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INTRODUCTION

The National Association of People Living with HIV/AIDS (NAPWA) is the peak Australian body representing people living with HIV (PLHIV) community based groups and organisations across the country. NAPWA’s mission is to strengthen and maintain a responsive national leadership body that is credible, informed, and guided by the interests of people living with HIV. NAPWA activities include policy development and analysis, national communication and issues coordination, and health and research based program development.
In the recently released Annual Surveillance Report
 for 2009 it was estimated that approximately 18,000 people in Australia are living with HIV and approximately 70% of this population are estimated to be being treated with a combination of HIV antiretroviral drugs – all listed on the Pharmaceutical Benefits Schedule and under the Section 100 program. It should also be noted that in Australia the major proportion of the HIV positive population is being prescribed these drugs via community based S100 general practice sites
.

NAPWA has considered the Objectives and Discussion Paper
 prepared as part of the Review of the existing supply arrangements for drugs listed under Section 100 of the National Health Act 1953, and also the review scope and context as part of the Fourth Community Pharmacy Agreement Reviews. It is noted that Australian Healthcare Associates (AHA) is undertaking this review on behalf of the Commonwealth Department of Health & Ageing and the Pharmacy Guild of Australia.
NAPWA notes that following this written submission process, a summary paper will be prepared by AHA which will outline options that may improve or resolve identified issues raised as part of the consultation. A series of workshops are also being scheduled during October / November 2009, which NAPWA representatives have committed to contributing. 

Scope of Submission

NAPWA will confine the scope of this submission to the Highly Specialised Drugs (HSD) Program under the S100 program. While four other programs are also included in the terms of this review – with appropriate reference in the discussion paper, in the limited time afforded to this written submission process NAPWA has chosen to focus on the main program underpinning the supply of drugs to people living with HIV in Australia.
The discussion paper describes S100 programs as those which provide access to subsidised medicines where the usual Pharmaceutical Benefits Scheme (PBS) supply arrangements via community pharmacies are considered to be inadequate or inappropriate. In the case of the HIV drugs listed on the PBS under S100 arrangements, the historical premise for their listing under the Highly Specialised Drugs program has become redundant. In the contemporary setting, HIV drug dispensing is understood as appropriate for the community pharmacy setting, and NAPWA believes that better options can be identified to support the dispensing of these medicines within these settings, without compromising clinical or operational considerations.
Our submission notes the existing arrangements for the HSD program and will be focused on the current arrangements for the supply of the S100 drugs specific to the clinical management of HIV disease.

This focus is critically linked to this review’s objectives of describing how current supply arrangements impact on community pharmacy and what options can be considered for addressing these – especially as they relate to improving efficiencies and effective access arrangements for patients relying on these medications.
This submission is supported by our direct experience gained during the a community pharmacy pilot carried out in 2002 in NSW
, and by our largest state based member organisation – Positive Life NSW, the community based HIV positive organisation responsible for input into this study pilot, and representing over 50% of the HIV positive population base in Australia today. 

See attached their supporting statement to this submission.
Issues beyond the scope of this review (Section 3)

 NAPWA notes the section of the Discussion Paper which refers to items raised in the industry consultation but are deemed to be beyond the scope of this review – but we would like to specifically refer to the following points. 

Requirement for Ongoing review

The lack of a regular, formal review process for the HSD is a concern and it is an area of the S100 program which creates confusion across many issues of administrative arrangements and interpretation of regulation between public hospital and community setting, and across jurisdictions. 

The limited and very short time frame cover of this review, and its limited notice to many stakeholders,has added concerns to this lack of more comprehensive discussion and consideration of issues relating overall to the whole of the Section 100 area and its related progams. 

System Integration

A number of broader issues about the process for placement of drugs within more defined programs under the HSD program, or the decision to remove them from this program, would be able to be looked at in a thorough review which allows a consideration of cost arrangements, but also prescribing, audit linkages, and delivery and access into those patient populations being supported by these drugs. 
Linkages across the dispensing and prescribing sectors is critical for the quality use of these medicines and appropriate monitoring of their place within an overall PBS arrangement. 
Community Management

The comments in this section of the paper regarding differential management practices between GP’s, community pharmacists, specialists and hospital – based sites, are difficult to understand. Given the context of primary health care in Australia, with so many models of care being advanced by Commonwealth and State / Territory health programs, different management practices are inevitable.

HIV clinical management and maintenance is one compelling example of how community management has been an absolute success for this disease response, and the implementation of the most fast changing paradigms of therapeutic drug combinations. The absence of national HIV community pharmacy arrangements from this picture is therefore all the more acutely felt as a consequence, and needs to be addressed.
Training & Education

Professional Pharmacy Programs and Services – under the 4th Community Pharmacy Agreement, are mechanisms which could be referred to consider the models implemented for S100 HIV prescribers. These models of training and ongoing education for prescriber accreditation recognised across the States and Territories. Such agencies offer learning modules developed through ASHM or like HIV education providers and can also provide ongoing information to those community pharmacists involved in HIV drug dispensing.
Role of Specialists in HSD program
S100 HIV prescribers are recognised as prescribing medicines according to contemporary clinical management guidelines, experience, best practice treatment protocols, and ongoing continuing medical education requirements. The long standing debates regarding PBS approval processes and the links between these authority approval processes and disincentives for community pharmacy to be able to be better utilised across community health programs are issues which should be considered as part of the ongoing review processes referred to above. These issues are critical to how the future reforms to both pharmaceutical and health delivery areas are managed over the term of implementation of other government health initiatives. They are also critical in reviewing the aspects of how multi-disciplinary approaches can be harnessed across broader models of chronic illness management in the community setting.
Supply of highly specialised drugs via alternative mechanisms

It is a missed opportunity to not consider the place of these s100 arrangements alongside the now broader remit for S85 drugs, including issues of dual listing and the reported complications of seeing drugs delivered across both hospital and community authority under the current arrangements. In light of changes since July 2009 it would seem opportune to review and streamline the arrangements for drugs which can be relevant to both of these supply criteria, but for varying reasons may not be suitable for being listed under S85 arrangements only. Restrictions for prescribing – in the light of new developments in e-dispensing and other monitoring and audit mechanisms should now be able to be supported while instituting a more flexible suite of dispensing mechanisms under Medicare programs.
Current challenges / Issues

Dispensing of HIV drugs outside of hospital based pharmacy sites
HIV – now noted as a manageable chronic illness for many of the Australian population living with HIV disease, is managed in the majority of the population across a primary health care setting in the community. HIV clinical management occurs for the most part in HIV general practice or other community based health clinic settings, with only several jurisdictions managing most of the HIV clinical care through public hospital sites. It should also be noted that in the paradigm shift towards more contemporary models of care being developed for the HIV population that “shared care” models are also seeing more complex cases of HIV and other co-morbidities being managed across both community and specialist arrangements.

The contradiction of community based care being afforded to all of the HIV population – but not the dispensing of the drug therapies, has been a frustration and complication to the overall wellness and health promotion efforts in this sector for many years. The capacity of some sites across the country to show a community pharmacy option model in either a controlled trial setting, or as a “satellite” arrangement of a public hospital operation supports the premise that these drugs can safely and effectively be prescribed and dispensed outside of a public hospital centre, and would assist the other aspects of HIV care and support for patients.
Access to medication outside of normal public hospital pharmacy operational hours, thereby supporting those working full-time, and others requiring more flexible access, would support the HIV sector objectives of seeing as much of the HIV clinical management as possible being able to be accessed in normalised settings. The HIV population surveys
 and other reports over the past decade have consistently pointed to issues associated with a discontinuation of appropriate HIV treatment including managing travel, work and financial considerations of the HIV drugs and their access. A sequential burden of travel and waiting times are the often underappreciated complaints for many of the population in describing the limitations of a hospital interface as the only access point for prescriptions being filled, while having been seen in a community setting in another place for the clinical consultation and prescribing of those same drugs.
As precedents have been set with other specialised medicines now prescribed in the community setting
 and as the population of people living with HIV in Australia is not only growing in size
 but also living without the need for clinical consultations if under stable management
, then the next priority for improvements to HIV clinical management and outcomes is clearly in the area of maintaining people on HIV medications over life – long duration and supporting required adherence for those regimens. NAPWA believes that the current Section 100 arrangements for the supply of HIV drugs can be changed to support these objectives.
These objectives should also be understood in the context of supporting the current Australian Government Blood Borne Virus and STI’s strategies – especially for priority populations of people living with HIV, and viral hepatitis – and where the drugs for treatment of these conditions are currently placed under the PBS and Medicare systems. 
Options re. changes to listing for HIV antiretrovirals
Dual Listing – Section 85 plus Section 100 authorities both being recognised for certain drugs has been noted in the Discussion paper as presenting supply and remuneration complexities across the programmes, where this is in place. 
In the HIV context the option of dual listing has been discussed and resisted as there been a motivation of wanting to maintain accreditation and training standards required for HIV prescribers, and therefore restrict prescribing to those HIV practitioners who have satisfied these. This has also meant that the HIV training and education model has maintained links with S100 GPs and other specialist sites as required in a contained and highly focussed manner. This review should include a consideration of the issues relating to dual listing, and whether this has relevance to the issues raised here for the barriers to a range of community pharmacy dispensing options for those areas such as HIV prescribing where prescribing is currently contained to specialist authority.

Maintaining current S100 HSD prescribing accreditation and rigour for HIV practitioners - but enhancing patient access to medications through community pharmacy dispensing is ultimately the baseline from which options to be more widely discussed and explored should be considered. NAPWA notes that in 2006 this organisation and other HIV stakeholders were invited to consult with the Special Access Section of the Commonwealth Department of Health & Ageing with the objective of pursuing the issues we raise in this submission. 
At this time there was a specific option proposed which described the formalising of administrative arrangements between the Australian Government and State & Territory Governments to allow new dispensing criteria through Medicare Australia certification from both hospital and community pharmacy settings.
The new arrangements that have been introduced in the July 1 2009 arrangements for Medicare to take responsibility for remuneration of Highly Specialised Drugs supplied by public hospitals requires certification that can also be used for these purposes. We believe that Medicare Australia would need to maintain a list of approved prescribers for linkage to the required PBS drug code, but clearly this is possible through the mechanisms where the jurisdictions accredit ate and register these HIV prescribers. 
The Australian Government has the responsibility now for all administration of the HSD and while authority approval must still be in play for prescribers to be identified and therefore identify eligible patients to guarantee pharmacist certification for reimbursement, NAPWA would stress that this Authority needs to be simple and efficient, and easily administered by Medicare Australia. In the new processes of electronic and phone mechanisms – with linkages to data sets to improve national efficiencies – then equity of access and supply should be able to be enhanced accordingly.
Number of Repeats / PBS maximum Quantity

The issuing of a number of repeats and a supporting mechanism for maximum quantity of drugs being able to be dispensed must be supported in the context of supply and dispensing arrangements for community pharmacy options. As discussed in this submission previously, supporting appropriate medication maintenance and adherence includes observing the practical and very real issues for people attempting to normalise health maintenance in the presence of chronic disease. 

There also needs to be recognition of how links to costs of medications and script co-payments are impacting on those in the Australian community who are required to access large amounts of medications over life long durations. This includes those under both concessional and full cost criteria, and the associated safety net procedures. NAPWA believes that assisting in affordability considerations is a part of the criteria which should be considered for the administrative arrangements under the focus of this review and the options being developed for enabling more efficiency for an effective community prescribing model.
NAPWA supports the points raised in the discussion paper and associated references related to the restrictions on the number of repeats on a prescription and the maximum quantity dispensed, and how this can cause inconvenience to prescriber and community pharmacy – but ultimately it is the patient who is most impacted. Limits in place currently are seen across many settings and are also judged to be unduly restrictive – especially in the context of drugs such as HIV medications and their limited application wider than the disease management context. This considered alongside the reality of long term therapy use and patients under stable management being able to maintain many combinations of drugs for years, should be compelling evidence to consider these arrangements being made more flexible and appropriate for care.
PBS co-payments and dispensing fees need to be the same and be consistently applied across the country – currently there are inconsistencies in how various dispensing sites choose to charge fees and administrative costs. The issues raised about the differing views of stakeholders regarding additional costs they believe they should be remunerated for and how they are to be considered as part of this review process lends weight to our submission that any outcomes of options pursued must not see any changes resulting in increased cost to patients.
Drug costs
The issues of high drug costs in the context of community pharmacy has been noted in several places in the discussion paper, and was also referred to in the context of the NSW study report
. Some of the issues connected to this have been that changes in prescribing can potentially result in stock not being used, leading to ordering and cash flow issues for rational pharmacy stock controls.
There have been discussions as to whether there is capacity of returning drug to supplier when drug usage changes with large patient orders, as well as whether there can be system features that ensure carrying supply and turn around time for reimbursement is formalised between suppliers and pharmacies involved in these arrangements. Clearly adequate stock levels in pharmacies, and their routine availability will be critical

Realistically – a small number of community pharmacies in particular areas would be the most likely to be relevant and appropriate for involvement in dispensing of S100 HIV medications. Examples of such community pharmacy sites would include those in defined geographical areas with HIV population density, and / or S100 GP sites with clear connections to community pharmacy operations that service this population already with other medications and services. It would appear that in these instances there would then be incentives to community operators that are financially and logistically feasible.
It is our view that community pharmacies should not all be obliged to dispense S100 drugs or indeed all of those S100 drugs, and there should be consideration given to notions of identified community pharmacy outlets that provide specific service and drug supply to communities of relevance and applicability to their location, size and geographical reach in the overall area of that pharmacy’s location. This also emphasises and values the “one stop shop” approach through a community pharmacy that can provide QUM supports and also mean simpler tracking of PBS expenditure and Safety net eligibility

Summary

Approximately 18,000 people in Australia are living with HIV and approximately 70% of this population are estimated to be treating HIV disease with a combination of HIV antiretroviral drugs – all listed on the Pharmaceutical Benefits Schedule and under the Section 100 program.

In the case of the HIV drugs listed on the PBS under S100 arrangements, the historical premise for their listing under the Highly Specialised Drugs program has become redundant. In the contemporary setting, HIV drug dispensing is understood as appropriate for the community pharmacy setting, and NAPWA believes that better options can be identified to support the dispensing of these medicines within these settings, without compromising clinical or operational considerations.

HIV clinical management and maintenance is one compelling example of how community management has been an absolute success for this disease response, and the implementation of the most fast changing paradigms of therapeutic drug combinations. The absence of national HIV community pharmacy arrangements from this picture is therefore all the more acutely felt as a consequence, and needs to be addressed.

Maintaining current S100 HSD prescribing accreditation and rigour for HIV practitioners - but enhancing patient access to medications through community pharmacy dispensing is ultimately the baseline from which options to be more widely discussed and explored should be considered.

The issuing of a number of repeats and a supporting mechanism for maximum quantity of drugs being able to be dispensed must be supported in the context of supply and dispensing arrangements for community pharmacy options.
We would hope that this review can go some way towards seeing the systemic barriers to community pharmacy options being removed. NAPWA believes that administrative and reporting requirements related to the Highly Specialised Drugs program and within the S100 arrangements are overdue for review, and removal of disincentives and barriers to appropriate community pharmacy operations for the support of chronic illness models of care is urgently required.
We look forward to considering the summary paper to be developed following this round of review submissions, and will be continuing to participate during the proposed consultation workshops over the next months.

Finally, as a national peak body in partnership with the Commonwealth Department of Health and Ageing, and particularly focussed on the Australian Government national health policies as they relate to prevention, chronic illness, PBS and the national medicines policy parameters, we will be supporting any developments which can allow the expansion of treatment and care options to people living with HIV and their overall health maintenance. 

We also believe that the synergies of primary health care and community pharmacy allow for exploration of new and innovative models of community based care and appropriate use of specialist and hospital based services.
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� Guidelines for the use of Antiretroviral Agents in HIV – Infected Adults and Adolescents; Nov 2008; Incorporating commentary to adapt the guidelines to the Australian setting. Available at ashm.org.au
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