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Biosimilars Are Not Generics"®

= Ageneric drug is, by definition, an identical copy of its reference small-molecule

medicine

Unlike generic medicines, biosimilars will nol be identical to their reference biologics

Remicade: more than 47 major and 22 minor changes regarding manufaciuring
process control and packaging each change has to be documented and approved

of by FDA/EMA

= Compared with small-molecule drugs and generic medicines, biologics and
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Originator Development®
Demonstrate safety, purity, and potency

Analytical

assessment)

B = . RIGEMREAEVRUSEERT R

Clinical Studies
(Safety, efficacy, immunogenicity)

Clinical Pharmacology
(PK/PD)

Characterization
(Structure and function
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Biosimilar Development®’

Demonstrate analytical similarity and no
clinically meaningful differences
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Potential Savings in Bn€
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- 20% price reduction

2018

- 0% price reduction

2020

- A0% price reduction
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