimes unrealistic timelines for deliverable preparation are
often agreed without consultation with the medical writer. The workshop discusses the stages before and during
preparation of these documents to show how achievable timelines may be scheduled, thereby facilitating good
proposal writing. After completing the workshop, participants will understand the stages involved so they can make
a valuable contribution to their organisation�s or client�s process improvement activities and are better equipped to
manage client expectations with regard to efficient, effective and realistic proposal writing and project scheduling.

Workshop content
� Bidding and project award process
� First steps on contract win and allocation of study
� Contract review and confirmation of scope 
� Communication with client and functional groups 
� Scheduling 
� Study protocol: stages of preparation 
� Clinical study report (CSR): stages of preparation
� Proposal writing
� Business advantages of effective scheduling, influencing the process and managing expectations

Post–workshop assignment 2 hoursPre–workshop assignment 2 hours

Scheduling and Proposal Writing: 
The Clinical Study Protocol and Report
(Professional Techniques � Advanced; EPDP code: PTA6)
09:00–12:30
Sam Hamilton (Sam Hamilton Medical Writing Services Ltd)

26
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Elaine J. Bailey MA CMP MCIPD  Ontrack International Ltd and Elaine Bailey International Ltd
Elaine is an international productivity coach and learning and development consultant for large corporations. She is
also president and founder of Elaine Bailey International Ltd, a company devoted to coaching busy and successful
women and men into their best lives and Living On Purpose. Her clients range from nurses, bankers, vets, neo-natal
therapists, entrepreneurs, senior executives to creatives, who are ready to take the leading role in their life. She uses
many practices from neuro linguistic programming (NLP), transactional analysis, psychology, and her experience as a
Chartered MCIPD, to help people stop Settling and Surviving and start Creating and Thriving in their lives.

Helen Baldwin PhD Scinopsis
Helen is a pharmacologist with almost 25 years� of experience in the biomedical field. As a research scientist in
academia and the pharmaceutical industry, she authored 30 publications in scientific journals. She then spent 5 years
as project leader of European clinical trials in a CRO. In 1999, she started working as a freelance medical writer in
the South of France. Then in 2006 she set up Scinopsis, a service company with a small team of medical writers. Her
expertise includes writing of CSRs, protocols, CTD clinical summaries and overviews, manuscripts, and biomedical
translations. Helen held the posts of EMWA Vice President from 2007 to 2009 and President from May 2009 to May
2010.

Susan Bhatti PhD Premier Research Germany Ltd
Susan has spent over 15 years working in Regulatory Affairs, both in the pharmaceutical industry and in her present
position as Director of International Regulatory Affairs for an international CRO. She can therefore share many years�
of experience of interacting with European regulatory authorities and is an expert in European regulatory
requirements. She has been responsible for the submission of clinical trial applications and marketing authorisation
applications in many countries in Europe as well as participating in scientific advice meetings with the EMA and
national regulatory authorities. Over the years, she has had first hand experience of the increasing complexity of the
regulatory environment that has accompanied the growth of the European Union.

Rosemary Bischoff MS ClinWrite
Rosie has been in the pharmaceutical industry since 1974, most of that time as a clinical project leader at Schering
AG in Berlin where she was responsible for the design, conduct and reporting of numerous studies. However, she
began her career there as a �ghost-writer� and ended it as head of clinical operations for the business unit
Therapeutics. In 1998 she started her own medical writing business, ClinWrite. She also served on the EMWA
Professional Development Committee (EPDC) for many years.

John Carpenter BSc, PhD Freelance
John, a pharmacologist, was Lecturer in Pharmacology at Manchester University from 1974�1992, where he studied
drugs and the movement of ova through oviducts, anti-asthma drug models, and the pharmacokinetics of alcohol
(never a shortage of volunteers). He has written or contributed to several pharmacology textbooks, and acted as an
expert witness in court cases involving alcohol. In 1992 he became a full-time medical writer, initially with Gardiner-
Caldwell Communications, then Medical Team Director at Medical Action Communications and briefly as Medical
Director at OCC. Since 2001 he has been a freelance medical writer, medical communications consultant, and trainer.
John is a regular contributor to the range of training courses offered by the Infrared Group in Poland and by Kemic
Bioresearch in Canada. Satisfied customers include the Canadian Government�s medicines regulatory department. He
has served on the EMWA Executive Committee as Universities Liaison Officer and was a member of the Professional
Development Committee (EPDC) from 2005�2010.

Stephen de Looze MA (Oxon), PhD, Editor in the Life Sciences Accovion GmbH
After a ten-year research career (publishing in fields as diverse as plant biorhythms and mouse genetics), Stephen
established Medical Writing with Hoechst Frankfurt (now Sanofi-Aventis) in 1985, built the department and
developed writing standards for clinical research documents. He took the position of Director of Medical Writing and
Electronic Publishing at Accovion GmbH, Eschborn, Germany in 2002. He served on international ICH committees for
clinical study reports (ICH E3) and the Common Technical Document (ICH M4), and has been active as a member,
teacher, and lecturer in EMWA (founder member), AMWA, EASE, DIA, Management Forum, and other organisations.
He has served on the EMWA Professional Development Committee (EPDC) since 2000, as Education Officer 2001-
2003, re-elected from 2007-2009 and from 2009-2011.

Workshop Leaders�

Personal Summaries
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Nicky Dodsworth DCRR, MICR, CSci, MRQA Premier Research Group Limited
Nicky is currently Senior Director, Global Quality Assurance for Premier Research Group with responsibility for
pharmaceutical and medical device studies. Education and training have played a significant part in her various roles
since she joined the clinical research world in the mid 1980�s. For eight years, Nicky was the Manager of Medical
Writing for two contract research organisations. She is currently a member of the GCP Steering Committee for the
Institute of Clinical Research. She assists in producing responses to members on GCP questions in the CRfocus
journal. Nicky is also an active member of the Ethic Working Party of EFGCP. Last year she assisted in preparation of
the fourth Edition of Fraud and Misconduct, Royal Society of Medicine Press, by writing the chapter on enhanced
audits. Earlier this year she became a Chartered Scientist.

Julia Donnelly PhD, BPharm, MRPharmS Freelance
Julia runs her own medical communication company (Julia Donnelly Solutions Limited) and works predominantly for
the pharmaceutical industry. Previously she has worked as a medical writer, project leader, editorial director, technical
director and global resource, training and development director in international medical communications. Julia also
worked within medical information and hospital pharmacy. She is an experienced medical writer and trainer, has
developed over 40 publication plans, and frequently develops the outputs from the plans she manages. Julia has
served on the EMWA Professional Development Committee (EPDC) since 2005.

Tracy Farrow GIBiol PPD
Tracy Farrow, currently Associate Director, Medical Writing for PPD, has more than 22 years� of Biomedical Science
experience. Prior to this she worked for ClinTec International as Manager, Medical Writing Services, Pfizer as Medical
Writing Therapeutic Area Lead managing multiple medical writing clinical study reports and Quality Manager for
Data Management where she was responsible for internal and external audit management, SOP and best practice
development. She lectured in Intermediate Laboratory Data Management for the Association for Clinical Data
Management for a number of years as part of their professional development program. She attained her 2.1 (Hons)
G.I.Biol in Biochemistry in 1993 after gaining two Higher National Certificates in Haematology and Chemistry.

Douglas Fiebig PhD Trilogy Writing & Consulting GmbH
After 8 years in academic research (much of the time spent wading in rivers), Douglas was fortunate to chance upon
a job advert that would launch his career in medical writing. It soon became clear to him that, in addition to keeping
his feet dry, working as a medical writer is surely the most enjoyable way to earn a living using his scientific and
linguistic skills. He has now been a medical writer for over 14 years. Together with two partners, he took the plunge
a few years ago and established a specialist medical writing consultancy. Many years of working on pre- and post-
submission writing activities provided the inspiration for his EMWA workshops. Douglas currently serves on the
EMWA Professional Development Committee (EPDC).

Julia Forjanic Klapproth PhD Trilogy Writing & Consulting GmbH
Julia Forjanic Klapproth is a poet who stumbled onto medical writing in 1997. With a PhD in developmental
neurobiology and a passion for writing, she enjoys the challenge of grappling with the science while moulding it into
easily understandable text. Julia has worn various guises for the good of EMWA over the years including being
President of EMWA (2007-2009 and in 2002). In 2002 she also co-founded the medical writing company Trilogy
Writing & Consulting in Germany and is a Senior Partner. Julia is passionate about medical writing and teaches
writers on a broad range of topics, from study protocols to interpersonal skills, focussing on the essence of the topic
at hand. Her basic premise in training is to help participants recognise what their documents are meant to be and for
whom they are writing them.

Art Gertel PhD Beardsworth Consulting Group, Inc.
Art has a background in neurophysiology and behavioural medicine. He is currently Vice President, Strategic
Regulatory Consulting, Medical Writing, and QA, for Beardsworth Consulting Group, Inc. in the USA. Art has held
senior posts at a number of other companies including Hoffmann-LaRoche, Quintiles, and Schering-Plough. He has
extensive teaching experience and has presented to professional organisations (e.g., EMWA, AMWA, DIA), and
corporate and academic audiences, worldwide. He spent 2 years on the �cutting edge� in an eDC �dot.com�
company, and is active in CDISC. He is a Past President of AMWA and is a Fellow of both AMWA and EMWA.
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Kelly Goodwin Burri MSc CSL Behring AG
With a background in tissue engineering and biomechanics research, Kelly briefly considered a career as a technical
writer before discovering that medical writing suited her much better. She has worked more than 7 years in the
pharmaceutical industry writing a variety of clinical documents for regulatory submissions and publications based on
clinical data. In her current position, she is also responsible for coordinating clinical trial disclosure activities for CSL
Behring, and has led the effort to establish a global CSL policy and processes for trial disclosure across all CSL
business units. Kelly has been an enthusiastic EMWA member since the very start of her medical writing career,
serving on the EC as Membership Officer (2005-2006). She is also active in the DIA working group for Clinical Trial
Registration and Results Disclosure.

Barbara Grossman BSc Hawkeye Medical Limited
As well as a passion for proofreading and quality control, Barbara has more than 20 years’ experience of medical
writing and editing 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 CRO, working in a
wide range of therapeutic areas. Barbara has hands-on experience preparing a variety of clinical documents, and has
managed several large writing programmes. She has presented or run workshops at educational institutions and
organisations such as BARQA, DIA (Europe and USA), Management Forum and NICE and led many company-internal
training courses. Barbara has been an EMWA workshop leader since 2001, and was a member of the ICR ’Study
Start-up Expert Working Group’. She is a Fellow of EMWA, having been its Treasurer from 1998 to 2005. She
currently serves on the EMWA Professional Development Committee (EPDC).

Sam Hamilton PhD Sam Hamilton Medical Writing Services Ltd
Sam is a postdoctoral virologist with a multidisciplinary clinical research background since 1994. Sam specialised in
medical writing from 1998, writing extensively for regulatory authorities, and most recently managing the UK
Medical Writing group for the fifth largest CRO globally before going freelance in 2006. In October 2007, Sam co-
founded the regular freelance feature section �Out on Our Own� in �The Write Stuff� (TWS), is a regular contributor
to the publication and guest-edited the March 2009 edition of TWS on the theme of regulatory writing. Sam has
been involved in content development for the past two EMWA spring conferences and currently sits on the Berlin
2011 Conference Organising Committee.

Marian Hodges BSc National Institute for Health and Clinical Excellence
Marian has more than 20 years� experience of medical writing and editing. Currently, she is Associate Director
(Publishing) in the Communications team at the National Institute for Health and Clinical Excellence (NICE), where
she is responsible for a team who edit and publish documents from all of the NICE work programmes. Marian is
enthusiastic about developing members of the team through training and mentoring, and runs workshops on
effective writing for colleagues across the organisation. Before joining NICE, Marian was a freelance medical writer
and editor, working on a wide range of materials for pharmaceutical, medical communication and publishing
companies. Marian set up the EMWA website and was the web editor until 2006. She has been a workshop leader
since 2001 and is a Fellow of EMWA.

Adam Jacobs MSc, PhD, FICR, CSci, Cert IoD Dianthus Medical Limited
After getting bored with his first two careers (organic chemistry research and medical translating), Adam worked as a
medical writer first at a small contract research organisation and then at a large medical communications agency. He
set up his own business (www.dianthus.co.uk) in 1999, and has subsequently taken a part-time MSc course in
medical statistics, which he completed in 2002. Adam was EMWA president in 2004�05, was co-author of EMWA�s
guidelines on the role of professional medical writers in publications, and currently holds the role of EMWA�s press
officer. He is still not bored with medical writing.

Wendy Kingdom PhD, MRPharmS Freelance
Wendy has 23 years� experience of clinical research and medical writing in the pharmaceutical industry. She started
her career as a clinical research associate writing protocols, preparing related study documents, managing studies,
and writing clinical study reports. She has been working as a freelance medical writer since 2002 and focuses on
clinical and regulatory documents. She provides commercial training on medical writing and gives academic lectures
on this subject. Wendy was EMWA Education Officer from 2003-2005, served on the EMWA Professional
Development Committee (EPDC) for 5 years, and was Treasurer of EMWA from 2005-2009.
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Phil Leventhal PhD 4Clinics
Phil is currently a scientific writer at 4Clinics in Paris, France where he specialises in publications writing and medical
communications. He has more than five years� experience as a scientific writer, has authored or edited hundreds of
peer-reviewed articles, and has worked extensively with, and trained, non-native English speakers in scientific writing.
Prior to transitioning to scientific writing, Phil worked for 15 years in the United States as a biochemist and cell
biologist in academic and pharmaceutical research.

Alison McIntosh BSc (Hons), PhD AAG Medical Writing
As a medical writer for the pharmaceutical industry for more than 12 years, Alison has written extensively for
regulatory authorities, and other audiences. She joined GlaxoSmithKline as a medical writer in 1995 after completing
a 5-year stint as a postdoctoral molecular virologist. Working as a freelance medical writer since 2000 her clients
include major pharmaceutical companies, CROs, and communications agencies. Writing tasks undertaken for clients
have included manuscripts, book chapters, and clinical and scientific abstracts, as well as study reports and other
regulatory documents. She also organises and presents training courses on various aspects of medical writing for
clients in the pharmaceutical industry. She currently serves on the EMWA Professional Development Committee
(EPDC).

Tatjana Poplazarova GlaxoSmithKline Biologicals, Belgium
As Director of Scientific and Public Disclosure at GSK Biologicals, Tatjana leads an international team with
representatives in Asia-Pacific, Europe, and the US. This multi-disciplinary team is involved in both regulatory
submissions (writing of protocols, study reports, clinical study summaries) and disclosure activities (both web based
disclosure and publications). Tatjana is one of the founders of the disclosure team at GSK Biologicals and has been
spearheading both strategic and operational aspects related to disclosure of human subject research. Tatjana is also
the Biologicals representative at the GSK decision-making body on disclosure activities.

Gillian Pritchard MSc, MRCP, MFPM, MBA Sylexis Limited
Gillian is a pharmaceutical physician and medical writer with many years� experience of designing, conducting and
reporting clinical trials, from the perspective of an investigator in academia, as a research physician in phase I-II
clinical trials and as a clinical project manager of phase III trials with a global pharmaceutical company. Gillian
developed and delivered a GCP training course for investigators during her time with a pharmaceutical and medical
devices consultancy. She established Sylexis Ltd. in 2006 and is involved mainly with regulatory writing and some
market assessment projects. In 2009 Gillian was elected as EMWA Treasurer.

Alistair Reeves BA (Hons), Editor in the Life Sciences Ascribe Medical Writing and Translation
Alistair became a freelance writer, editor, and trainer in 2002 after 25 years in the pharmaceutical industry in
different roles in market research, clinical research, drug regulatory affairs, medical translation, medical writing, case
report form design, and document management and publishing. He has extensive writing and editing experience in a
wide range of clinical areas including endocrinology, oncology, infectious diseases, cardiovascular medicine,
transplant surgery, traumatology, and veterinary and laboratory medicine. Over the past 15 years, he has presented
courses on many aspects of medical writing for commercial training organizations and regularly holds in-house
courses for small and large pharmaceutical companies throughout Europe. He has given workshops at all EMWA
events since 1997.

Uma Swaminathan MSc, MBA GlaxoSmithKline Biologicals, Belgium
Uma�s passion for medical writing brought her all the way from Bangalore (India) to Belgium. During her scientific
writing career of over 7 years at GSK, Uma has worked on a wide range of regulatory and disclosure documents
across different vaccine projects. Her current role as Manager for Clinical Trial Register and Protocol Posting within
GSK has allowed her to develop her skills in the field of project management and scientific communication. These
included such diverse activities as understanding and complying with the complex and ever-changing legal and
regulatory requirements for disclosure; planning, tracking and delivery of protocol and results summaries; cross-
functional training; and increasing the public disclosure awareness within the company.
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Thomas Wagner PhD Trilogy Writing & Consulting GmbH
Thomas is a biologist by training and was working hard to unravel the mysteries of the brain using his own brain and
such obscure things as glass needles, fluorescent dyes and white powders called neurotransmitters. However, in
order to avoid going mad himself he quit university and started his medical writing career in 1999 with the CRO
Kendle in Munich. In 2002 he changed to big pharma and worked for Lilly Deutschland GmbH, mainly writing on
Phase III-IV projects, including observational studies. Still working in the area of madness he mostly tackled
psychiatry, quality of life, and red tape in the position of Group Leader Scientific Communications Europe for
Neurosciences at Eli Lilly & Co. To avoid getting entangled too much he then changed back in 2009 to the other side
of the fence as a service provider and consultant now working for Trilogy Writing & Consulting as a Medical Writing
Manager. 

Rita Wellens MSc, PhD Wellens Clinical Research Consulting
Rita has extensive experience with project management, training, and medical writing for pharmaceutical companies
and CROs. She managed epidemiology projects worldwide for GlaxoSmithKline Biologicals for about 8 years. In a
previous life, she held university faculty positions in the USA that included teaching epidemiology and research
methods. She authored numerous publications and received several NIH and AHA grants for research in
cardiovascular epidemiology. Rita strongly feels that medical writers have a key role in the critical appraisal and sound
reporting of medical findings. Rita was elected EMWA Vice-President in 2010 and currently serves on the EMWA
Professional Development Committee (EPDC).

Jo Whelan BSc (Hons) Freelance
Jo Whelan is a freelance medical writer with a broad range of experience in medical communications. She also has a
second �hat� as a science and health journalist. Her working life is nothing if not varied: she often finds herself
writing a scientific paper one week, text for a website the next, and a slide presentation on clinical data the week
after. She has also written numerous news and feature articles for the scientific press, and is author of four health-
related books for teenagers. After a degree in Biology Jo worked as an editor in scientific publishing, then had a spell
as a writer at a medical communications agency before going freelance in 1996. She is a member of the EMWA
Education and Professional Development Committee (EPDC).
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The field of medical writing is broad, and in its purest sense,
includes any form of written communication about medical
topics. 

The 32nd EMWA Conference will include a diverse combination
of workshops, seminars, and discussion sessions to cover the
broad spectrum of medical writing topics.

Berlin offers its visitors a uniquely varied cultural programme, one
of a kind historical landmarks, and all sorts of entertainment. The
city has a long tradition as a theatre metropolis and is justly proud
that it can present such a diverse range of productions today. It is
also a city of museums with the Berlin Museum Island being
recently added to the World Cultural Heritage.

From a quick snack to dinner at a gourmet restaurant, international
cuisine, theme restaurants, beer gardens and regional cooking �
Berlin�s 7,000 restaurants and eateries cater for every taste, any
occasion, any time of the day or night. Berlin�s nightlife is fast-paced
and has something for everyone.

Further details will be available on the website soon.

32nd EMWA Conference
10–14 May 2011

Andel’s Hotel Berlin
Landsberger Allee 106
D-10369 Berlin
E-Mail: info@andelsberlin.com
Tel.: +49 30 453 053 0
Fax: +49 30 453 053 2099
http://www.andelsberlin.com

32 EMWA
Conference

10�14 May 2011
Berlin, Germany

nd
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For more information contact:
EMWA Conference Team
Durford Mill, Petersfield, 
Hampshire, GU31 5AZ, UK
Tel: +44 (0) 1730 715 216
Fax: +44 (0) 870 442 9940
Conference Enquiries: emwaconference@associationhq.com
General Enquiries: info@emwa.org

Watch the website for updates on the conference.

www.emwa.org


