
•	 A biosimilar medicine is a highly similar version of an already registered biological medicine –  
the ‘reference’ biological medicine.1 

•	 Biosimilar medicines are approved on the totality of evidence gathered through a stepwise 
approach of comprehensive preclinical assessments and a tailored clinical program.1–4 

•	 Australian regulations require a biosimilar medicine to have no clinically meaningful  
differences and be therapeutically equivalent to its reference product.2 

•	 With biosimilar medicines approved in Europe since 2006 and Australia since 2010,  
their use is supported by over a decade of real-world clinical experience.5,6 

•	 Biosimilar medicines must comply with post-registration pharmacovigilance requirements. 
This can include a Risk Management Plan (RMP) and Periodic Safety Update Reports (PSURs).7 

•	 If brand equivalence to the reference biological medicine is deemed sufficient, the PBAC  
may recommend a biosimilar medicine be given an ‘a’ flag allowing substitution at the  
point of dispensing.8,9 

•	 Savings made from biosimilar medicines use in Australia could be reinvested into other areas  
of health e.g. expanded access to existing biological medicines or funding of new treatments. 

Visit the Biosimilar Hub for information about biosimilar medicines 
and how they can contribute to a sustainable healthcare system.
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evaluating 14,225 patients treated with biological 
medicines for 14 indications 

concluded the risk of immunogenicity-related safety 
concerns or diminished efficacy was unchanged after 
switching from a biological medicine to its biosimilar.10


