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Biosimilars ï the regulatory framework  

 

 BIOSIMILARS: SATELLITE SESSION  

Background and interface of quality assessment with quality standards  



Biosimilars: A brief history  
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Biosimilar guidelines 

2016 : Strong global 

interest in biosimilars 



WHO ï Similar Biotherapeutic Products (SBP)  

                 ǒ ICDRA 2006  

ǒ Implementation meetings  

ǒ SBP Guideline: TRS 977, 2009  

ǒ SBP mAb  

Guideline:  

ECBS 2016  
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WHO guideline: very important tool  

to assist global convergence  



US FDA ï Biosimilars, 2016  

       Guidelines adopted; 2015 1 st  biosimilar: Zarxio approved.  
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Advisory Commitees: Briefing Documents, e.g. filigrastim, etanercept  
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/OncologicDrugsAdvisoryCommittee/UCM428780.pd f 

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/ArthritisAdvisoryCommittee/UCM510493.pdf  

http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/OncologicDrugsAdvisoryCommittee/UCM428780.pdf
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/OncologicDrugsAdvisoryCommittee/UCM428780.pdf
http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/ArthritisAdvisoryCommittee/UCM510493.pdf


Å EU guidelines and experience continue to be important 

reference for other Competent Authorities  

Å EU supports further development / implementation of 

WHO SBP guidelines  

Å Liaison with international partners (e.g. via International 

Pharmaceutical Regulators Forum ï IPRF BWG, also 

Biosimilar Cluster EMA/FDA/HC/PMDA)  

Å Parallel scientific advice / ad hoc discussions  

Å Quality standards (e.g. monograph requirements):  

    increase transparency  

Regulatory Convergence ï  
Biologicals / Biosimilars  
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Biosimilar Product Review ( Jan 2017 ) * 

40 MAAs post - review  

28 Positive  2 Negative  10 Withdrawn  

26 Valid MAs  

2 Withdrawn  

57 MAAs submitted  

17 MAAs  

under review  

Adalimumab (2)  

Bevacizumab (2)  

Etanercept  (1)  

Insulin glargine (1)  

Insulin lispro  (1)  

Pegfilgrastim  (2)  

Rituximab (2)  

Trastuzumab (3)  

Somatropin  (1)  

Epoetin  (5)  

Filgrastim  (8)  

Infliximab (3)  

Follitropin  alfa (2)  

Etanercept  (1)  

Insulin glargine (2)  

Enoxaparin (2)  

Teriparatide (2)  

Filgrastim  (1)  

Somatropin  (1)  

Interferon alfa  

Insulin  
Insulin (6)  

Epoetin (1)  

Pegfilgrastim  (3)  

* Information on EMA website  

Awaiting EC decision  

Adaliumumab  (2)  

Rituximab (1)  



EU Guidelines for biosimilars  

Class - specific Guidelines: non - clinical/clinical aspects:  

General Guidelines:  

Insulin  Somatropin  G- CSF  Epoetin  LMWH  IFN -Ŭ IFN -ȁ mAbs  Follitropin  

2006  
Rev. 2015  

2006  2006  2006  
Rev. 2010  

2009  2009  2013  2012  2013  

Revised  
Revision  
ongoing  
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Overarching Guideline (CHMP/437/04 Rev. 1)  
ñGuideline on Similar Biological Medicinal Productsò 

Quality Guideline  
Non - clinical/clinical 

Guideline  



Biosimilar guidelines: evolution in EU  

Å Initally :  conservative on clinical  

(e.g. epoetin: 2 studies required in  

  titration and maintenance)  

 + emphasis on animal studies.  

 

Å Now:  use of PD markers for clinical,  

  relevant non -clinical in -vivo study  

 + increased value from detailed  

       quality (characterisation).  
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Biosimilars ï general principles  

(see guideline for complete information)  
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General definition  

Biosimilars are not generics  

Authorised biosimilar is an independent product  



EMA Biosimilars: quality guideline  

(revised in 2013)  
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State -of-art analytical characterisation  

Guideline Í Checklist or ñrecipeò  

Manufacturing process -  well developed  



EMA Biosimilars: quality guideline  

(EMA/CHMP/BWP/247713/2012)  

Biosimilar = Comparability Exercise with Reference Product  

Comparability Exercise = comparative characterisation  

 

EU guideline: Characterisation data Í Monograph 

 

 

EU guideline: Ref. Std. Í Reference Product 
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Biosimilar = biological medicinal product; 

Relevant guidelines apply, e.g. ICH Q6B  
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Specifications  


