Gain critical feedback from

Regulators to reduce costly
compliance risks

Comprehensive
User Testing
of the Patient
Information
Leaflet

Ensure your company has full confidence

in their User Testing strategy and help
maximise patient safety

Tuesday 15th - Wednesday 16th May 2007,
Danubius Hotel Gellert, Budapest, Hungary

Key Benefits:

Learn best practice for bridging studies and hear how these
can be used to demonstrate compliance with article 59(3)
Interactive breakout sessions will allow you to practice
setting up, conducting and maintaining the necessary
standards of process for User Testing

Gain access to regulatory, academic and consultancy
advice, learning how and when to apply a User Test to PILs
and who should be involved in the test process

Hear case studies presented by three expert consulting
companies and ensure the information you provide is legible,
clear and easy to use

Your course leaders include:

Klaus Menges, Scientific Quality Assurance in the Unit
Strategy and Plannings, BfArM, Germany

Marion Schaefer, Professor and Lecturer at Charié
University Medicine Berlin, Institute of Clinical
Pharmacology, Germany

Dave Trotter, Senior User Testing Consultant, Unicus, UK
Angela Gisby, Director, Spectrum Regulatory Solutions,
UK

Diana Taylor, Medical Writer & In-house Instructor,
PAREXEL, International GmbH, Germany

Alison Turner, Product Information & User Testing
Consultant, Unicus, UK

Borislav Borissov, Managing Director, Prescriptia LLC,
Bulgaria

Media Partners:
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With an average cost of £15,0(

Welcome to Informa’s practical training course dedicated
to comprehensive User Testing of the Patient Information
Leaflet.

New legislation has recently been introduced requiring
those responsible for the writing of Patient Information
Leaflets to make sure that these have been drawn up to
take into account the needs of the patients.

Are you confident that your PIL will receive approval
first time?

Ensure your company has a robust User Testing strategy.
How many rounds of User Testing are appropriate?

What language should | use when submitting with the
MRP and DCP?

Join us in Budapest, May 2007, and have all your
questions answered. This two day practical training
course will ensure you are adhering to the EU rules and
helping your patients battle the jargon. You will leave
feeling confident and prepared for your next regulatory
challenge.

Here’s what last year’s delegates had to say . . .

“Very good conference - informative, useful and full of
practical advice”
Sandoz, 2006

“Good experienced speakers with a good style of
lecturing”
Agency for Medicinal Products and Medical Devices,
Croatia, 2006

Who should attend?

e Regulatory Affairs Managers and Executives with
responsibilities for new Marketing Authorisation Applications

e Those who have a portfolio of currently marketed products
which need to be brought into compliance

e Packaging and Labelling Managers

e Country Registration Managers

e User Testing Consultants

...and many more

Any Questions?

If you have any questions regarding the agenda or content, please
contact:

Gemma Burns, Conference Producer, Tel: +44 (0)207 017 7134 or
email: gemma.burns@informa.com

For information on press and PR please contact:
Shona Kelly, Marketing Manager, Tel: +44 (0)207 017 6782 or
email: shona.kelly@informa.com

For group bookings of three or more delegates, excellent discounts

are available, please contact:
Simon Lau, Tel: +44 (0)207 017 7165 or email: simon.lau@informa.com

Bookings hotline: +44 (0)20 7017 7481 Book online: w
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Conference Day One Tuesday 15th May 2007

09:00 Registration and coffee

09:30 Introduction from the Chair
Angela Gisby, Director, Spectrum Regulatory Solutions, UK

09:40 Patient information and participation in decision making

e Examining information and e-health as a part of the new EU
High Level Group on Health Technology Assessment

e Experience of providing information to special groups e.g.
children and their parents in clinical research

e Technical opportunities for providing information to patients

e Suggestions for future developments

Borislav Borissov, Managing Director, Prescriptia LLC,

Bulgaria

10:20 Readability testing report - Assessment from a
Regulator’s viewpoint

e The revision of the Readability Guideline

e Different ways of testing

e Experience after the first 18 months

e (Consequences from an Agency’s perspective

Klaus Menges, Scientific Quality Assurance in the Unit Strategy
and Plannings, BfArM, Germany
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11:20 Coffee and networking break

11:50 Communicating with the patient across the lifecycle of a

drug - from the clinical trial to the PIL

e How are the contents of a Subject Information and a PIL
comparable?

e Differences between the participants in a clinical trial and
patients using a drug

e User Testing and a subject's consent to participation in a
clinical trial - differences and similarities of the two
processes

Diana Taylor, Medical Writer & In-house Instructor, PAREXEL,

International GmbH, Germany

12:30 Lunch

Case studies: Practical experiences with UT of the PIL
3 companies present detailed case studies on this topic.

13:40 Experiences of User Testing to date
e The need for User Testing of Patient Information Leaflets
e Basic assumptions for patient consultation and readability
testing
e Order of events in a readability test
e Patient target groups and testing methods
e Experiences from readability tests in Germany
Marion Schaefer, Professor and Lecturer at Charié University
Medicine Berlin, Institute of Clinical Pharmacology, Germany

14:40 Successful filing of User Tested PILs in the EU
e When is User Testing required during the product life cycle?
* |dentifying key issues
e Points to consider for User Testing reports
e The review process and Regulatory Agency feedback
Alison Turner, Product Information & User Testing Consultant,
Unicus, UK

15:40 Networking break

16:10 Lost in translation? Realities, practicalities and solutions

in User Testing

e A User Testing consultant’s experience in the UK

e PlLs come in many shapes — how to apply User Testing to
different forms of patient information

e A PILUs journey through User Testing: Use of case studies to
demonstrate the challenges and solutions

Angela Gisby, Director, Spectrum Regulatory Solutions, UK

w.informa-Ils.com/readability Fax: +44 (0) 20 7017 7823 Emai
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Conference Day Two Wednesday 16th May 2007
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Panel session

This is your opportunity to discuss areas of concern with our
expert speaker panel. Ensure you come away with all your
questions answered and take back successful User Testing
strategies to your company.

Marion Schaefer, Professor and Lecturer at Charié University
Medicine Berlin, Institute of Clinical Pharmacology, Germany
Angela Gisby, Director, Spectrum Regulatory Solutions, UK
Borislav Borissov, Managing Director, Prescriptia LLC,
Bulgaria

Diana Taylor, Medical Writer & In-house Instructor, PAREXEL,
International GmbH, Germany

Alison Turner, Product Information & User Testing Consultant,
Unicus, UK

Closing remarks from the Chair

End of day one

Morning coffee

Welcome back to day two and Chairman’s comments
Dave Trotter, Senior User Testing Consultant, Unicus, UK

Creating a “Parent PIL”

e The QRD template

e Writing styles

e Formatting

e Bridging reports

e Creating artwork

Alison Turner, Product Information & User Testing Consultant,
Unicus, UK

Breakout 1: Review of an existing document
Dave Trotter, Senior User Testing Consultant, Unicus, UK

Group presentations and discussion
Coffee and networking break
Who does the testing and how?
The skills sets required
e Methodology
e Who to test and where?
e What questions to ask
e Measuring the responses
e Checking for understanding
e Reporting the findings
Dave Trotter, Senior User Testing Consultant, Unicus, UK
Breakout 2: Preparing a questionnaire
Lunch
Breakout 3: Introduction and preparation for role play
e Define roles
e Prepare
Conduct role plays
Role play feedback
Completing the process

Open forum for questions

End of training course
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Pharmaceutical Manufadurers

ABPhM

The Association of Bulgarian Pharmaceutical Manufacturers is the
only national branch organization, representing the 70 years old, local
pharmaceutical industry through its active position on priority issues of
pharmaceutical legislation and national drug policy development.

E‘a E, Association of Bulgarian

By its expert participation in the discussions on Human Medicines and
Pharmacies Act amendment in 2002, the ABPhM contributed to the
prospective harmonization of Bulgarian legislation with the European
directives regulating the production and marketing of pharmaceutical
products in the EU. Currently the Association of Bulgarian Pharmaceutical
Manufacturers takes part in the vital final phase of the EU harmonization
process in respect to its accession to the European Union in 2007.

ABPhM'’s main goal is to stimulate the manufacturing of high quality and
affordable generic medicines, thus contributing to the highly restricted
budget of the national healthcare system and ensuring a drug distribution
system, which will provide access to drugs for all patient groups and
healthcare providers.

ABPhM is a full member of the European Generic Medicines Association
(EGA), which represents more than 500 pharmaceutical companies
manufacturing generic products and active pharmaceutical ingredients.

For more information on the association visit: www.abphm.bg

: — Pharma Poland
News

Pharma Poland News is an English language information service covering
the pharmaceutical sector in Poland. It includes weekly and monthly
newsletters, both delivered by email in pdf format.

Pharma Poland News: Weekly News Review contains:

e The latest pharmaceutical sector news

e News on the companies active on the Polish pharma market

e The most significant R&D and medical news

e News on world developments affecting the Polish pharmaceutical
market.

Pharma Poland News: Monthly Review and Analysis includes:

e The most recent statistics on the Polish pharmaceutical sector

e Current trends and analyses of the climate on the market

e Information on legislation governing the pharmaceutical sector in Poland
e Information about conferences/trade shows

G oulletin

www.generics-bulletin.com

Generics bulletin is the global generic industry’s essential source of news
and views on product launches, company deals, regulatory changes and
patent pricing and reimbursement issues. Two formats: a weekly electronic
newsflash and a twice-monthly paper publication provide both immediacy
and depth from a generics industry perspective. For further information
please visit www.generics-bulletin.com or contact Val Davis at val.davis@
generics-bulletin.com or call +44 (0)1564 777550.

Pharmaceutical
Training
International

PTl is a global pharmaceutical training company with over 60 interactive
courses focusing on Regulatory Affairs, R&D, Clinical Development and
Manufacturing best practices. Whether you are new to the industry, or firmly
established and looking for training to take you to the next level, you will
receive practical information and comprehensive advice to meet the
demands of a challenging career in pharmaceuticals.

Our courses can also be delivered on-site, specifically tailored to place
emphasis on your company's own particular business objectives.

For more information on PTI, please contact: Simon Lau
Tel: +44 (0) 20 7017 7165
e-mail: simon.lau@informa.com

www.informa-Ils.com/readability
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CQ5049

Comprehensive User Testing of

the Patient Information Leaflet

€Q5049 15th-16th May 2007, Danubius Hotel Gellert, Budapest, Hungary
Call Simon Lau for GROUP BOOKING DISCOUNTS +44 (0) 207 017 7165 or simon.lau@informa.com

FIVE EASY WAYS TO REGISTER Please remember to quote CQ5049C

4 44 (0)20 7017 7481 www.informa-Is.com/readability
\§] +44 (020 7017 7823 K The Bookings Department, Informa UK

(&% registrations@informa-Is.com Ltd, PO Box 406, Byfleet, KT14 6WL

VENUE DETAILS

Danubius Hotel Gellert, 1111 Budapest, Szent Gellért tér 1. Hungary

Phone: +36 1 889-5500, Fax: +36 1 889-5505

Room reservation: Phone: +36 1 889-5501, Fax: +36 1 889-5505

E-mail: gellert.reservation@danubiusgroup.com  Internet: www.danubiushotels.com/gellert

Reduced Rate Hotel Accommodation:

The cost of the accommodation is not included in the conference fee. Reduced rate accommodation can be
arranged for you as a free service to Informa delegates by contacting IBR on Tel: +44 (0)1332 285590;
email at informa@ibr.co.uk or web: www.ibr.co.uk/informa

HOW MUCH? Save £200 by booking before 23rd February 2007

Standard Rate CEE Countries*
Book before 23rd February 2007 ] £999 + VAT 20% (£199.80) ] £899 + VAT 20% (£179.80)
= £1198.80 = £1078.80
Book between 23rd February & 13th April 2007 [T £1099 + VAT 20% (£219.80) [T £999 + VAT 20% (£199.80)
= £1318.80 = £1198.80
Book after 13th April 2007 1 £1199 + vAT 20% (£239.80) L] £1099 + VAT 20% (£219.80)
= £1438.80 = £1318.80

* Cyprus, Czech Republic, Estonia, Hungary, Latvia, Lithuania, Malta, Poland, Slovakia, Slovenia, Bulgaria, Croatia, Romania

PAYMENT INFORMATION

L1 Please invoice

[ Credit Card. Please debit my: [ sl [J 0 (@D
card No: JUIOIC] OO OO OO0

EXpiry Date: ... Signature:

Credit card billing @AAIESS: ..........ccieumrririicri st

Contact Number for Card HOIAEY ............ovvceerreeeireeeesseeeeesseeesess s sssssssssssssssessssnon
Please note that cards will be debited within 7 days of your registration on to the conference
7 Yes I agree to the terms and conditions as stated on this form.

Delegates who do not pay with their booking are requested to provide a copy of bank transfer / credit card / cheque details
to help payment allocation. Staff at the event will request a credit card guarantee for delegates without proof of payment.

PERSONAL DETAILS Please photocopy for multiple bookings!

(Mr/Mrs/Ms/Miss/Dr)  Family Name L L [ | | [ ¢ [ [ | L ¢ [ [ | L[ [ | |]

Forename L L L L L Ll L bbbttt

211 e ) e s e
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| || Title

Job LI

CONFERENCE DOCUMENTATION: CANNOT ATTEND? For those busy executives who cannot take full advantage of this event,
the papers give you a useful record of the presentations made at the event. The set of speakers papers and/or slides from the
conference is available after the event for £299. Contact Customer Services on tel: +44 (0) 20 7017 7481,

fax: +44 (0) 20 7017 7823 or e-mail: registrations@informa-ls.com

DATA PROTECTION: Telephone calls to Informa Ltd may be recorded or monitored in order to check the quality of the service being
provided. The personal information shown on this brochure, or provided by you, will be held on a database and may be shared with
companies in Informa UK Limited in the UK and internationally. They may be used to keep you up-to-date with developments in your
industry. We believe that you are the correct person to receive details of conferences connected with this subject. Sometimes your
details may be obtained from, or made available to external companies for marketing purposes. If you do not wish your details to be
used for this purpose, please contact Tel: +44 (0) 207 017 7077 or Fax +44 (0) 207 017 7828

FEE: This includes all technical sessions, lunch and documentation.

CANCELLATIONS: Cancellations received in writing before and on Monday 30th April 2007 will be subject to a service charge of
£99. The full conference fees remain payable after Monday 30th April 2007. Substitutions are welcome at any time. It may be
necessary for reasons beyond the control of the organiser to alter the content and timing of the programme or the identity of the
speakers. In the unfortunate event that an event is cancelled Informa are not liable for any costs incurred by delegates in connection
with their attendance. This contract is subject to English Law.

ANY SPECIAL REQUIREMENTS: Please inform us if you have any special requirements by calling Customer Services.

+44 (0) 20 7017 7481



