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Prostheses List Reforms – Consultation Responses  
 
General intro  
The Interventional Radiology Society of Australasia (IRSA) is the leading body of Interventional 
Radiologists in Australia and New Zealand with over 330 members all who practice in some aspect of 
Interventional Radiology in the public and private sector. Interventional Radiologists perform 
minimally invasive image guided procedures using a broad range of medical devices across all body 
organ systems.  

As a society, we are committed to promoting image guided, minimally invasive procedures for better 
patient outcomes including faster recovery and lowered complication rates. The IRSA Executive 
Committee would like to commend the department on constituting a Taskforce to review and 
modernise the list.   
 
Definition & Scope  

1. Is the proposed approach to the definition of a kind of prosthesis flexible enough to 
anticipate future technologies while providing sufficient clarity on the scope of PL?  
 
Proposed definitions appear to be suitable for the current climate. We believe there 
should always be systems in place for future proofing, to ensure Australians can fairly 
access technologies as they become available in overseas markets. Thus, flexibility or a 
regular system of revision to ensure currency should be included to allow for progress in 
medical technologies.    
 

2. Does aligning terms with established terms used by TGA (such as medical devices and 
biologicals) improve clarity?  
 
Alignment with established terms improves consistency if care is taken not to 
inadvertently exclude any classes of emerging medical technologies.  

 
Criteria  

3. Are the proposed listing criteria for Part A fit-for-purpose? If not, what changes are needed? 
 
IRSA strongly supports the amendment to no longer require a device to be implantable to 
be listed.  We believe the old criteria create market distortions by only including devices 
which are left as permanent implants. Medical devices which are therapeutic but not 
implanted can provide similar or superior medical outcomes and therefore we completely 
agree with the proposed revised criteria for part A to also include non-implanted medical 
therapeutic devices. This is in keeping with overseas practices and will ensure patients can 
access the procedural approach which is optimal for their medical circumstances on an 
objective basis, regardless of whether the device is implanted or not.  
  

4. Should the scope of products eligible for listing on Part B remain unchanged?  
 
No recommendations for changes.  

 



                            
 

5. Should the PL retain an option for the Minister to list items in exceptional circumstances on 
Part C?  
 
Yes.  

 
6. Are there any other exceptional circumstances factors that Part C should accommodate?  

 
IRSA believes that it is important that there is flexibility built into the system to ensure 
that Australians can access optimal care and not be disadvantaged by legacy systems. Part 
C goes some of the way to addressing this need for flexibility in a rapidly changing 
landscape of medical devices however it is important that this pathway is accessible 
without excessive hurdles.  
 
It can be difficult or impossible to collect data required to show efficacy and cost 
effectiveness in the Australian context if a device is not listed on the prostheses list due to 
cost hurdles in using an unlisted device and in collecting the necessary data. This is a 
chicken and egg scenario. There needs to be a mechanism by which a device could be 
provisionally listed in part C coupled with a mechanism to collect cost effectiveness data 
subsequently and a review period by which the necessary data could be collected to 
maintain its position in part C. This is much more likely to allow Australia to keep up to 
date with progressions in medical technology overseas as compared to a system which 
requires data to be demonstrated prior to listing.  

 
7. Please consider the tables at Attachment B and explain which products meet the future 

criteria for listing and the reasons why?  
 

IRSA supports these inclusions into Part A from the table in attachment B:-  
 
• Drug eluting vascular balloon catheter 

o Angioplasty balloons (both drug eluting and non eluting) can obtain excellent 
clinical outcomes for patients which are often equal to stent or in many cases 
more appropriate for use compared to stent. Balloons can obtain marked 
improvements in stenoses and occlusions in a variety of applications and 
retreatment is often much simpler in the absence of a stent. There is an adage 
in IR to “leave nothing behind” in the patient for greater longevity of outcome 
– both balloons and stents have their place in optimal patient care and having 
both on the PL ensures this decision is clinical and not financially distorted.  
 

• Mechanical thrombectomy and stent retriever 
o Mechanical and suction thrombectomy and stent retrievers have 

revolutionised stroke care with an amazing impact on patient outcomes and 
the community. Patients who would have otherwise been debilitated, unable 
to speak or hemiplegic from stroke are being saved with a minimally invasive 
image guided procedure and recovering quickly and walking out of hospital. 
This is wonderful progress, and it is so important that the best devices are 
available and reimbursed fairly. Similarly, thrombectomy for severe lower 
limb, gut and pulmonary vessels can rapidly improve flow and save patients 
from amputations, gut ischemia and death and heart failure respectively. IRSA 
supports the inclusion on the PL of the necessary devices for these 
thrombectomy/thrombolysis procedures. 
 



                            
 

 
 

• Micro catheters 
o Microcatheters allow the precision delivery of a wide array of therapies into 

the small vessels during image guided procedures. Without microcatheters, 
embolisation to stop bleeding would not be possible for a wide range of 
conditions including organ injury after trauma, bowel bleeding, lung bleeding 
etc. Microcatheters are also used to deliver chemotherapy, deliver particles 
and coils, block vessels and deliver and a broad array of minimally invasive 
image guided angiographic therapies.  

o These scenarios often cannot be treated without major surgery otherwise, 
often resulting in loss of the organ, disfigurement, or death. This is commonly 
the first line approach in a major public or private hospital. If, as the patient, 
you are bleeding to death, you would certainly want the specialist to have 
access to the necessary tools to stop bleeding without the need for major 
surgery or loss of the organ. To do this safely requires microcatheters (and 
accompanying microwires).  

 
• Tumour ablation devices (RFA, Microwave, Cryoablation, IRE) 

o Percutaneous ablation of tumours that are non resectable (e.g. HCC) or where 
minimally invasive treatment is the more preferred option (osteoid osteoma, 
patients unsuitable for open surgery) is a well-established option with widely 
published literature supporting efficacy. At present, the devices used for these 
procedures are not reimbursed, limiting usage in Australia. There is an overall 
cost benefit to the health system in offering these treatments by way of 
reduced theatre costs, reduced hospital stays, in addition, patient recovery 
from the procedure is quicker due to the minimally invasive nature of the 
treatment. 

These are simply a few examples and by no means an exhaustive list, but IRSA agrees that 
the listed devices are appropriate for listing in Part A of the PL.  

 
8. Should the name of the list be modernised and, if so, what should it be called?  

 
• Medical Devices List (MDL), or  
• Medical Therapeutic Devices List (MTDL), or 
• Therapeutic Devices list (TDL).  

Consequence of Changes  
 

9. Does the list of items at Attachment A flagged for inclusion and removal accurately reflect 
the proposed future criteria for listing?  

 
IRSA is aware of the proposed exclusions in the miscellaneous category. Below is a list of 
items that IRSA believes should remain included in the PL due to their importance in 
patient care-  

 
• Drug eluting embolic beads:  

DEBs may have been misclassified during initial listing on the PL into miscellaneous. 
DEBs are like bland embolic particles (listed in the vascular section of PL) or radio 



                            
 

embolic spheres (SIRTEX) but also contain chemotherapy. They are not simply a drug 
delivery device but more importantly also an embolic device and an indispensable part 
of international standard of care management of liver cancers.  

IRSA suggest retention on the list and if appropriate, consideration of reclassification 
to more appropriate category and inclusion under Part A - for example under the 
vascular category with other embolic beads.  

• Implanted ports:  

Vascular access ports are a very valuable aspect to retain quality of life for a diverse 
range of patient with cancer undergoing chemotherapy. 

Ports allow preservation of arm veins from harmful effects of chemotherapy and help 
to maintain QOL between treatments - patient would otherwise lose months of their 
remaining life quality due to having external long lines in situ and associated lifestyle 
limitations. They are also a fully implanted prosthetic device therefore well within the 
traditional scope of the PL. We believe that the medical, radiation and surgical 
oncology community (all involved in oncology care) would all strongly advocate for the 
retention of infusion ports on the PL.  

• Closure devices:  

Closure devices allow procedures to be undertaken by a percutaneous minimally 
invasive approaches - without access to closure device endovascular procedures using 
large calibre devices would require an additional open surgical cut down procedure in 
some instances. This increases complications and costs linked to the procedure and 
length of hospital stay.  

Closure devices also reduce risk of bleeding especially in anti-coagulated or high-risk 
population (increasing a common comorbidity). They bring a reduction in 
pseudoaneurysm and hematoma rates. These devices also permit early mobilisation 
which allows shorter length of stay for day procedures so reduced staffing 
requirements. For these reasons we feel that there are economic and clinical 
arguments in favour of retention of closure devices in the PL. 

 
10. The removal of items identified at Attachment A is scheduled to commence from February 

2022. If a decision is taken to remove these items in tranches, is there a logical bundling of 
the items at Attachment A that would make staged implementation over time possible? Is 
the proposed staged removal aligned with PL updates workable? What is the most 
appropriate timing?  

 
No specific comment on optimal timing but recommend careful planning to reduce 
undesirable clinical consequences and careful consideration of consultations. Additionally, 
inclusion of a subsequent review process is suggested to exclude unwanted clinical effects 
after the fact.  

  


