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Funding of Kymriah 
On 29 May 2020, the Council of Australia Governments (COAG) agreed to an amendment to 
the National Health Reform Agreement which revised public hospital funding and health reform 
arrangements for the period 1 July 2020 to 30 June 2025.  The amendment is important 
because, among other things, it increases the Commonwealth Government’s share of public 
hospital funding to 45%, provides for activity-based funding where appropriate and block 
funding in other cases and agrees funding arrangements for new high cost, highly specialized 
therapies recommended for delivery in a public hospital setting by the Medical Services 
Advisory Committee. The level of funding provided is based on determinations by the 
Independent Hospital Pricing Authority (IHPA) of National Efficient Price and Cost. [1, 2] 

On 31 July 2019, the Minister for Health confirmed to IHPA that funding arrangements were 
agreed with NSW and Victoria in relation to CAR-T cell therapy and that Kymriah will be funded 
through the National Health Funding Pool with the Commonwealth funding 45% of the cost of 
the service using block funding. In June 2020, IHPA published guidelines for costing, counting 
and reconciliation of funding for CAR-T cell therapy. In-scope activity by hospitals accredited to 
provide the treatment covers all hospital activity related to the treatment of patients in the 
funded cohort undergoing Kymriah therapy and its side effects. [3] This provides a means of 
including real costs associated with the provision of CAR-T cell therapies in Australia in funding 
considerations. 

 
Medical devices and medical software 
The TGA has published information on the additive manufacturing of medical devices [4]. 
Additive manufacturing is the broad category of manufacturing encompassing 3-dimensional 
(3D) printing. The information covers materials, biocompatibility, cleaning, sterilizing, the 
assessment of risks and Australian regulatory requirements for medical devices.  

The TGA has also published a rapid literature review of safety and performance issues 
associated with the use of medical software. The review included mobile apps and medical 
software used for screening, diagnosis, managing or monitoring and operating medical 
equipment. It covered software as a medical device and software controlling medical devices. It 
concluded that there are clear examples of potential and actual harm across a range of different 
conditions for which software is intended for use; safety concerns were identified in direct-to-
consumers apps and situations where medical professionals directly use or guide use of the 
software; and, in many cases, particularly where regulation does not currently apply, the 
responsibility of adverse consequences from apps falls on individual clinicians. [5] 
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TGA support for sponsors and manufacturers during COVID-19 
From July 2020, the TGA began a remote GMP inspections program for some overseas 
manufacturers [6] and published its expectations for overseas manufacturing sites hosting 
remote inspections [7]. It has also made a temporary change to documentation requirements for 
GMP Clearance applications submitted through the Compliance Verification pathway, whereby 
sponsors may provide a recently expired inspection report from a recognised regulator, and a 
GMP Clearance questionnaire with other documents identified during completion of the 
questionnaire [7]. In addition, consent can be requested subject to eligibility requirements to 
supply therapeutic goods that do not comply with new labelling requirements [8], and the 
commencement of a number of medical device reforms in Australia has been delayed to enable 
further consultation and guidance [9]. 
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