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Will vaccinology recover from the flu? 
A new paradigm in vaccines regulation

Aim
This workshop will explore the regulatory aspects of 
vaccines and how regulation is impacted by the many 
external factors surrounding vaccination programmes. It 
will also debate possible ways forward to improve vaccine 
availability in a global environment.  

Course content includes
How to profi le a new vaccine – 
Part I Pre-registration, safety and effi cacy
The management of benefi t-risk during Pre-licensing 
i.e. strategies in real time to manage such risk by 
taking into account preclinical, clinical, theoretical, 
meta-analytical, epidemiological and other viewpoints. 
Acceptable benefi t-risk ratios for novel vaccines may 
change when given together with established vaccines. 
How should concomitant use studies be designed? 
What is the limit of acceptable risks in a concomitant 
use setting? How to conduct effi cacy studies for 
second generation (expanded) combination vaccines 
e.g. HPV and pneumococcal conjugates. Are non 
validated surrogate markers for effi cacy acceptable?

How to monitor a new vaccine – 
Part II Post-registration, safety and effi cacy
Post-marketing requirements set by Regulatory 
Authorities, feasibility of vaccine evaluation studies in 
post-marketing, infrastructures needed to perform 
huge post-marketing studies as well as roles of 
industry versus public health institutions. It will also 
discuss Risk Management Plans – translating theory 
into practice, the H1N1 example.

Moving into new regulatory provisions
A focus on upcoming and established regulatory 
provisions with a strong impact on the manufacture 
and clinical investigation of vaccines: The paediatric 
regulation and the implementation of the new 
Variations regulation. 

Moving into a global regulatory environment
This will take the form of a round table discussion and 
will debate: The role of European and FDA approval in 
a developing world setting e.g. Africa. How can fl exible 
dosing schedules be registered e.g. to accommodate 
missed doses? How can safety be monitored in a 
developing world setting? If a safety signal is identifi ed 
in Europe how should it impact the use of the product 
in the developing world e.g. the shift in B:R may be 
different in different settings e.g. Rotavirus vaccines.

Who should attend
This important meeting is essential for anyone involved 
in vaccines from a regulatory viewpoint and also those 
involved in preclinical and clinical research, those involved 
in data analysis, epidemiology and pharmacovigilance etc. 
Persons from both the regulatory agencies and industry 
and other related public health institutions are welcome 
to join the debate. If you wish to infl uence the future of 
vaccines regulation then you must attend!

Speakers include
•  Michael Pfl eiderer, Chair, EMA vaccines working 

party, Paul-Ehrlich-Institut, germany

•  Pieter Neels, Co-Chair, EMA vaccines working party, 
CHMP member for Federal Agency for Medicinal 
and Health Products, Belgium 

•  Daniel Brasseur, member vaccines working party, 
Chair, EMA Paediatric Committee, Federal Agency 
for Medicinal and Health Products, Belgium 

•  Andrew Deavin, Director, Worldwide Vaccines 
Registration, gSK Biologicals, Belgium

•  Elizabeth Miller, Head, Immunisation Department, 
Health Protection Agency, uK

•  Brigitte Keller-Stanislawski, Head, Pharmacovigilance, 
Paul-Ehrlich-Institut, germany

•  Thomas Breuer, Senior Vice President, global 
Clinical R&D Vaccines & Chief Medical Offi cer, gSK 
Biologicals, Brussels, Belgium

•  Klaus Cichutek, Chair, EMA CHMP gTWP, 
Paul-Ehrlich-Institut, germany

•  Johannes Löwer, former director of the PEI, Director 
of Federal Institute for Medicinal Products and 
Medical Devices, germany

•  Ingrid uhnoo, Senior Expert, Department of 
Preclinical and Clinical Assessment Medical Products 
Agency, Sweden

•  Ralf Clemens, global Head, Development Novartis 
Vaccines and Diagnostics, Italy

For more information or to obtain a booking form, 
please contact TOPRA via email: meetings@topra.org 
or tel: +44 (0) 207 510 2560 or go to the website: 
www.topra.org/vaccines
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BOOKING FORM 2010

Fees and Payment method 

Members	 � E714.00 = E600.00 + E114.00 (19% DE VAT)

Non-Members	 � E952.00 = E800.00 + E152.00 (19% DE VAT) 

The VAT rate charged will be the prevailing rate at the time of invoicing.

Cheque enclosed	  	 Cheque No�

Bank transfer 	  	 Date of transfer  /  / 

Please charge my debit/credit card     Purchase Order No.   

Debit/Credit card details
(For cards accepted, see payment section below)

Debit Card � Visa             MasterCard             American Express 
(preferred)

Card No�   

Expiry date	  /      

Security code	 	� Visa, MasterCard, Debit cards: the last 3 digits AFTER  
 the card number in the signature area of the card. 

Card holder name (as given on card)

Billing address for card (must be provided if different from the Work Address)

�
City� 	    Postcode   
Country�  

TOPRA will seek authorisation from the card-issuing company before confirming 
any reservation (VAT Registration No. DE262 650968).

By signing below, I confirm that I agree with TOPRA’s Terms & Conditions  
of Booking. These are available from the office or on the TOPRA website at:  
www.topra.org/bookingTandC

  Signature

�

  Date

Ways to book
Please complete in block capital letters and return this form with payment  
to TOPRA using one of the following methods:

Post: 	 TOPRA, Bellerive House, 3 Muirfield Crescent, London E14 9SZ
Fax: 	 +44 (0) 20 7537 2003     Email: meetings@topra.org

On receipt of your booking form we will confirm your provisional place in 
writing and provide directions to the venue. An invoice will be sent separately. 
To ensure admission, payment must be received prior to the meeting.

If you have any queries, contact us on: +44 (0) 20 7510 2560
or meetings@topra.org

Terms and conditions (Please note: TOPRA’s full standard Terms  
& Conditions are available on the website at www.topra.org/bookingTandC).
Payment:  

•	� Cheques: must be made payable to TOPRA and drawn on a UK bank in either  
Euro or Sterling. 

•	� Debit/Credit card: for payment by card please complete the relevant details above. 
Cards accepted: AMEX, Debit MasterCard, Delta, Electron, Maestro, MasterCard, 
Solo, Visa. All cards will be charged in Sterling.

•	� Bank Transfers: may be made to Lloyds TSB Bank PLC. Please quote the delegate’s 
name and the course reference in the transmission details. The delegate must pay  
all bank charges. 

•	� Sterling Transfers: Account No: 00340310, Sort Code: 30-00-09,  
IBAN: GB45 LOYD 3000 0900 3403 10, BIC LOYDGB21013

•	� Euro Transfers: Account No: 86330987, Sort Code: 30-00-09,  
IBAN: GB19 LOYD 3000 0986 3309 87, BIC LOYDGB21013

•	 Your place is secured only upon receipt of full payment.

Please note: 
Fee excludes accommodation and travel. The delegate ticket includes refreshments at 
coffee breaks, buffet lunches and drinks reception.
Discounted fees:
Personnel in full-time education, working in academia (full-time) or working for a 
statutory regulatory body may be entitled to a discount on the above fees. Please 
contact the TOPRA office for details.

Cancellations: 
All cancellations must be received in writing 28 calendar days before the start of the 
course and will be subject to an administration fee of E150 + GB VAT. Payment can be in 
Euro or Sterling. 

Data Protection:

�	�
We may occasionally send you promotional or other information about TOPRA’s 
products and services. If you do not wish to receive this information, you can opt out of 
future communications by ticking this box�

�	�
We may occasionally send you promotional or product information from organisations 
and companies other than TOPRA. If you do not wish to receive this information, you 
can opt out of future communications by ticking this box

Dr          Mr         Mrs         Ms  � Other    
Family name�  
First name�    Male   Female 
Company name�   
Vat reg. no.	 �  
Job title�  
Telephone�   
Fax�   
E-mail�  
Work Address�  
�  
City� 	    Postcode   
Country�   
Invoice Address�   
(If different from

�   above address)
�   

City� 	    Postcode   
Country�   
Special dietary �  
requirements

�  

Experience in the Subject Area
Negligible	 	 Average	 	 Considerable	

Your current role

Generics	 	 CRO	 	 European role	 	 Global role	 	 Local affiliate	

Other�  
Experience in Regulatory Affairs � Years 	    Months   


