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Regulation of stem cell treatments 
The TGA has provided information for practitioners about the regulation of stem cell 
treatments in Australia, to address the concerns that some practitioners may be offering 
treatments that are unproven, illegal and potentially harmful. It has outlined the regulatory 
requirements of the pathways available to practitioners for accessing or providing stem cell 
treatments for patients, requirements regarding adverse event reporting and advertising and 
risks to consider in relation to stem cell treatments [1].  

Advertising 
The TGA has published the outcome of targeted compliance reviews it conducted for 13 listed 
medicines that inappropriately referenced macular degeneration. During the reviews, it 
determined that none of the sponsors of these medicines held sufficient evidence for the 
indications related to eye health [2]. It has also issued a social media advertising guide [3], a 
warning about advertising that conflicts with stay at home when sick advice [4], an 
infringement notice for an alleged COVID-19 advertising breach [5] and a fine for alleged 
advertising breaches including references to COVID-19 [6] as well as advice on using scientific 
or clinical claims (representations) in therapeutic goods advertising, for those involved in the 
marketing of therapeutic goods who use scientific or clinical representations or claims in 
advertisements [7]. 

TGA efforts to support health system COVID-19 responses 
The TGA has recognized the challenges faced by the pharmaceutical industry due to COVID-
19, including potential difficulties in implementing the new medicine labels that comply with the 
new labelling orders (TGO 91/92) for medicines that come into force on 1 September 2020. To 
address this, it has established a temporary process for sponsors of listed, registered 
complementary, and over-the-counter medicines to request consent to supply products that do 
not comply with TGO 92 due to adverse business impacts of COVID-19. The end date for this 
consent will be 6 March 2021 [8].  

Since the emergence of COVID-19 in Australia, the TGA has been working with the members of 
the Medicine Shortages Working Party to monitor the supply of critical medicines used in the 
intensive care setting, and to identify and respond to the medicine supply issues as they arise. 
Their recent modelling demonstrates that the current and anticipated supply of critical medicines 
for patients requiring ventilators is sufficient to support both;  return to elective surgery and rise 
in COVID-19 cases [9]. The Australian Government announced that it was now safe to reopen 
elective surgery activity in an incremental and cautious way, while maintaining necessary ICU 
capacity for any localised outbreaks of COVID-19 [10]. 
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