
Programme Overview
Patent and data protection for bio-pharmaceuticals have just expired or are about to expire in Europe, 
opening the way to new versions of these products, known as similar biological medicinal products 
(‘biosimilars’). The Regulatory authorities have recognized that biosimilars differ from generic low 
molecular weight drugs in many important ways. These include the size and complexity of the active sub-
stance, which will affect the scientific requirement for testing; the nature of the starting materials (cell
banks, tissues, and other biological products); the complexity of the manufacturing processes; and the
limitations of state-of-the-art methods to characterize proteins and to detect all product variations that can
affect side effects, clinical efficacy, or immunogenicity. Therefore, the established legal and regulatory 
principles of ‘essential similarity’ or ‘bioequivalence’ that are applied to standard generics cannot be 
readily applied to biosimilars.

A new legal basis for evaluating and approving similar biological medicinal products in Europe was estab-
lished with Directive 2001/83/EC of 6 November 2001, as amended by Directive 2003/63/EC of 25 June, 
2003, which entered into force on 1 July, 2003. Further developments were brought with the “Pharma
Review” in particular Directive 2004/27/EC of 31 March, 2004, amending Directive 2001/83/EC, which is to
be transposed by member states before 30 October, 2005.

The EMEA/CHMP issued further guidance documents in November 2004 as drafts for consultation: 
a guideline on similar biological medicinal products (CHMP/437/2004) and four concept papers on the 
development of similar biological medicinal products containing r-DNA granulocyte colony stimulating 
factors, insulin, growth hormones and erythropoietin. In March 2005, the CHMP released for consultation 
the guideline on the quality issues to be considered for the development of similar biological medicinal 
products (EMEA/CHMP/BWP/49348/2005) and in May 2005, the guideline on the non-clinical and clinical
issues to be considered for the development of similar biological medicinal products
(EMEA/CHMP/42832/2005) as well as guidelines for the development of similar biological medicinal
products containing recombinant human insulin (EMEA/CHMP/32775/2005) and Somatropin
(EMEA/CHMP/94528/2005). Further EMEA/CHMP guidelines for the development of similar biological 
medicinal products containing recombinant human granulocyte colony stimulating factor
(EMEA/CHMP/31329/05) and recombinant human erythropoietin (EMEA/CHMP/94526/05), were released
for consultation in June 2005.

Workshop Objectives
The contributions from the multidisciplinary faculty consisting of experts from regulatory agencies, industry
(innovators and generics), academia, hospital pharmacists, hospital physicians and patient groups will offer
the platform to:

• Provide an update on the EU regulatory framework and the recently released EMEA/CHMP guidelines on
similar biological medicinal products: overarching guideline, quality and (non) clinical guidelines, guide-
lines for the development of similar biological medicinal products containing r-DNA granulocyte colony  
stimulating factors, insulin, erythropoietin and growth hormones

• Share the regulatory experience of the EMEA/CHMP Scientific Advice for review of Marketing  
Authorization Application for similar biological medicinal products  

• Present the industry comments (innovators and generics) on the above mentioned guidelines

• Share the point of view of other stakeholders (academia, hospital pharmacists, hospital 
physicians and patient groups) on the challenges of the implementation of those guidelines 

• Highlight prospective conclusions - how the future will look following the finalisation of the          
guidelines? Which tools do we have to ensure safe and effective use of similar biological 
medicinal products?

• Highlight the evolving scientific factors influencing the review, risk management and 
post-marketing surveillance of similar biological medicinal products
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Thursday, December 8, 2005

08:00 Registration & Welcome Coffee

Session Co-Chairpersons:

Nicolas Rossignol, EU Commission, Belgium
Eric Abadie, CHMP Vice-Chair, Afssaps, France

Welcome Notes
Marisa Papaluca Amati, EMEA, EU

EU Commission - The Legislation
Nicolas Rossignol, European Commission, Belgium

EMEA - Current and Future Direction (Rationale for 
Introducing the New EMEA Guidelines on Similar Biological 
Medicinal Products, Vision and Goals)
John Purves, EMEA, EU

Innovator Point of View
Aliza Eshkol, EBE/EuropaBio, Serono Intl. SA, Switzerland

Generic Point of View
Joerg Windisch, EGA, Sandoz Biopharmaceuticals, Austria 

11:00 Coffee Break

Session Chairperson:
Jean-Hugues Trouvin, Chairman of the CHMP Biologics 
Working Party, Afssaps, France

Innovator Point of View
Stephan Fischer, EBE/EuropaBio, Roche Diagnostic GmbH, 
Germany

Generic Point of View
Cecil Nick, EGA, Parexel Consulting, UK

Round Table Questions and Answers
Pierrette Zorzi, Afssaps, France 

Daan J. A. Crommelin, Dean of the Faculty of Pharmaceutical 
Sciences, Utrecht University, The Netherlands 

and session speakers

Summary and Conclusions

13:00 Lunch Break

Session Chairperson:

Frits Lekkerkerker, Medicines Evaluation Board, 
The Netherlands

Innovator Point of View
James Green, EBE/EuropaBio, Biogen Idec, USA

Generic Point of View - Non-clinical & Clinical
Non-clinical: Mike Parnham, EGA, Pliva Research Inst. Ltd., 
Croatia

Clinical: Yafit Stark, EGA, Teva Pharmaceuticals Ltd., Israel

Round Table Questions and Answers
Mette Due Theilade, Danish Medicines Agency, Denmark

Fritz Sörgel, Institute for Biomedical & Pharmaceutical 
Research (IBMP), Germany 

and session speakers

Summary and Conclusions

15:30 Coffee Break

Session Chairperson:
Pekka Kurki, Chairman of the CHMP Similar Biological 
Medicinal Products Working Party, National Agency for 
Medicines, Finland

Academia Point of View

- Clinical Aspects
Nicole Casadevall, Service d’Hérmatologie Biologique, HOTEL 
DIEU, France

- Analytical Methods Available: State of the Art
Robin Thorpe, National Institute for Biological Standards and
Control (NIBSC), UK

Innovator Point of View
Adrian Thomas, EBE/EuropaBio, Johnson & Johnson PRD, USA

Generic Point of View
Sandy Eisen, EGA, Teva, UK

Summary and Conclusions

17:30 - Reception
18:30

18:30 End of Day 1
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Who should attend this conference?
Biotechnology Sector   •   Pharmaceutical R&D        

Generic Industry   •   Regulatory Affairs   •   Pharmacovigilance    •   Health Care Professionals    
Hospital Pharmacists   •   Patient Groups   •   Regulatory Authorities

11:30 Session 1

EMEA GUIDELINE ON SIMILAR BIOLOGICAL MEDICINAL 

PRODUCTS - QUALITY ISSUES

16:00 Session 3
IMMUNOGENICITY

14:00 Session 2
EMEA GUIDELINE ON SIMILAR BIOLOGICAL MEDICINAL 
PRODUCTS - (NON) CLINICAL ISSUES

09:00 PLENARY SESSION



Friday, December 9, 2005

Session Chairperson:

Eric Abadie, CHMP Vice-Chair, Afssaps, France

Innovator Point of View
Inger Mollerup, EBE/EuropaBio, Novo Nordisk A/S, Denmark

Generic Point of View
Józef Drzewoski, EGA, University of Lodz, Poland

Round Table Questions and Answers
Gopalan Narayanan, MHRA, UK and session speakers

Summary and Conclusions

10:00 Coffee Break

Session Chairperson:
Christian Schneider, Paul-Ehrlich-Institut, Germany 

Innovator Point of View
William Sheridan, EBE/EuropaBio, Amgen Inc., USA

Generic Point of View
Carey Bowker, EGA, C H Bowker Associates, UK

Round Table Questions and Answers
Barry Cookson, Health Protection Agency, UK
and session speakers

Summary and Conclusions

12:00 Lunch Break

Session Chairperson:
Mira Pavlovic, Afssaps, France

Innovator Point of View
Adrian Thomas, EBE/EuropaBio, Johnson & Johnson PRD, USA

Generic Point of View
Paul Chamberlain, EGA, MDS Pharma Services, UK

Round Table Questions and Answers
Gerald Haase, Parexel, UK and session speakers

Summary and Conclusions

14:30 Coffee Break

Session Chairperson:
Martina Weise, BfArM, Germany

Innovator Point of View
Raf Crabbe, EBE/EuropaBio, Serono Intl. SA, Switzerland

Generic Point of View
Robert Zeid, EGA, TLI Development, USA

Round Table Questions and Answers
Frits Lekkerkerker, Medicines Evaluation Board, 
The Netherlands and session speakers

Summary and Conclusions

Session Chairperson:
Pekka Kurki, Chairman of the CHMP Similar Biological 
Medicinal Products Working Party, National Agency for 
Medicines, Finland

Panel Discussion with all Stakeholders
- How to build a collaborative approach with stakeholders to

support effective and safe entry of biosimilars into the 
market in Europe

- Any further guidance is warranted?

Discussants:

Nicolas Rossignol, EU Commission, Belgium

Eric Abadie, CHMP Vice-Chair, Afssaps, France

Jean-Hugues Trouvin, Chairman of the CHMP Biologics 

Working Party, Afssaps, France

Pekka Kurki, Chairman of the CHMP Similar Biological

Medicinal Products Working Party, National Agency for 

Medicines, Finland

Daan J. A. Crommelin, Dean of the Faculty of 

Pharmaceutical Sciences, Utrecht University, The Netherlands

Colin Brown, The Sheffield Kidney Institute, UK 

Roger Tredree, Hospital Pharmacists section of International 

Pharmaceutical Federation, St. George’s Hospital London, UK

Anders Olauson, European Patient Forum, The Agrenska 

Foundation, Sweden

Tim Oldham, EGA, Mayne Pharma plc, UK

Kenneth B. Seamon, EBE/EuropaBio, Amgen Inc., UK

18:00 End of the Conference
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13:00 Session 6
GUIDELINE FOR THE DEVELOPMENT OF SIMILAR BIO-
LOGICAL MEDICINAL PRODUCTS CONTAINING DNA-
RECOMBINANT ERYTHROPOIETIN

15:00 Session 7
GUIDELINE FOR THE DEVELOPMENT OF SIMILAR BIO-
LOGICAL MEDICINAL PRODUCTS CONTAINING DNA-
RECOMBINANT GROWTH HORMONES

16:30 Session 8
THE WAY FORWARD10:30 Session 5

GUIDELINE FOR THE DEVELOPMENT OF SIMILAR BIO-
LOGICAL MEDICINAL PRODUCTS CONTAINING DNA-
RECOMBINANT GRANULOCYTE COLONY STIMULATING
FACTORS

08:30 Session 4

GUIDELINE FOR THE DEVELOPMENT OF SIMILAR BIO-
LOGICAL MEDICINAL PRODUCTS CONTAINING DNA-
RECOMBINANT INSULIN
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� Prof. � Dr.     � Ms.     � Mr.

Last Name

First Name & Middle Initial

Company

Job Title

Street Address / P.O. Box

Postal Code 

City

Country

Telephone

Telefax

E-Mail

RRoooomm::
Single Classic EUR 220.00 �

The above rate is per room per night, inclusive of American Breakfast, tax and
city tax 

� non smoking � smoking

Arrival date: Expected Time of Arrival:

Departure Date: Number of Nights:

IInn  ccaassee  ooff  ccaanncceellllaattiioonn:: Cancellation must be in writing. One night deposit will

be kept as cancellation fee. All no shows will be billed for the entire stay.

Guest

ACCOMMODATION BOOKING FORM

1 FORM PER RESERVATION

DIA WS05120 - December 8-9, 2005
EMEA/DIA Joint Workshop on: 

EMEA New Guidelines for Development and Approval of Biosimilars
Please fax your completed form to the

Hotel Le Meridien Paris Etoile, Paris, France
by November 15, 2005

Hotel Le Meridien Etoile
Reservation Department, 81 Boulevard Gouvion Saint-Cyr,

75848 Cedex 17, 75017 Paris, France
Tel: +33 1 40 55 67 89 Fax: +33 1 40 55 67 88

Email : resindiv.paris@lemeridien.com

� I hereby authorize the Hotel Sofitel Paris Forum Rive Gauche to charge 
my credit card according to the conditions mentioned above.

� Visa � MC � AMEX  � Diners Other: _______________________

Card Number:

Expiry Date:                  

Cardholder’s Name:

Date:

Cardholder’s Signature:

Payment

Hotel and Travel Information
The DIA has blocked a limited number of rooms at the:

Hotel Le Meridien Etoile
Reservation Department, 81 Boulevard Gouvion Saint-Cyr,
75848 Cedex 17, 75017 Paris, France
Tel: +33 1 40 55 67 89  Fax: +33 1 40 55 67 88
Email : resindiv.paris@lemeridien.com 

at the special rate of:  

Single Room: EUR 220.00 
(rate inclusive of tax , city tax and American Breakfast)

Le Meridien Etoile Paris is strategically located on Paris' Right Bank,
facing the Palais des Congrès, a few steps away from the famous
Champs-Elysées and only three metro stops from the business 
district of La Défense. Porte Maillot metro station is just across the
street from the hotel, located underneath a shopping mall offering
80 shops.

Concorde, the Champs-Élysées and La Défense business district 
surround Le Meridien Etoile. The hotel is also located next to the
Ring Road, providing easy access by car to numerous places around
Paris. Roissy Charles de Gaulle Airport and Orly Airport are about 
30 to 45 minutes away. The Air France shuttle bus stops across from
the hotel and departs every 12 minutes to Charles de Gaulle Airport.
The Gare du Nord, with the Eurostar terminal, is about 20 minutes
from Le Meridien Etoile.

Attendees must make their own hotel reservation by telephone:
+33 1 40 55 67 89, or by telefax: +33 1 40 55 67 88 referring to 
the EMEA/DIA Joint Workshop on: EMEA New Guidelines for
Development and Approval of Biosimilars.

A deposit payment for one night must be made to secure the 
reservation by providing your name, number, expiry date of your
credit card, and signature.

IMPORTANT: To be assured of accommodation in the Hotel Le
Meridien Etoile, the  registrants are recommended to complete 
their reservation, if possible, by November 15, 2005.

Workshop Cancellation Policy

On or before December 1, 2005
An administrative fee will be deducted from the registration fee:
Member/Nonmember = EUR 200.00
Government/Academia/Nonprofit (Member/Nonmember) = 
EUR 100.00
Registrants who do not cancel by the date above and do not attend,
will be responsible for the full registration fee. Registrants are 
responsible for cancelling their own hotel reservations. Cancellations
must be in writing. You may transfer your registration to a colleague
at any time. Please notify DIA of any such substitutions as soon as
possible. DIA reserves the right to alter the venue, if necessary. If an
event is cancelled, DIA is not responsible for airfare, hotel or other
costs incurred by registrants. Speakers and programme agenda are
subject to change.



Meet with industry professionals, regulators, academia,
patients and practitioners at this year’s DIA 18th Annual
EuroMeeting in Paris, France. Learn the latest developments
on the New Medicines Legislation and how it affects your
organization.

Special Forums this year include a French Satellite
Meeting covering “The Involvement of France in the
European Network for Evaluation and Monitoring of

Health Products,” “Ask the EU Pharmacovigilance
Regulators” and the European Forum where attendees
pose questions to European regulators. 

Don’t miss discussions on the EU initiatives including:

• Pædiatrics • Pharmacogenomics
• Advanced Therapies • Pharmacovigilance
• Technology Platform • Risk Management 

• Early-bird
Registration – 
Save EUR 200!*

• 350+ Speakers
from Regulatory
Agencies from 11
countries, EMEA,
FDA, Academia
and Industry 

* Register before January 16, 2006

• 17 Tracks

• 14 Tutorials

• 175 Exhibitors

• Poster Sessions

• Networking Dinner

• Roundtable 
Discussions

Don’t Miss the 18th Annual DIA EuroMeeting!
March 6-8, 2006 – Paris, FRANCE

� Innovation and Competitiveness in Global
MedicinesDevelopment

� R&D – Are There New Molecular and Nonclinical
Paradigms?

� Advanced Therapies in Biologics
� Promises and Realities of Pharmacogenomics and New

Technologies
� Clinical Research – European Focus versus Global

Development Constraints
� Investigational Clinical Research
� Challenges of the Revised Pharma Regulatory

Environment — DOUBLE TRACK

� The Patient's Voice in Europe
� Medical Information
� Statistics
� Data Management
� Global Pharmacovigilance and Risk Management
� Quality and Quality Systems – GCP and GMP Issues
� Project Management, Outsourcing and Alliances
� Bringing Authorised Medicines to the Market – 

New Challenges
� Generics and OTC

Join us at one of the industry’s premier events. Please visit www.diahome.org and click on the
EuroMeeting icon, or contact customer service on +41 61 225 51 51 for more information.

European Branch Office: Elisabethenanlage 11, Postfach, 4002 Basel, Switzerland
Tel. +41 61 225 51 51 Fax. +41 61 225 51 52 email: diaeurope@diaeurope.org www.diahome.org

Get the latest insight from drug development industry experts in the following tracks:



REGISTRATION FORM ID # 05120
FAX TO: +41 61 225 51 52

If DIA cannot verify your membership upon receipt of this registration form, you will be charged the nonmember fee. Registration includes workshop material, coffeebreaks, luncheons and reception

EMEA NEW GUIDELINES FOR DEVELOPMENT AND APPROVAL OF BIOSIMILARS

DECEMBER 8-9, 2005, HOTEL LE MERIDIEN PARIS ETOILE, PARIS, FRANCE

REGISTRATION FEES                                           PRICE VAT 19.6% TOTAL MEMBER        PRICE VAT 19.6% TOTAL NONMEMBER

Industry                                                                              EUR 1’150.00 EUR 225.40 EUR 1’375.40 � EUR 1’280.00  EUR 250.88 EUR 1’530.88 �

DISCOUNT REGISTRATION FEES                          PRICE VAT 19.6% TOTAL MEMBER        PRICE VAT 19.6% TOTAL NONMEMBER

Charitable Nonprofit/Academia (Fulltime) EUR   862.50 EUR 169.05 EUR 1’031.55 � EUR    992.50 EUR 194.53 EUR 1’187.03 �

Government (Fulltime) EUR   575.00 EUR 112.70 EUR   687.70 �   EUR    705.00 EUR 138.18 EUR 843.18 �

Student  (proof of student status must be provided)                EUR   287.50 EUR   56.35 EUR 343.85 � EUR    417.50  EUR   81.83 EUR 499.33 �

PLEASE INDICATE THE TOTAL AMOUNT TO BE PAID: EUR _______________________________

A one-year membership to DIA is available to those paying a NONMEMBER meeting registration fee. 
If paying a nonmember fee, please indicate if you do or do not wish membership.

I wish to become a DIA member � I do NOT wish to become  a DIA member � 

Note: Payment of registration fees must be received 
before commencement of the meeting

Registration will be accepted by email, fax, mail 
or online www.diahome.org

Register 3 individuals from the same company and receive complimentary registration for a 4th! All 4 individuals must be registered and prepay at the same time.
DIA will apply the value of the lowest applicable fee to this complimentary registration; It does NOT include fees for optional events or DIA membership. Substitutions of enrolled
delegates of similar membership may be made at any time. Group registration is not available online. To take advantage of this offer, please make a copy of this registration form for
EACH of the four registrants from your company and return them together to DIA.

� Please indicate that this form is part of a group registration by ticking this box.  Please indicate the full names of the other three registrants from your company

2. Name 3. Name 4. Name

REGISTRANT
� Prof. � Dr.     � Ms.     � Mr.

Last Name:

First Name:

Company:

Job Title

Street Address / P.O. Box:

Postal Code: 

City:

Country:

(*)Telephone:

(*)Telefax:

(*)Email:

(*) A telephone, fax number and/or email are required for confirmation

PAYMENT METHODS

� Bank transfers should be made in EURO to the following bank: 
UBS, Postfach,  4002 Basel, Switzerland - DIA Account Number: 233-635384.60C 
SWIFT: UBSWCHZH80A - IBAN: CH96 0023 3233 6353 8460 C
Your name and company must be included on the transfer document to ensure 
payment to your account.

� Please charge my credit card - Credit card payments by VISA, Mastercard or AMEX can be 
made by completing the relevant details below. Please note that other types of credit card 
cannot be accepted.

� Visa � MC      � AMEX  

Card Number:

Exp.date:                  

Cardholder’s Name:

Date: Cardholder’s signature:

� Cheques should be made payable to: Drug Information Association. Mail your cheque 
together with the registration form to facilitate identification of attendee to: 
DIA, Elisabethenanlage 11, Postfach, 4002 Basel, Switzerland. 

Group Discount Available! Send 3, the 4th is FREE!

EUROPEAN BRANCH OFFICE

ELISABETHENANLAGE 11, POSTFACH

4002 BASEL, SWITZERLAND

PHONE: +41 61 225 51 51
FAX: +41 61 225 51 52
E-MAIL: DIAEUROPE@DIAEUROPE.ORG

WORLDWIDE HEADQUARTERS

800 ENTERPRISE ROAD, SUITE 200
HORSHAM 19044-3595
PHONE: +1 215 442 6100
FAX: +1 215 442 6199
E-MAIL: DIA@DIAHOME.ORG

DRUG INFORMATION ASSOCIATION LLC (JAPAN)
LEVEL 2, TORANOMON 10 MORI BUILDING

1-18-1, TORANOMON, MINATO-KU, TOKYO 105-0001, JAPAN

PHONE: +81 3 5511 1131
FAX: +81 3 5511 0100
E-MAIL: DIAJAPAN@DIAJAPAN.ORG

Persons under 18 are not allowed to attend DIA meetings
Statements made by speakers are their own opinion and not necessarily that of the organization they represent, or that of the Drug Information Association. 

Speakers and agendas are subject to change without notice. Audiovisual taping of any DIA meeting is prohibited without prior written consent from DIA.

Hotel and travel reservations should be made ONLY after receipt of written registration confirmation from DIA. If you have not received your confirmation letter within five 
working days, please contact the DIA Basel Office.

WWoorrkksshhoopp  CCaanncceellllaattiioonn  PPoolliiccyy::  OOnn  oorr  bbeeffoorree  DDeecceemmbbeerr  11,,  22000055 an administrative fee will be deducted from the registration fee:
Member and Nonmember = EUR 200.00 / Government and Academia (Member/Nonmember) = EUR 100.00. Registrants who do not cancel by the date above and do not attend, will be
responsible for the full registration fee. Registrants are responsible for cancelling their own hotel reservations. Cancellation must be in writing.


