The Annual European Medicines Agency

A joint TOPRA/European Medicines Agency meeting

TOPRA

SCIENCE

Programme includes

® The EMA Road Map - from Vision to Reality in 2012
and beyond

® CHMP: Work Programme and Current Issues

® Past experience and future trends for development of
medicines in paediatrics and the elderly

® The work of the EMA: Hear how the EMA works at a
practical level

® Benefit/Risk: what are the outcomes of the 3 year
project on risk benefit decision making?

® Health Technology Assessment: the work of the
Tapestry network, industry and can the Darwinian
divide be overcome to generate multi-purpose data?

® Risk Benefit in Action: How are the Centralised
Procedure and Community Referrals changing

® Impact of Pharmacovigilance legislation for patients,
industry and member states

Have you ever wondered exactly who to contact at
EMA on a particular subject? Have you ever spoken to
someone and not known exactly what their role is?

The 4th session on Thursday 24 November will introduce
the new EMA structure and its governance. This will be
followed by short presentations from some of the key
units of the EMA. After this formal session there will be a
networking drinks reception at the EMA.

Speakers include

From the EMA: Noel Wathion, Emer Cooke, Isabelle Moulin,
Marie-Helene Pinheiro, Agnes Saint Raymond, Francesca
Cerreta, Xavier Luria Oller, Spiros Vamvakas, Michael
Berntgen, Anthony Humphreys, Peter Arlett and others to
be announced.

Date:

EUROPEAN MEDICINES AGENCY

MEDICINES

Venue:

HEALTH

From the national agencies we have Eric Abadie of Afssaps,
Jens Heisterberg of Danish Medicines Agency, Bert
Leufkens of the Dutch MEB, lan Hudson of the MHRA and
others to be confirmed.

From the European Commission we have Maria Iglesia and
Florian Schmidt of unit D3 Pharmaceuticals.

Additional speakers from national agencies; European
Commission; EMA and other leading pioneers and
practitioners from within industry and academia and
patient groups have been invited.

Working party

Peter Bachmann, member of CMD(h), BfArM, Germany
Liz Gifford, NDA, UK

lan Hudson, member of CHMP, MHRA, UK

Anthony Humphreys, European Medicines Agency
Brenton E James, Consultant in Strategic Regulatory
Affairs in European Union (working party Chair)
Angelika Joos, Merck Sharp & Dohme (Europe) Inc, Belgium
Angela Miller, Eisai, UK

Marie-Helene Pinheiro, EMA

Agnes Saint Raymond, EMA

Emer Cooke, EMA

Xavier Luria Oller, EMA

Nuno Simoes, Infarmed, Portugal

Fiona Reekie, Janssen Pharmaceutical Companies of
Johnson & Johnson, UK

Sandy Eisen, Frontline Pharma Consulting Ltd
lan Laws, GlaxoSmithKline

Tomas Salmonson, MPA, Sweden

Isabella Sanderfelt, Pfizer, Sweden

Judith Creba, Novartis, Switzerland
Gabriela Conti, AlFA, Italy

12* hours

For more information — and to book your place - visit www.topra.org/ema2011
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Date: Venue:

Ways to book Fees and Payment method

Please complete in block capital letters and return this form with Members D €1650 = €1375 + €275 (GB VAT 20%)
payment to TOPRA using one of the following methods:

. o Non-Members | | €2130 = €1775 + €355 (GB VAT 20%)
Post: TOPRA, Bellerive House, 3 Muirfield Crescent, London E14 957

Fax: +44 (0) 20 7537 2003 The VAT rate charged will be the prevailing rate at the time of invoicing.
Email: meetingsetopra.org

On receipt of your booking form we will confirm your provisional place in Cheque enclosed D Cheque No | ‘

writing and provide directions to the venue. An invoice will be sent separately.
L . . . / /
To ensure admission, payment must be received prior to the meeting. Bank transfer D Date of transfer DD DD DD

If you have any queries, contact us on: +44 (0) 20 7510 2560 Please charge my debit/credit card D Purchase Order No. |:|
or meetingsetopra.org

Debit/Credit card details

For cards accepted, see payment section belo!
orl | ome[ ] oms[ ] ms[ ] oter [ | prec seepaymentsecton below
| | Debit Card D Visa D MasterCard D American Express D

(preferred)
Firstname | | Male[ ] Female[ | cardno IR RRER

Company name | | Expiry date T T

Family name

. City | Postcode |
Clty | ‘ Postcode l:| Cou ntry ‘ ‘

VAT reg. no. ‘ ‘ Security code I:I:]:‘ Visa, MasterCard, Debit cards: the last 3 digits AFTER
Job title \ \ the card number in the signature area of the card.
Telephone \ ‘ Card holder name (as given on card)
Fax \ | ‘ ‘
E-mail ‘ ‘ Billing address for card (must be provided if different from the Work Address)

-mai ‘ ‘
Work Address \ ‘

Country ‘ ‘
Invoice Address ‘ ‘ TOPRA vyill seek authoris'ation from ti?e car'd-issuing company before
(Fdiff ] confirming any reservation. (VAT Registration No.: GB 342 7398 40).

ifferent from
above address) ‘ ‘ By signing below, | confirm that | agree with TOPRA's Terms & Conditions

\ \ of Booking. These are available from the office or on the TOPRA website at:

City | ‘ Postcode l:| www.topra.org/bookingTandC
Country \ \ SIGNATURE DATE

Special dietary ‘ ‘
requirements ‘ ‘

Terms and conditions (Please note: TOPRA's full standard Terms Please note:

Fee excludes accommodation and travel. The delegate ticket includes refreshments at
& Conditions are available on the website at www.topra.org/bookingTandC). coffee breaks and buffet lunches.

Payment: 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.

e Cheques: must be made payable to TOPRA and drawn on a UK bank in either
Euro or Sterling.
e Debit/Credit card: for payment by card please complete the relevant details

above. Cards accepted: AMEX, Debit MasterCard, Delta, Electron, VISA debit, gﬁncellatlilotr!s: b ived i iting 28 calendar d before the start of th
MasterCard, Solo, Visa. All cards will be charged in Sterling. cancellations must be received In writing 26 calendar days betore the start of the

course and will be subject to an administration fee of €150 + GB VAT. Payment can be
e BankTransfers: may be made to Lloyds TSB Bank PLC. Please quote the in Euro or Sterling.

delegate’s name and the course reference in the transmission details. The
delegate must pay all bank charges.

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

e EuroTransfers: Account No: 86330987, Sort Code: 30-00-09,

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
IBAN: GB1 9_ LOYD 3000 0586 3309 87,’ BiC LOYDGB21013 D organisations and companies other than TOPRA. If you do not wish to receive this
e Your place is secured only upon receipt of full payment. information, you can opt out of future communications by ticking this box
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