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Ensuring an appropriate introduction 
of biosimilars into clinical practice as key success factor to im-
prove progress in medicine and patient safety – taking account of 
biotech medicines specificities 
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Ensuring an appropriate introduction of biosimilars 
into clinical practice as key success factor to  
improve progress in medicine and patient safety – 
taking account of biotech medicines specificities by:

Communicating and educating stakeholders on �™	
biotechnology medicines, including biosimilars

Advocating for appropriate substitution and �™	
naming policies for biotech medicines in Mem-
ber States including on biosimilars and trace-
ability issues

Ensuring that Europe approves pharmacovigi-�™	
lance legislation with clearly identifies each 
biotech medicines to attribute the right averse 
event to the right product

Shaping the European policy environment for �™	
appropriate data protection of significant new 
therapeutic indications of biotech medicines

Raising awareness about the lack of harmonisa-�™	
tion and rationalisation of purchasing practices 
in the EU for biotech medicines

Advocating for a workable EU system for variations �™	
to market authorisations of biotech medicines.

Advocating for a review of the Clinical Trials �™	
Directive to ensure efficient development of bio-
tech medicines

Ensuring EU Good Manufacturing Practice (GMP) �™	
guidelines for biotech medicines are workable, 
flexible and harmonised globally

Ensuring that Europe retains a robust approval �™	
system in place for biosimilars 



EuropaBio is the European Association for Bioindustries, solely and uniquely bring-
ing together bioscience companies from all fields of research and development, 
testing, manufacturing and distribution of biotechnology products and processes. 
It has 68 corporate members operating worldwide, 5 associate members, 4 Biore-
gions and 25 national biotechnology associations representing some 1800 small and 
medium sized enterprises. 
 
EuropaBio’s mission is to promote an innovative and dynamic biotechnology-based 
industry in Europe. Our corporate members have a wide range of activities: human and 
animal health care, diagnostics, bio-informatics, chemicals, crop protection, agricul-
ture, food and environmental products and services.

EuropaBio also welcomes associate members such as international commercial, 
financial, asset management and other service-providing companies, regional bio-
technology development organisations and scientific institutes. The common denomi-
nator among all our members is the use of biotechnology at any stage of research, 
development or manufacturing.
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