
30th–31st October 2007, Hotel Okura,Amsterdam

Key topics:
• Get up to date with the latest EU

Variations Guidelines proposals
• Clarify variations filing requirements

for Decentralised Procedure
• Examine the intricacies of variations

for biologics
• Accurately define the variation type

for accelerated filing
• Hear crucial case studies from industry

colleagues
• Gain a thorough understanding of the

global future of variations filing
• Understand the impact of transition to

electronic documentation and the
eCTD on variations filing

INCLUDING
Fully incorporated afternoon breakout session:

Planning, documentation and
lifecycle management for variations

Led by Borislav Borrisov, Consultant, PRESCRIPTIA 

Expert speaker faculty:
• Marlies Kubbinga, Chemical

Pharmaceutical Assessor, NATIONAL
INSTITUTE OF PUBLIC HEALTH
AND THE ENVIRONMENT,
The Netherlands

• Adam Aparicio,
Head Global Regulatory Operations,
MERCK SERONO

• Monica Unger-Bady, Consultant,
Former Head of Variation Management
and Compliance, SCHERING AG

• Gudrun Busch, Head Product Licensing,
CSL BEHRING AG

• Elke Piller, Senior Manager, European
Regulatory Affairs, Innovative R&D,
TEVA PHARMA

• Matthew Neal, Director, Global
Regulatory Affairs & Safety, AMGEN

• Borislav Borrisov, Consultant,
PRESCRIPTIA

• Claire Griffiths, Consultant,
PAREXEL Consulting

• Liesbeth Versteeg,
Submissions Supervisor Regulatory Affairs,
GENZYME EUROPE 

• Anne-Marie Georges, Consultant,
AMQUID PHARMA

To Register Please Tel: +44(0) 20 7017 7481
Web: www.informa-ls.com/variations

Fax: +44 (0) 20 7017 7823 Email: registrations@informa-ls.com Please quote CQ5045
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09.10 Registration and coffee

09.45 Opening remarks from Chair
Monica Unger-Bady, Independent Consultant
(Former Head of Variation Management and Compliance),
SCHERING AG

10.00 Achieving regulatory compliance: how Product
Quality Review influences companies
• Overviewing the revised EU guidelines for GMP
• Enabling a stronger alignment between product supply

and regulatory affairs
• Defining regulatory compliance 
• Overcoming hurdles to compliance for a global product

portfolio
Monica Unger-Bady, Independent Consultant
(Former Head of Variation Management and Compliance,
SCHERING AG)

10.45 Morning coffee

11.15 Outlining processes for filing variations under
national/decentralised procedures (DCP)
• Deciding when a national submission is suitable
• Clarifying the common grey areas in variation

classification
• Dealing with either electronic or paper submissions or

both
• Ensuring you classify your variation correctly
• Outlining some of the common deficiencies of variation

documentation
• Discussing the filing of variations under Mutual

Recognition Procedure (MRP)
Marlies Kubbinga, Chemical Pharmaceutical Assessor,
NATIONAL INSTITUTE OF PUBLIC HEALTH
AND THE ENVIRONMENT,The Netherlands

12.00 Filing of variations under Mutual Recognition
Procedure (MRP): the industry perspective
• Managing variation for MRP submissions across all of

Europe 
• Classifying variations correctly for expeditious MRP

compliance
• Filing variations electronically or paper or both
• Choosing between MRP and DCP
Elke Piller, Senior Manager, European Regulatory Affairs,
Innovative R&D, TEVA PHARMA

12.45 Lunch

14.00 Completing a variation application properly for full
compliance under national/decentralised
procedures (DCP)
• Accurately and correctly categorizing the variation
• Overviewing the guidance documents available
• Preparing documentation for variation filing
• Intricacies of variations for biologics
Gudrun Busch, Head Product Licensing,
CSL BEHRING AG

14.45 Assessing the impact on industry of the new
European variations proposals
• Discussing what company groups handling variations will

now need to consider
• Outlining the timescale: when will industry need to act?
• Highlighting what industry would like to see in new

regulations
• Providing a simplification of regulations in an

environment of increased technical complexity
Anne-Marie Georges, Consultant, AMQUID
PHARMA

15.30 Afternoon tea

16.00 Applying risk assessment to reduce the regulatory
burden of change notification
• Outlining why notifiable changes involve a high

regulatory burden 
• Clarifying the level of variation that needs to be filed
• Defining the range of filing that needs to be made for a

particular variation
• Streamlining the variations process for efficient resource

use
Claire Griffiths, Consultant, PAREXEL Consulting

16.45 Closing remarks from Chair

17.00 End of Day One

Improving the Variations Regulations 
system in Europe and globally
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Overcoming current obstacles to 
compliant variations submission

To Register 
Please Tel: +44(0) 20 7017 7481 Fax: +44 (0) 20 7017 7823
Web: www.informa-ls.com/variations Email: registrations@informa-ls.com Please quote CQ5045

DAY ONE:Tuesday 30th October 2007

“

“

“

““Very well organised, good opportunities 
for networking and exchange of experiences”

Regulatory Affairs Manager, Schering AG

“Diverse and Quality Speaker Panel”
Regulatory Associate, Merck



2007 30th–31st October 2007, Amsterdam

09.00 Opening remarks from Chair
Monica Unger-Bady, Independent Consultant
(Former Head of Variation Management and Compliance,
SCHERING AG)

09.15 Outlining the regulatory relationship between
variations and product lifecycle
• Discussing the lifecycle consequences of filing variations
• Examining the requirements for renewals and extensions
• Investigating the impact of electronic submissions

regulations on lifecycle management
• Preserving the product lifecycle with effective variations

submissions
Borislav Borrisov, Consultant, PRESCRIPTIA

10.00 Major variations: time to switch from paper to
eCTD
• Working with variations in an eCTD environment
• Assessing the status of eCTD implementation across

Europe
• Discussing the eCTD variation review process
• Identifying the key elements of the eCTD specification
• Providing practical tools for compliant eCTD submission

of variations
Adam Aparicio, Head Global Regulatory Operations,
MERCK SERONO

10.45 Morning coffee

11.15 Transition of eCTD from US filing to EU, Canada,
Australia and Japan
• The Amgen experience of working with changes in an

eCTD environment
• Overcoming the obstacles to global eCTD filing
• Identifying the key elements of the eCTD specification
• Providing practical tools for compliant global  eCTD

change submissions
Matthew Neal, Director, Global Regulatory Affairs & Safety,
AMGEN

12.00 Providing practical guidance on efficiently filing
variations: the Genzyme experience
• Accurately defining the variation type
• Examining the procedures in place for filing each

variation type
• Understanding the specifics of making documentation

changes
Liesbeth Versteeg, Submissions Supervisor Regulatory Affairs,
GENZYME EUROPE

12.45 Lunch

14.00 Practical Breakout session:
Planning, documentation and lifecycle
management for variations
The whole afternoon has been put aside for a practical
breakout session to provide you with interactive
experience of variation planning and documentation and
how this impacts on product lifecycle. Delegates will be
split into two groups where you will gain a hands-on look
at how to prepare documentation for Type I and Type II
variations and how to incorporate realistic timelines into
your variations planning.You will then reassemble to
examine your findings.

Led by Borislav Borrisov, Consultant, PRESCRIPTIA

Case Study 1: Preparing documentation for a Type
II variations for a biotechnology product
• Clarifying the parameters of a Type II classification
• Identifying the dossier requirements for different types of

variations
• Shelf-life
• Test procedures
• Manufacturing changes
• Avoiding the common pitfalls

Case study 2: Preparing documentation for a Type
I Variation for a solid form product
• Clarifying the parameters of a Type I classification
• Understanding the impact on the dossier of the data

required for complex changes
• Changes to synthetic products
• Deciding on the supporting documentation

16.30 Closing remarks and end of Conference
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To Register 
Please Tel: +44(0) 20 7017 7481 Fax: +44 (0) 20 7017 7823
Web: www.informa-ls.com/variations Email: registrations@informa-ls.com Please quote CQ5045

DAY TWO:Wednesday 31st October 2007

Promotional Opportunities

Do you provide outsourced services to regulatory affairs and
GMP groups in pharma and biotech companies? This event
offers you the ideal opportunity to meet key decision makers
from these organisations and to demonstrate your solutions to
managing crucial compliant submissions processes.

The meeting will assemble directors and heads of regulatory
affairs, product supply, CMC and documentation
management and you can be there to meet them and provide
your answers to the their most pressing questions regarding
regulatory and manufacturing compliance.

We can offer your company the right promotional
opportunity to reach this targeted industry audience.
To learn more about our full range of sponsorship and
exhibition packages, please contact:

Kirianne Hanlon, Sales Director,
Tel: +44 (20) 7017 7129
Email: kirianne.hanlon@informa.com

PTI 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: slau@pti-courses.com
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The Bookings Department
Informa UK Ltd
PO Box 406
Byfleet
KT14 6WL 

Group Bookings: To take advantage of group bookings
please contact Simon Lau on +44 (0) 207 017 7165 or 
email  simon.lau@informa.com

Terms and Conditions
FEE: This includes all technical sessions, lunch and documentation.
CANCELLATIONS: Cancellations received in writing before and on 16th
October 2007 will be subject to a service charge of £99. The full conference
fees remain payable after 16th October 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.
ARE YOU REGISTERED?: You will always receive an acknowledgement of
your booking. If you do not receive anything, please call us on 
+44 (0) 207 017 7481 to make sure we have received your booking.
ANY SPECIAL REQUIREMENTS: Please inform us if you have any special
requirements by calling Customer Services. +44 (0) 20 7017 7481

DATA PROTECTION: The personal information shown on this form, and/or
provided by you, will be held on a database and may be shared with other
companies in the Informa Group in the UK and internationally. If you do not
wish your details to be available to other companies in the Informa Group
please contact the Database Manager at the above address, Tel +44 (0)20
7017 7077, Fax +44 (0)20 7017 7828 or email: integrity@informa.com.  
Occasionally your details may be obtained from, or made available to, external
companies who wish to communicate with you offers related to your business
activities. If you do not wish to receive these offers, please tick the box .
INCORRECT MAILING: If you are receiving multiple mailings or you
would like us to change any details or remove your name from our
database, please contact the Database Manager at the above address, 
Tel +44 (0)20 7017 7077, Fax +44 (0)20 7017 7828 or 
email: integrity@informa.com - quoting the reference number printed on
the mailing label. 

Venue Details:
Hotel Okura Amsterdam,
Ferdinand Bolstraat 333,
1072 LH, Amsterdam
Tel. +31 (0)20 - 678 71 11   Fax +31 (0)20 - 671 23 44
e-mail: informa@zibrant.co.uk  http://www.okura.nl/

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@zibrant.co.uk or 
web: www.ibr.co.uk/informa

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

�� Please invoice

�� Credit Card. Please debit my: ��    �� ��

Card No:��������  ��������  ��������  ��������

Expiry Date: ................................................................................................

Signature: ..........................................................................................................

Credit card billing address:

..........................................................................................................................

..........................................................................................................................

Contact Number for Card Holder:

..........................................................................................................................

Please note that cards will be debited within 7 days of your registration on
to the conference

�� 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.
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Nature of Company Business zxzxzxzxzxzxzxzxzxzxzxzxzxzxzxzxzxzxzxzxzxz

No. of employees on your site: 1) 0-49 �� 2) 50-249 �� 3) 250-499 �� 4) 500-999   5) 1000+ ��

PAYMENT INFORMATION

Are we mailing you correctly? To update your contact details on
our database please email integrity@informa.com

Tel: +44 (0) 207 017 7077 or Fax +44 (0) 207 017 7828
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Conference Code: CQ5045C 

www.informa-ls.com/variations

Your VIP number is on the address label. If there is no label, please quote

PACKAGE

Conference
CQ5045C

Book before 27 July 2007

■■ £1099.00 vat@19% 
(SAVE £200) = £1307.81

Book between 27 July 
& 21 September

■■ £1199.00 vat@19% 
(SAVE £100) = £1426.81

Book after 21 September

■■ £1299.00 vat@19% 
= £1545.81


