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What we’ve done
1. Submission to TGA regarding the Priority Review pathway for 

biologicals: feasibility, potential eligibility criteria and 
determination process

• This pathway was intended to enable biologicals (ie, MSC-based interventions) to be 
assessed for safety and efficacy within 150 days (instead of 255 before)

• Same evidence would be required, but effectively a ‘queue jump (hence ‘priority’)
• According to TGA and some stakeholders (and somewhat correctly) the Priority Review 

pathway would make :
• Australia’s regulation of cellular therapies consistent with the UK, Europe and the US
• biologicals capable of being assessed and approved for market supply in an expedited 

fashion, so that biologicals were on a par with medicines and devices



Priority Review Pathway submission



Priority Review Pathway submission
We made three requests:
• We requested clarity about the ‘one biological, one use’ rule, which would mean 

that every approved biological had to have only one use (a bit like indications in 
pharmaceutical medicine); what if disease is multi-dimensional (ie, there is more 
than one ‘use’)?

• We requested clarity about certain biological classes, because it appeared that 
there were conflicting evidence requirements for the different registrable classes 
(class 1 = low risk; class 4 = high risk)

• We argued that biologicals that were refused the determination (eg, because they 
were outside the scope or applied for in the wrong class) should be identified 
through publication of negative TGA Decision Summaries



Priority Review Pathway submission

• Notably, all other submitters were from the pharmaceutical 
and medicine industry; we are the only academics/non-
industry participants in this space

• Our submission appears to have had a negligible impact; out 
radical request – that negative decisions be published – was 
not adopted

• It appears the TGA changed some of the language relating to 
the criterion for approving an expedited biological product : 
they removed the ‘unmet clinical need’ collocation and 
adopted a criterion that requires the product to be an 
‘improvement on existing product’

• While we questioned the ‘unmet clinical need’ language, we 
did not advocate its removal; we are unsure why the TGA has 
done this; hopefully it was not our influence (because we did 
not mean for this to happen!)



What we’ve done
2. JLM paper

Rudge, C., Attinger, S., Kerridge, I., Lipworth, W., 
and Stewart, C. ‘A New Priority Pathway for 
Biologicals in Australia: Contextualising and 
Evaluating the Proposed Reforms (2022) 29(3) 
Journal of Law and Medicine 677-699.

• In this paper, we put the priority pathway 
submission process in the context of the 
Senate Inquiry that led to it

• We analysed the proposal and critiqued the 
commercial context in which these regulatory 
changes were being introduced 





What we’re doing
1. Accelerated access paper
• Comparison of expedited pathways that have developed internationally (US, 

EU, Japan and Aus) – four common mechanisms

Some key points/questions
• AA becoming the rule rather than the special case or exception – Does 

routinisation signal a deterioration of regulatory standards and/or effective 
deregulation? Or is utilisation of these pathways reflecting vast unmet clinical 
need?

• What can we learn from successes and problems in using expedited pathways 
for accelerating access to cellular therapies?

• While pathways have indeed expedited the time of regulator approval, it is 
not clear whether these programs have delivered better or safer drugs 

• Expedited approval procedures well-developed, but powers and policies of 
expedited withdrawal by the regulator less so (noting recent US reforms). 
Criteria for withdrawing conditional approval? 

• Accelerating market authorisation does not necessarily accelerate patient 
access - reimbursement is separate

(1) Prioritisation

(2) Conditional approval 
based on less 

comprehensive data

(3) Development 
programs

(4) Recognition of existing 
approval by other 

regulators 



What we’re doing
2. Risk-based regulation paper
• The regulatory language of cell-based therapies involved ‘minimally 

manipulated’ and ‘homologous use’
• This language determines the ‘riskiness’ of the therapy; however, there is no 

explicit scientific basis for these risk-based criteria; rather, it relies on a 
theory in which human cells are riskier to infuse when they are manipulated 
(changed) and when they are used for a purpose different to their original 
purpose in the body

• Our paper critiques the criteria and puts risk-based regulation in the wider 
context of risk assessment in other fields: eg, financial regulation, theory of 
regulation (risk-based, responsive, command-and-control, etc)



What we’re doing
3. Health Technology Assessment paper
• Key question: What is ‘standard of care’?
• It is commonly said that hematopoietic stem cell transplants for blood 

cancers are ‘standard of care’ in clinics and by practitioners
• However, these ‘cellular therapies’ are not necessarily reimbursed by 

Medicare or the PBS, which begs the question:
• What does it mean to be ‘standard of care’?
• We argue that if a therapy is not actually reimbursed, it is hard to call it 

‘standard of care’ other than in tokenistic terms




