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Dear Members of the Review Panel,

Thank you for the opportunity to provide input into the review of pharmacy remuneration and regulation.

The Icon Group is both a purchaser of pharmacy services and provider of pharmacy services, through its own Icon 
Cancer Care day hospitals. The Group is also the owner of Slade Health, one of Australia’s largest TGA licensed 
sterile compounding businesses. It provides management services to the owners of Epic and Slade Pharmacies, 
two of Australia’s leading hospital pharmacy businesses.

Through these multiple touch points with pharmacy services, and guided by our key principles of delivering 
exceptional patient care and increased access to cancer care, we have approached the discussion paper with a 
view to providing a response focused on those questions which are directly related to our core areas of expertise, 
namely chemotherapy provision and hospital pharmacy services.

We remain available for further discussions at any time.

Yours sincerely,

Mark Middleton     David Slade    Stuart Giles 

Group CEO – Icon    Director – Icon    Director and Founder - Icon



OTHER FEES PAYABLE UNDER 6CPA
Given that very high cost drugs are likely to become 
more common on the PBS, should this remuneration 
structure for hospitals change to more closely reflect 
the remuneration structure of community pharmacy? 

Unless all aspects of hospital pharmacy remuneration 
were re-calibrated and returned to the same as 
community pharmacy remuneration (as they were 
up until the 2010 Budget changes) we would not support changing this aspect of hospital pharmacy 
remuneration. It would create further and unnecessary uncertainty in a specialised part of the industry 
which has already been subject to extensive change and cost reduction.

REGULATION – PHARMACY LOCATION RULES
It has been suggested to the Review that this creates unintended consequences in locking pharmacies into 
specific shopping centres and transferring effective ownership of the pharmacy approval number to the 
shopping centre. Is this a reasonable assessment of the effect of the location rule regarding short distance 
relocation from a shopping centre? Should this rule be modified, and if so, why? If not, why not? 

Yes, we have experienced this outcome in a number of our hospital settings where the short distance 
relocation rule has made it very difficult to find an alternative location when a hospital elects not to renew a 
lease. 

Some form of exemption from the short distance relocation rule or the 500m restriction from an existing 
pharmacy would greatly reduce this unintended consequence.

REGULATION – HOSPITAL PHARMACIES
Could hospital pharmacies complement medicine dispensing and related services currently provided 
through community pharmacy or other public and private hospital pharmacies? 

We believe the opportunity exists and will expand as more specialist medications enter the market for 
hospital pharmacies to maintain a role post discharge. This would require an extension to the current 
definition of eligible patients for Section 94 pharmacies. The definition should encompass those patients 
who need to receive ongoing medications for their care that commenced at the hospital. 

We are already seeing the emergence of this need with the introduction of oral chemotherapy agents and 
certain other highly specialised drugs, with these drugs not commonly held or dispensed by community 
pharmacies. 

An extension of eligibility of supply from a Section 94 approved hospital pharmacy was recently granted to 
support the Botulinum Toxin Program under Section 100.
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If pharmacies operating out of private hospitals were required to operate 24-hours a day, would this be 
beneficial for consumer access? Would it be viable or economical for private hospitals to provide this 
service? 

Such 24-hour service arrangements are commercially unviable, and generally not required with private 
hospitals already having solutions in place for management of drug requirements in a 24 hour environment. 
Even in the very largest of hospitals operating very large 24-hour emergency services, we believe a 24/7 
pharmacy service would not be economically viable within the extended overnight hours, and any decision 
by a hospital to offer this kind of service is made within a wider strategic and financial context of the 
hospital’s overall operating budget, and effectively being cross-subsidised.

The benefit to consumer access is unlikely to be material, given the stock holding in a hospital pharmacy 
will typically be geared to the needs of its patients taking into account the hospitals areas of practice, and 
hospital pharmacies are often not located in areas that are suitable for public access.

How might broadening the services provided by hospital pharmacies improve consumer access in rural and 
regional Australia? 

Allowing hospital pharmacies greater pharmacy service and supply rights may provide an increase in 
access within some rural and regional areas.

If hospital pharmacies were able to complement the services provided by community pharmacy, should all 
pharmacies be able to access similar purchasing arrangements? 

Operating in both the community and hospital settings, we see very little evidence that purchasing 
arrangements in hospital provide any significant differential advantage compared to the community 
setting. Any hospital purchasing arrangements would be dwarfed by the combined buying arrangements of 
the large community pharmacy groups on the majority of community pharmacy lines.

Should hospitals be able to open dispensing pharmacies in the community? Should hospitals be able to 
contract with specific community pharmacies? Under these arrangements, should community pharmacies 
be able to access medicines through hospital supply arrangements? 

No, we don’t see an unmet community need that would be alleviated by the opening of dispensing 
pharmacies in the community operated by or on behalf of hospitals.

Should hospital pharmacies be able to establish limited dispensing arrangements, either in-pharmacy 
or through a delivery or mail order service, to enable post-discharge services and continuity of care to 
patients in the community setting? 

We believe there is scope, within certain circumstances, to allow limited dispensing arrangements related 
to support patients post discharge or ensure continuity of care, especially where hospital specific and 
highly specialised medications are part of that care.

Could dispensing arrangements by hospital pharmacies to patients be extended to the broader community 
to complement access to medicines through community pharmacy? 

As per above, there is some scope for this to occur.
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WHOLESALING, LOGISTICS AND 
DISTRIBUTION ARRANGEMENTS

Pfizer supply direct and do not provide their medicines 
for supply through the CSO. Should all PBS medicines 
be available through the CSO, or is it appropriate for a 
manufacturer to only supply direct to the pharmacy? 

It should be a condition of listing that all PBS medicines 
are available through CSO wholesalers. Pharmacy 
remuneration and cost to government does not change based on the distribution model, however we have 
seen inefficiencies in the supply chain and restrictions on ordering processes that lead to additional costs 
to pharmacy introduced when direct supply is the only option.

We have no objection to direct supply remaining an option open to manufacturers, if it is in conjunction 
with availability through CSO wholesalers rather than as an alternative to CSO wholesaler availability.

In the 6CPA there was a change in the CSO requirements relating to 72-hour delivery for the 1000 highest 
volume medicines. Was this a desirable change? What impacts has this had and is there evidence available 
to demonstrate this? 

There has been no noticeable change in service from wholesalers to date. The change in the 6CPA is 
unlikely to present an efficiency or cost reduction opportunity for wholesalers. Restructuring delivery runs 
and delivering less frequently is unlikely to occur given the limited number of items with a reduced delivery 
frequency obligation.

ACCOUNTABILITY AND REGULATION
Are there any existing regulatory arrangements that are unnecessary or overly burdensome? 

Each state should adopt the same set of Poisons Regulations which govern the purchase, storage, 
handling, dispensing, compounding and supply of scheduled medicines. As we have one national funding 
scheme, being the PBS, and one national professional registration scheme for healthcare professionals, 
it follows that there should also be one set of regulations governing scheduled medications. This 
would reduce complexity and administrative burden, particularly for those businesses and healthcare 
professionals who operate across multiple states. 

CHEMOTHERAPY ARRANGEMENTS
It is the Panel’s understanding that the additional $20 payable for infusions compounded by TGA licensed 
compounders is remuneration for the cost of gaining and holding the TGA licence. Should the PBS provide 
additional remuneration for compounders that meet TGA licensing requirements? 

We agree with the Panel’s understanding of the $20 fee payable for infusions compounded by TGA licensed 
compounders. The fee appropriately recognises the additional costs to the compounder of holding 
and complying with a TGA Licence. Furthermore, the fee provides recognition of the safety and quality 
assurance associated with compounding in a TGA licenced facility.
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The current $20 fee is set at an appropriate level. However, to ensure the value of this fee is retained in real 
terms over time, an indexation arrangement should be applied. This indexation should be commensurate 
with cost inflation in the healthcare sector.

As the operator of both TGA and non-TGA licensed compounding facilities, we know the differential in 
operating costs between the two types of compounding facilities. However both types of compounding 
facilities play a critical role and in the case of non-TGA compounding facilities – they support timely access 
to chemotherapy and the ability to access certain types of medicines with a very short shelf life – often 
where it is impracticable or logistically unfeasible for a TGA compounder to meet this requirement.

It is unclear to the Panel that there is any therapeutic difference between chemotherapy medicines 
provided by TGA licenced compounders and non-TGA licensed compounders. Is there any therapeutic 
difference, if so, what are they? If there are no therapeutic differences, should the payment of 
chemotherapy compounding be the same regardless of whether the provider is TGA licensed? If there are 
therapeutic differences, why should the Government continue to subsidise sub-optimal medicine? 

The additional payment does not seek to recognise a therapeutic difference in compounded products, 
but rather the differential in quality assurance and the knowledge that, in the case of a TGA compounded 
infusion, it is coming from a highly regulated environment and one that is subject to external, routine and 
rigorous audit.

Sterile compounding pharmacies are not subject to the same level of external audit however they are 
required to comply with Australian Pharmacy Board and relevant SHPA guidelines for the preparation of 
sterile medicines, and if followed there should not be a therapeutic difference.

There are substantial costs associated with operating within a TGA licensed environment, and if payment 
for chemotherapy compounding was the same regardless of whether the provider is TGA licensed, this 
would create a financial incentive for high volumes of compounding to move from an environment that has 
substantial compliance requirements which deliver assurance on matters of safety, to an environment that 
doesn’t deliver that same level of assurance.

Are the two compounding fees ($60 for TGA licensed, $40 for non-TGA licensed) reflecting a supply 
guarantee? 

The compounding fees reflect a contribution towards the cost of preparation of chemotherapy infusions, 
not a supply guarantee. Without these payments, it would be commercially unviable for chemotherapy 
infusions to be prepared.

If considering the current fees within the prism of a supply guarantee, it is critical to ensure the value 
of this fee is maintained in real terms over time. At present these fees do not have any indexation 
arrangements during the life of the 6CPA, a situation which should be rectified. This indexation should be 
commensurate with cost inflation in the healthcare sector.

If it is appropriate to have differential payments for chemotherapy compounders, what is the best way for 
those payments to be made? What should form the basis of the difference of the payment? 

The recent and extensive consultation process around payment mechanisms has delivered a payment 
process which we are now comfortable with and should not be changed any further. We would not support 
any revisiting of this issue at present, or the renewed and unnecessary instability and uncertainty it would 
deliver to this sector.
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Are the levels of these fees sufficient to ensure long term 
viability of compounding services? 

As stated earlier, in overall terms the $20 fee differential 
appropriately recognises the additional costs for TGA 
compounding services but both fees should be subject to 
an annual indexation arrangement.

While evidence previously tabled to by participants in 
the chemotherapy supply sector reflected a belief that 
costs were greater than the $60 payment subsequently 
provided, we haven’t observed any substantial change to business models during the period since, other 
than consolidation within the sector, and this could be considered to reflect that this is an adequate 
funding for viability to be maintained.

Should non-TGA licensed public hospitals be allowed to provide chemotherapy compounding services to 
other public and private hospitals? 

No.

The current regulatory framework provides exemptions to public hospitals to prepare chemotherapy 
doses. This exemption exists to ensure access to critical therapies that may not be available to clinically 
appropriate timeframes.

Compounded chemotherapy not prepared at the same site as it is administered needs to be guaranteed to 
be sterile and chemically stable, for a period of time allowing transport, clinical checks, and administration. 

The SHPA Guidelines for Medicines Prepared in Australian Hospital Pharmacy Departments, states that; 
‘Due to the risk of microbial contamination, the default expiry date for aseptic products without sterility 
tests should be 24 hours, which may be extended to 7 days provided the product is:

a. prepared in a validated Grade A Laminar Air Flow Work Station (LAFWS);

b. prepared by suitably trained and validated personnel; and

c. physically and chemically stable.’

None of these conditions can be guaranteed to be met without regular and rigorous audit by an 
independent body.

Any non-TGA licensed public hospital that is preparing higher volumes of chemotherapy doses should be 
required to meet the highest regulatory standards for safety and quality, for the same reasons that private 
providers are required to do so. 

Chemotherapy patients benefit from the ability of local chemotherapy manufacturing facilities to provide 
more timely medications to patients locally. These facilities generally do not hold a TGA licence. Is there a 
need for additional standards for non-TGA licensed compounders? 

The existing exemptions for non-TGA licensed public hospitals or pharmacies to undertake chemotherapy 
compounding sufficiently cover any concerns around timely patient access to critical therapies. The SHPA 
publishes guidelines for medicines prepared in Australian Hospital Pharmacy Departments.

Chemotherapy compounding facilities are and should be required to meet these standards, which 
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should be overseen by the local pharmacy authorities in the respective state. Given the lower volume of 
compounding which may occur at these sites, it is commercially and operationally unviable for such sites to 
operate at the TGA standard however, there must be minimum quality standards (SHPA, Pharmacy Board of 
Australia) applied in order to operate in this specialisation for reasons of patient safety. 

Are there other issues with the production and delivery of chemotherapy medicines which the Panel should 
be aware of? 

We believe there are three potential anomalies that the Panel should consider.

1. Payment of $60 for regional and remote area compounding facilities in special circumstances

TGA compounders currently operate facilities in the major capital cities of Australia. Darwin and 
Hobart are exceptions. 

The location of facilities reflects the concentration of demand as well as access to distribution 
logistics.

As a result, regional and remote areas do face, from time to time, an increased challenge in 
accessing compounded products from TGA providers. This specifically relates to those items 
which have a very short expiry or which need to be prepared on the day of treatment only after the 
patient’s health has been assessed as being suitable to receive chemotherapy treatment that day. 
In these circumstances, the chemotherapy must be prepared in-house.

For these pharmacies and hospitals, the cost of production of these items is disproportionally high 
due to the low economies of scale. In these limited circumstances based on geography and patient 
status we believe a $60 payment could be made. 

Given the low volume of items which this would affect, we don’t anticipate this would have a 
substantial financial impact to Efficient Funding of Chemotherapy (EFC) funding.

The $60 payment, in these limited circumstances would ensure equity of access consistent with 
National Medicines Policy for regional and remote areas.

2. Appropriate funding of Specific Cytotoxic Products 

There are currently some items on Section 85 of the PBS like Azacitidine that are cytotoxic and 
must be compounded in the same manner as chemotherapy items, for the protection of patients 
and staff who are handling these products. These items are not currently eligible for the equivalent 
payment under Section 100 EFC, but incur equivalent costs to prepare. 

This should be corrected by an expansion of the items listed under Section 100 EFC measures, or 
equivalent.

3. Correction of PBS Algorithm and Pharmacy Mark-Up

When EFC measures were introduced, an anomaly in the calculation of the Pharmacy Mark-up was 
introduced via adoption of a nominal “maximum dose”. The consequence is that pharmacy does 
not receive the appropriate Administration Handling and Infrastructure fee or Pharmacy Mark-up.

As a result only 50-75% of the relevant reimbursement is being paid, and this should be corrected 
to assist in meeting the true cost of holding and dispensing these high cost items.
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