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TARGET THE HEART
OF EUROPEAN REGULATORY AFFAIRS
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Learning outcomes for
TOPRA Introductory Courses

The Regulatory Function and the
EU Environment

The role and importance of the Regulatory
Affairs Function and how it fits into the product
development process

The EU regulatory environment, the
organisations involved and how legislation is
developed.

Future developments in the pharmaceutical
industry

The importance of regulatory strategy
Successful interaction with authorities

The Marketing Authorisation Application,
Science, Content and Structure

The fundamentals of chemical and
pharmaceutical development and the regulatory
requirements

The importance of Good Manufacturing Practice
and Good Clinical Practice

The need for pharmacology, pharmacokinetic
and toxicology data

Clinical development and the conduct of clinical
trials

Carefully researched and updated each year by practising Regulatory
Affairs Professionals. Attend this course and return to your office a more
confident Regulatory Affairs Professional.

The content and structure of Marketing
Authorisation Applications in the Common Technical
Document format

How to be ready for electronic submissions and eCTD

The importance of Product Information; SmPCs,
labelling and leaflets

EU Regulatory Procedures

The theory and practical reality of the
Centralised Procedure

The theory and practical reality of the
decentralised and mutual recognition procedures

How to choose and use the procedures
The importance of scientific advice

Post Authorisation Activities

Aspects of a successful life-cycle management

The requirements and procedures for variations
and renewals

The importance of pharmacovigilance and risk
management

Specialist Core Areas

An understanding of medical device technology
An understanding of biotechnology products

An understanding of abridged applications,
including generics

Paediatric development

For updates on the programme and speakers as well as other important information
please visit www.topra.org/autumnintrocourse

'x. L EE

Reference: 1C2/11

i Sy
e I!,.'-F' i

=Y W Lty
T

Five-Day
Residential
Course

Date:

Monday 31 October
to Friday 4 November
2011

Venue:

Andels Hotel, Prague,
Czech Republic
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Autumn Intro

30* hours

Lifelong learning (LLL)
*For more information

please visit www.topra.org/
lifelonglearning
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OF EUROPEAN REGULATORY AFFAIRS

Carefully researched and updated each year by practising Regulatory Affairs Professionals
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Overview Who should attend?

The Course is presented by over 30 speakers and facilitators, all Delegates should ideally have a minimum of six months’ professional
respected authorities in their fields. No other course of its kind enables regulatory experience to gain maximum benefit from the Course.
delegates to interact with so many leading regulatory professionals. The Course is also suitable for those wishing to refresh their regulatory

knowledge and for allied professionals who want to understand drug

The Autumn Introductory Course has been running successfully development andits interface/withIRagulatory Affairs

for 17 years. This experience, combined with the feedback we
receive from our presenters and delegates, ensures that the TOPRA People new to Regulatory Affairs who want to

Introductory Course is always up-to-date and in tune with the X . .
needs of the pharmaceutical industry. acquirea comprehenswe foundation

Regulatory Professionals wishing to update

Most comprehensive course available of its kind !
their knowledge

17 years of experience _ ; o
Allied Professionals wishing to understand the role

Over 30 speakers and facilitators of Regulatory Affairs

Detailed course notes

Industry and Regulatory Agency specialists Course structure

European perspective
P PErsp The objectives of each part of the course are achieved by use of

lectures, interaction with the lecturers and case studies.

Why atte N d? Each programme day includes a case study. These accurately

tailored case studies enable delegates to turn theory into practice.
The Course is widely accepted by both Industry and Regulatory In small teams you will be able to focus on subjects such as
Agencies as the most comprehensive of its kind. The Course provides chemical pharmaceutical development, clinical trial authorisations,
new Regulatory Affairs professionals with a good understanding of the choice of regulatory procedure and variations. In addition,
different functions involved in the product development process and facilitators are available to assist.

their inter-dependencies. In addition, a good legislative overview will be
gained, with case studies providing delegates with practical experience
of working in a project team on a variety of regulatory challenges.

Each session is fully documented with copies of all slides so
that delegates can focus on the presentations. The course notes
provide an up-to-date overview of current trends in Regulatory

Over the five days, delegates will have a unique opportunity to Affairs as well as being useful reference material for future use.
meet their peers, network with leading Industry and Regulatory

Agency specialists from Europe and experience working in a team-
based environment.

In order to promote networking, the course includes a welcome
cocktails reception on the Monday evening and other social
opportunities will be made available during the week.

Develop your understanding of drug
development and the role of Regulatory Affairs

Gain confidence as a Regulatory Affairs
professional

See the bigger picture
Become more proactive
Experience working in project teams

Interact with Regulatory Agency and Industry
leaders

Network with colleagues

Please note that all programmes covered in this brochure could be subject to changes.
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PROGRAMME
MONDAY 31 OCTOBER - FRIDAY 4 NOVEMBER
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Thursday 3 November 2011
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Friday 4 November 2011
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FULLY
BOOKED

EVERY YEAR!
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Introductory Course TOPRA

Date: 31 October — 4 November 2011 Venue: Andels Hotel, Prague, Czech Republic Reference: 1C2/11
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“Speakers were excellent — content was excellent,
an all round grounding in Regulatory Affairs...”

What is TOPRA? Important course information

Course timings

Slncbisctives Contact TOPRA
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TOPRA, Bellerive House, 3 Muirfield Crescent, London E14 9SZ

TOPRA - The Organisation for Professionals in Regulatory Affairs Ltd. Registered in England Number 1400379. A Company Limited by G

TOPRA is the registered trademark of The Organisation for Professionals in Regulatory Affairs Ltd,
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