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Red tape  hurdles 
“le parcours du combattant  “

Mrs Dominique Debiais 
Governmental affairs Director

Amgen France 
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“Foresight is the key element “
� Don’t forget that the best innovative 

project will never be used if there is no 
regulatory approval 

� Importance of the quality and 
reproducibility 

� Step by step development lead to a 
step by step approval  
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Regulatory aspects 
� Legislation framework is often behind
� Different approach of the countries
� Viral safety on biotech product 
� Pre-clinical request 
� Clinical request in relation with target 

population optimum patient’s number 
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Other aspects  to keep in mind 
� Scientific advice
� QA and QC 
� Changes in manufacturing process
� Immunogenicity 
� CTD with regional difference for biotech
� Fast track for FDA
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R&D Clinical R&D

Approval

Post-marketing 
activities

1. Animal testing

• Pharmacology

• Toxicology

2. Formulations

3. Manufacturing
scale-up

CPMP reviewCPMP review
SafetySafety

EfficacyEfficacy

LabelingLabeling

Commercial useCommercial use

Clinical trials (P. IV)Clinical trials (P. IV)

Adverse eventAdverse event
reportingreporting

Educational Educational 
programsprograms

Promotional/ Promotional/ 
advertising reviewadvertising review

EMEA: reviews and inspects research and manufacturingEMEA: reviews and inspects research and manufacturing

Manufacturer: ongoing QA/QC of productManufacturer: ongoing QA/QC of product

Discovery

Molecular 
biology

Rational 
design

Genomics

Proteomics

Biochemistry

rDNA

Mab

Steps in Drug Development
EUROPE

Phase IPhase I

Phase IIPhase II

Phase IIIPhase III
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Preclinical 
R&D Clinical R&D

Approval

Post-marketing 
activities

1. Animal testing

• Pharmacology

• Toxicology

2. Formulations

3. Manufacturing
scale-up

CBER CBER 
ReviewReview

11STST useuse

in manin man

CBER CBER 
ReviewReview

SafetySafety

EfficacyEfficacy

LabelingLabeling

Commercial useCommercial use

Clinical trials (P. IV)Clinical trials (P. IV)

Adverse eventAdverse event
reportingreporting

Educational Educational 
programsprograms

Promotional/ Promotional/ 
advertising reviewadvertising review

Submit 
BLA

Submit 
IND

FDA: reviews and inspects research and manufacturingFDA: reviews and inspects research and manufacturing

Manufacturer: ongoing QA/QC of productManufacturer: ongoing QA/QC of product

Discovery

Molecular 
biology

Rational 
design

Genomics

Proteomics

Biochemistry

rDNA

Mab

Steps in Drug Development
USA

Phase IPhase I

Phase IIPhase II

Phase IIIPhase III
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EMEA vs FDA

� Scientific advice 
� Active comparator 
� External expertise
� MA delay 12 to 18 

months
� Local specificity 

� Price and reimbursement 
� Commercialization
� Promotional activity 

� Scientific approval 
� Efficacy against placebo
� Internal expertise 
� Fast track for important 

drugs
� A unique MA
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Key learning

� New technology build the regulatory 
framework 

� Transparency at all the steps 
� Efficacy and safety are the key words 
� Consensus is always a challenge 
� French expertise on biotech 
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For more information
� Amgen S.A.S

192, avenue Charles de Gaulle 
92523 Neuilly-sur-Seine cedex
Tel : 01.40.88.27.00
Fax : 01.40.88.27.99

� Sites Web
www.amgen.fr
www.amgen.com
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Amgen S.A.S
� Laboratoire de Biotechnologie, spécialisé en 

Oncologie, Hématologie, Néphrologie, Rhumatologie.

� Contacts Relations Publiques : Sylvie FARCY 


