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3. Abstract 

This joint NSW TAG / SHPA submission is provided in six sections with issues and recommendations 

provided under each section. We have primarily focussed on medicines but believe that many of the 

same principles and possible solutions apply equally to devices and blood products. References have 

been provided that both SHPA and NSW TAG believe will be useful for the Panel’s consideration. 

Section 1 concerns the use of a ‘trusted regulator’ with regard to informing marketing approvals of 

new chemical entities. We discuss the issues to be considered when steamlining approval processes 

and using adaptive regulatory frameworks, in particular the accompanying need for augmentation of 

post-marketing surveillance. We have suggested criteria in order to be considered a ‘trusted’ 

regulator, and discuss the possible consequences for Australia of using a ‘trusted’ regulator. We note 

current gaps in pharmacovigilance and discuss the TGA’s role with regard to oversight of non-

marketed medicines. Recommendations with regard to potential changes to the regulatory 

framework for medicines in Australia have been provided. These include increased post-marketing 

surveillance (accompanied by a review of national and international post-marketing surveillance 

programs); consultation with experts in genetic variation, front-line clinicians and consumers; 

modelling of issues prior to adoption with subsequent staged approach to adoption of trusted 

regulator’s recommendations if modelling results are positive; pro-active exploration of electronic 

reporting systems; and further recommendations regarding use of off-label medicines, online 

learning modules and non-pharmaceutical sponsorship. 

Section 2, the role and function of the Poisons Schedule and Scheduling Decisions, discusses the 

perceived gaps in scheduling evaluations, issues identified regarding state and national scheduling, 

and provides recommendations to improve scheduling and rescheduling of medicines and chemical 

substances, whether or not they are currently synthesised. 

Section 3 discusses the Special Access Scheme (SAS) and using scenarios faced specifically by NSW 

hospitals (and likely faced by hospitals in other jurisdictions), highlights the current flawed system 

and offers solutions to these issues including the use of an online approval system; what this should 

include and be able to provide; as well as recommendations for monitoring of SAS product 

applications. 

Section 4 regarding direct to consumer advertising (DTCA) of Schedule 3 products includes a 

literature review of the evidence for its benefits and harms; our recommendations that DTCA not be 

allowed; that provision of product information be improved; and that handling of complaints 

regarding advertising be handled by the TGA. 

Section 5 discusses transparency and accountability of the Therapeutic Goods Administration (TGA). 

This highlights experiences of NSW TAG members, in particular, when sending issues to the TGA and 

the lack of clear pathways for follow-up and acknowledgment by the TGA. A recommendation with 

regard to how the TGA should manage such a situation is provided. We also highlight difficulties 

experienced when the TGA has not consulted frontline clinicians prior to approving packaging and 

labelling changes. 

Finally, Section 6 deals with another potential ‘red tape’ issue which we would like explored. 


