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What is a biological medicine? 
 

 Biological medicines are generally larger and have more complex structures than small-
molecule prescription medicines1. 
 

 Unlike small-molecule prescription medicines that are made through chemical 
processes, biological medicines are usually made from living organisms1. 

 

 A biosimilar is a “copy” version of an approved biological medicine with demonstrated 
similarity in physicochemical, biological and immunological characteristics, efficacy and 
safety, based on a comprehensive comparability study2. 

 

 While some people may not be familiar with biological medicines, Australians have 
benefited from access to these medicines for more than 20 years3. Biosimilar medicines 
are relatively new and have largely been used in hospitals to date. 

 

 Due to the patent expiry for a number of biological medicines, it is expected there will be 
an increasing number of biosimilar medicines coming onto the market. And, for the first 
time, people will be able to use these medicines in their own homes. 

 
How to differentiate biological and biosimilar medicines? 
 

 All medicines, including biologicals and biosimilars, have a chemical and brand name.  
 

 The World Health Organisation (WHO) is currently considering whether a unique 
‘qualifier’ should be added to the chemical name of biosimilars to differentiate them from 
biological medicines. However, they are yet to ratify their position. 

 

 Because WHO are yet to finalise their recommendations, the Australian regulatory 
authority, the Therapeutic Goods Administration (TGA), has chosen not to add a unique 
‘qualifier’ to the chemical name of biosimilar medicines seeking registration4. 

 

 As a consequence, differentiation between an original biological medicine and a 
biosimilar ‘copy’ is only possible by brand name. 

 
Knowing the difference between biological and biosimilar medicines is important 
 

 As biosimilar use is relatively new, especially for medicines dispensed at a community 
pharmacy level, there is currently a general lack of awareness about biosimilar 
medicines among GPs, pharmacists and the wider community. 

 

 Unlike a generic medicine, a biosimilar is not identical to the original biological medicine 
and for this reason is not necessarily clinically interchangeable5. 

 

 This is unlike the widespread use and switching practices that currently take place for 
generic medicines6. 
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 With biosimilar medicines becoming more readily available, it is possible that prescribing 
errors may occur if a GP writes the chemical name, rather than the brand name, on 
scripts for their patients because there is no unique chemical name for biological and 
biosimilar medicines. 

 

 This is important because people relying on biological medicines to treat and manage 
serious health conditions, such as diabetes, may inadvertently mix up doses of the same 
medicine unless they are aware of the different brand names and the unique features of 
biological and biosimilar medicines. 
 

 In the case of someone living with diabetes, an incorrect dose of insulin can have 
significant adverse medical outcomes7. 

 
Safeguarding public health 
 

 Education campaigns to increase levels of awareness and understanding about 
biological and biosimilar medicines are a key component that will ensure optimal reach of 
safety messages to safeguard the health of Australians. 

 
This information is correct at time of writing. However, as the information is subject to 
change individuals should consult the TGA website (www.tga.gov.au) for the latest 
advice.  
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