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Generic Biosimilar Biologic
Manufacturing B Mostly smaller chemical B Sensitive to production process M Sensitive to production process
molecules-less sensitive to changes-expensive and specialized changes — expensive and specialized
production processchanges production facilities handling living production facillities handling living
B Produced by using chemical cells (mammalian, yeast, bacteria) cells (mammalian, yeast, bacteria))
synthesis B Highly sensitive to manufacturing B Highly sensitive to manufacturing
B Reproducibility easy to establish changes changes
B Reproducibility difficult to establish B Reproducibility difficult to establish
Clinical B Limited clinical activities, often B Extensive clinical trial activities, B Extensive clinical trial activities,
Development only Phase | studies including Phase | and Il studies including Phase I-ll studies
B Short timeline for approval B Phamacovigilance and periodic B Pharmacovigilance and periodic
B Development costs up to 5 m$ safety updates after launch needed safety updates after launch needed
B Enrolment of around 20-100 M Development costs around 80-120 M Development costs around 350-800
subjects m$ m$
B Timeline of 6-10 years B Timeline of 6-15 years
B Enrolment of around 100-1500 B Enrolment of>1.000 patients/
patients/subjects subjects
Regulation B Needs to show bioequivalence B Regulatory pathway defined for B Highly regulated like all innovator
B Abbreviated registration Europe (EMEA); not yet in US (BLA) drugs
procedures in Europe and US B Needs to demonstrate “comparability”;

B Automatic substitution allowed

currently no automatic substitution
intended

flan Biosimilars—Emergence of a third market dynamic between original products and generics®
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