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Are we really using data in a better way?
RECOMMENDATIONS arising from the PHUM Forum: Are we really using data in a better way?
	
	There was broad support for the PHUM mission, summarised as  “better use of better data” to be maintained and developed so that Australia can contribute to the global knowledge of health outcomes through quality use of medicines developed through its comprehensive national databases 


	Recommendation 1
	That stakeholders support the ongoing implementation of the Medicines Australia and Consumers Health Forum initiative “Working Together: A Guide to Relationships between Health Consumer Organisations and Pharmaceutical Companies” in an endeavour to facilitate consumer understanding and involvement in data linkage requirements 



	Recommendation 2
	That case studies be developed to highlight the value of linking prescription data to determine health outcomes eg for specific disease states, through therapeutic categories of medications and individual medications, so that the better use of better data agenda for stakeholder groups can be communicated


	Recommendation 3
	That a series of stakeholder meetings should be convened to support and maintain this area in line with the requirements of the National Medicines Policy and ensure that stakeholders utilise the same evidence base by developing:

· the next stage in the strategic framework

· the framework for an evidence base

· the mechanisms to enhance the existing collaborative networks 



	Recommendation 4
	That a mapping exercise should be conducted to determine:

· available data sets

· outcomes from data linkage initiatives

· methodologies used to interrogate data sets

· experts in the field 

· collaborative networks

· workforce requirements

necessary to progress the better use of better data agenda



	Recommendation 5
	That a “data dictionary” needs to be developed to ensure the recording and standardisation of:

· definition of requirements

· conceptualisation of the requirements

· the methodologies to interrogate data

· data macros/templates for analysis of data sets for QUM indicators



	Recommendation 6
	That a repository  be developed to maintain the currency of the mapping exercise, the “data dictionary” and copies of relevant publications, reports and presentations



	Recommendation 7
	That strategies to strengthen the evidence base of surrogate outcomes be developed to ensure relevance to the clinical outcomes of medications 



	Recommendation 8
	That patient registries should be developed to facilitate transparent and standardised data collection to support post marketing surveillance and pharmacoepidemiological studies 



	Recommendation 9
	That relevant stakeholders such as DUSC should be given the opportunity to review these Recommendations arising from the work of PHUM and the PHUM Forum and support those recommendations relevant to their role



BACKGROUND

The Population Health and Use of Medicines (PHUM) Unit commenced operations in February 2004 at the Therapeutics Centre, St Vincent’s Hospital with the purpose of investigating the health outcomes related to the Australian community’s use of prescription medicines. PHUM’s establishment was assisted by an untied infrastructure grant from The Pharmaceutical Alliance (TPA). PHUM is a unit of the School of Public Health and Community Medicine at the University of New South Wales and public access is through the UNSW website.
PHUM’s mission is to:

· Make the best use of existing data sources to evaluate health outcomes from the use of medicines

· Advocate for the linkage of prescribing and health outcomes data

· Measure the population outcomes that arise from changes in community use of prescribed medicines

· Conduct policy relevant research on the use of medicines

· Disseminate the results of our work to Australian health policy makers in a timely manner

The principal objective for PHUM is to advance knowledge relating to the population outcomes associated with changes in medicines use in specific health priority areas such as mental health, cardiovascular disease, arthritis, cancer and diabetes.

Various databases are becoming available to evaluate trends in population health and patterns of community drug use in Australia, but concern about maintenance of personal privacy means linking related databases describing health outcomes and medical interventions is protracted and difficult.

In the absence of linked prescribing and health outcome data, statistically examining specific populations allows the production of a meaningful picture of the interface between medicines and health. The feasibility of this approach has been demonstrated by PHUM members and collaborating partners in recent research.

Better access to established Australian databases and simplified data analysis was anticipated after demonstrating possible benefits from analysing linked data related to the national health priority areas to Governments, legislative authorities and the wider population.

PHUM was endorsed by the Chairs of the National Medicines Policy who acknowledge the importance of appropriately and ethically undertaken database linking.

The Population Health & Drug Use Unit was established with the help of an unconditional grant from The Pharmaceutical Alliance (comprising Eli Lilly, GlaxoSmithKline and Merck Sharp & Dohme

OVERVIEW
The PHUM (Population Health and Use of Medicines Unit) completed its third and final year of The Pharmaceutical Alliance (TPA) establishment grant with the PHUM Annual Meeting and the Forum Are we really using data in a better way? convened in Sydney on the 12th July 2007 (Appendix 1 – AGENDA PHUM Annual Meeting and the Forum). 
Using this approach, we are able to review of the progress made by PHUM on its work towards “better use of better data”, reflect upon all that had been achieved, including what had been effective and the lessons learnt over the past three years. Participant discussion aided in the development of anticipated future needs, ways to improve data sets and future analysis, a forward focus for PHUM and recommendations for stakeholders on possible future activities to facilitate a forward focus. 

Speakers and participants included the PHUM Director - Associate Professor Andrea Mant, members of the PHUM Steering and Advisory Committees, the Chairs of the National Medicines Policy committees, representatives of The Pharmaceutical Alliance, and a broad range of researchers in the field. A full list of invitees is available (Appendix 2 – PHUM Annual Meeting and the Forum –Attendees & Apologies).
To determine individual participant and stakeholder needs, participants were asked at the commencement of the meeting to outline their objectives for addressing the issue of the “better use of better data”. Objectives outlined included:
	· To maintain the impetus

· To determine a strategic direction to facilitate progress and reduce fragmentation

· The use of national data to understand what is being achieved through the implementation of the National Medicines Policy, including health outcomes

· To determine best practice for collaborating for the development of outcomes 

· To develop and maintain a skilled workforce

· To improve access to and the quality of data sets to further develop the practical applications of data

· Have access to what has been achieved with data linkage, and what has been utilised?

· Determine issues with data and/or data linkage which can be looked at in the short and medium terms

· Ways to demonstrate the value of this work, particularly at the policy level as the need of the pharmaceutical industry in this area has increased over time?

· To learn, understand the key issues and to take the ideas back to DHAC

· How can we make data ‘cleaner, more useful and more efficient’ 

· Determine what data we wish we had and what are the impediments to access?

· Access to data in real time

· Progress policy-relevant research through the new Centre for Health Record Linkage, and determine how linkage may be facilitated by the Sax Institute

· Determine how the cohort from the “45 & up” study which will link PBS & MBS data can value add to the area


	· To gain a consolidated view of what has been achieved to determine how university projects could be better directed and what collaboration would be needed

· Have a ‘state of the union’ approach to work out where we can go from here to access data and work out the politics

· Use of data to measure interventions and to shape the policy landscape ie translational research
· Determine better interpretation and methodology to confirm data and/or identify possible mismatches

· Make data work to its full potential, keep momentum up, share information, and develop strategic approaches to data access

· Practical outcomes which support the credibility of data and the benefits of linked data credible

· Share ways of “making up the rules’ for data analysis

· Link data sets to look at broader health outcomes

· Determine how to inform stakeholders of the need for future progress 

· Shift focus from limitations to what is available on patterns of drug use and what can be done

· Demonstrate the value of the data in the translation of outcomes to relevant information

· How to use the information available, and determine new ways of gathering data

· Demonstrate evidence of results of interventions and the need decent data, linkage, and ways to move forward, especially with government

· Address comorbidities in the translation of policy into practice

· Build and maintain sustainable networks to address limited critical mass.




The themes for consideration at the Forum were indicated in the letter of invitation and accompanying agenda. A summary of the content and issues arising on these themes follows.
What have we achieved?
Associate Professor Andrea Mant
(Appendix 3 - What have we achieved?)

In 2004 PHUM embarked on a mission to strengthen the evidence base between the use of medicines and health outcomes, a mission dedicated to the needs of clinicians and policy makers. This translated into a concerted effort to put record linkage between health and prescription datasets on a firmer footing in Australia. 
To advance the knowledge base on population health outcomes associated with changes in medicines use in specific health priority areas it was necessary to review the progress of record linkage initiatives and the methodologies and techniques used. The architecture of large computerised databases proved to be complex and difficult to use effectively, with the DVA (Department of Veterans’ Affairs) database the best national database to address queries on past and present data to determine trends in prescribing and health outcomes. Basic queries reliant on age and gender information could not be easily determined from other national databases. Linkage between MBS and PBS is necessary for basic information on age and gender breakdown of prescription use and therefore permission is required on each occasion for an external user. Moreover the quality of the linked age data held by Medicare Australia had to be improved before DUSC was happy to release it to PHUM or indeed to make good use of it for DUSC meetings. The data quality has now been improved but the privacy issue remains (see also the presentation by Maxine Robinson). 
Over the three years of PHUM activity it was acknowledged that expectations for data have increased but well exceed the practicalities of accessing relevant data because of the privacy issues associated at each step or actual availability of data such as the under copayment data. We do not know if Australians enjoy better health outcomes as a result of their access to medication, and an early challenge for PHUM was to try to determine the attributions of statin use in the change in cardiovascular disease mortality in Australia. This was not possible. However we were able to show the continuing value of drug utilisation studies using the DUSC database of private, copayment and under-copayment prescriptions to show long term trends and international comparisons. We were able to confirm that Australia has markedly higher use of statins than OECD countries and also demonstrate the marked increase in statin use in Australia between 1990 and 2004 (Mant et al 2006). However, to explore fully the distribution of statin use and associated cardiovascular outcomes we need person-level linked data, thus helping to determine if we are treating the correct patients and if the patients are persisting with their medication. 
Encouragingly, the Australian Institute of Health and Welfare (AIHW) has developed its data analysis and reporting capabilities over time to include the use of linked PBS and MBS data.  Their recent report, Medicines for cardiovascular health: are they used appropriately? not only summarised prescription rates by age, gender and location but evaluated persistence of medication use over time. For example about 80% of individuals were persistent with their statin use at six months however this had dropped to 65% at two years (AIHW 2007a). This is an important step for the national use of linked health records to support analysis of quality use of medicines and enhance patient safety. 
To determine how best to proceed in the demonstration of health outcomes, the National Prescribing Service contracted Professor Wayne Hall at University of Queensland, through his association with PHUM, to review the methods that can be used to assess the impact of medicine use on population health outcomes. The importance of individual linked data for patients to demonstrate a relationship between medicine use and health improvements was supported (Hall & Lucke 2005). 
Over time the National Medicines Policy and the Strategy for Quality Use of Medicines have developed across a broad range of activities, however these developments have not been paralleled with developments in the components to support data linkage initiatives. In part, the lack of a common objective by the relevant stakeholder groups has hindered development. Importantly, consumer organisations and their membership need a better understanding of the value of linked data sets to determine the population outcomes from medication use.
PHUM activities have demonstrated the importance of partnerships including clinicians and the pharmaceutical industry and the impact this collaboration has in facilitating the queries and methodological approaches for the data analysis, as well as interpretation of the outcomes. The range of professional backgrounds and levels of expertise in the PHUM Steering Committee and Advisory Committee (Appendix 2 – PHUM Annual Meeting and the Forum –Attendees & Apologies) have well supported the breadth and depth of activities. 
PHUM has also demonstrated that the appropriate analysis of appropriate data collections can deliver information from existing data to identify issues that arise from changes in community use of prescribed medicines (Pearson S et al 2007).
PHUM has developed to international peer review standard methods to measure concomitant use as a way of quantifying exposure to potential risk of an adverse outcome in two therapeutics areas (see presentations by Robyn Ward and Sallie Anne Pearson). Concomitant use is of increasing relevance in assessing the balance of benefits and harms in the context of comorbidity and attendant coprescribing.  
However, at the very least to continue to support such initiatives, Commonwealth data sets must have greater ease and speed of access, be able to provide data quality to enable analysis requiring age and gender, and be able to link with other data sets to determine the impact of dose and/strength of medications.
Post-approval data collection: Herceptin
Professor Robyn Ward
(Appendix 4 - Post-approval data collection. Herceptin for metastatic breast cancer)
Analysis of the post-approval data for woman registered with Medicare Australia (and previously HIC) as eligible for Herceptin demonstrates the importance of data linkage in determining the outcomes, both positive and negative, of access to individual medications. 
Herceptin is an anti-cancer agent that was registered by the Therapeutic Goods Administration in 2000 for use in advanced metastatic breast cancer. Herceptin had been considered several times by the PBAC but had not been recommended for PBS listing due to the limited availability of data to support the cost effectiveness of the medication. However from December 2001 Herceptin was subsidised by the Australian Government in a separate ‘Herceptin Program’ and administered through HIC (now Medicare Australia) and not the PBS. The 2001 program was initiated on the limited evidence in a single clinical trial of 94 patients managed for 3 months with Herceptin.

Under this program, subsidised Herceptin was available free to registered patients with HER2-positive (human epidermal growth factor receptor 2) metastatic breast cancer either:

· in combination with taxanes for patients who have not received chemotherapy for metastatic disease; or

· as monotherapy for the treatment of those patients who have received one or more chemotherapy regimen(s) for metastatic disease.

Patients were also required to have:

· immunohistological (IHC) evidence of HER2 protein at the 3+ level; or

· IHC evidence of HER2 protein at the 2+ level, subsequently confirmed as exhibiting HER2 gene amplification by fluorescence in situ hybridisation (FISH); or

· exhibit HER2 amplification by FISH.

Analysis of registry data and the PBS and MBS databases was initially assumed to be a relatively easy undertaking, however access to the relevant data sets and the time to have data at a quality suitable for analysis took more than 5 years after initiation of the Herceptin Program. Access to Herceptin was achieved for 1469 patients registered as eligible between December 2001 and March 2005, however analysis demonstrated a range of inappropriate prescribing behaviours in this patient group. Off label prescribing for patients on treatment regimes with Herceptin ranged from 12.5% through to 100%. 
Actual useage of Herceptin in clinical practice
	 
	Number of patients

	% off label

	Monotherapy
	433
	-

	With taxanes
	761
	12.3%

	With taxanes plus other chemotherapy
	192
	75%

	With other chemotherapy
	83
	100%


33 patients received concomitant anthracyclines

The duration of Herceptin use was also determined to be longer than that used in the published trials, however it was not possible to determine if Herceptin use was stopped, or other medications were just added into the treatment regimen.

Duration of use was also estimated and demonstrated
	 
	Clinical trials
(months)
	Actual use

(months, range)
Based on follow-up period of trial

	Monotherapy
	3.1
	4.9 (1.0 – 40.2)

	Concomitant chemotherapy
	6.9
	11.6 (1.0 – 41.3)


In patients with heart disease Herceptin has been associated with increased risk of cardiac dysfunction including heart failure. Monitoring of cardiac status before commencing Herceptin and regular monitoring during treatment is recommended. Analysis demonstrated that only 11% of patients had cardiac monitoring before commencing treatment, 26% of patients were monitored during treatment and only about 3% of patients were monitored in line with the recommendation of before and during treatment with Herceptin.

Analysis was also able to estimate the amount of wastage of the medication because of the variability in the administration of Herceptin in comparison to trial data and the vial size available. Wastage over 40 months of the program was estimated to be in the vicinity of $21.1M, almost 24% of the cost of the total amount of Herceptin dispensed.

Those experienced in the issues know the value of this type of analysis linking multiple data sets to demonstrate patient outcomes, appropriate prescribing, cost-effectiveness of treatment and the implementation of future subsidised schemes for new drugs. However, the value may well be overlooked by others. This was reinforced by the reviewer comments received following the submission to an oncology journal of a manuscript presenting the study outcomes. The reviewers challenged the methods which had given the results showing inappropriate prescribing behaviour in this program. They asserted the results must be due to problems with the study design and methodology and not due to the expertise of the physicians. In this case the objections were overcome in response to reviewers and the article was accepted. However, there appears to be a problem with the inability of reviewers to understand the strengths of the methodological approaches with a range of data sets and linked databases and more generally with clinician acceptance of the findings from such studies.
Cohort follow-up studies
Dr Sallie-Anne Pearson
(Appendix 5 - Cohort studies)
The power of secondary data is not only its availability, in that the data are collected routinely for administrative purposes, but also in the questions developed to interrogate the data sets and to develop the relevant linkages both between and within databases. The importance of collaborative partnerships in facilitating the queries and methodological approaches for the data analysis, as well as interpretation of the outcomes has already been addressed. The use of multiple measures to facilitate the analysis is important. 
The Department of Veterans’ Affairs (DVA) database is unique in Australia in that it can, subject to ethical approval, provide comprehensive person level data in encrypted form. The most comprehensive cohort selection to study using the DVA database is that of Gold Card Holders (GCHs), veterans, war widows, widowers and dependants holding full treatment entitlement and enrolled continuously for the duration of the study period or until death. Data are available for all prescribed medicines dispensed to GCHs under the Repatriation and Pharmaceutical Benefits Schemes (RPBS and PBS). Multiple measures for medication and/or service use can be developed and considered for DVA clients. For example, medication use can be reviewed using:
· volume dispensed – prescription number, medication strengths, age standardised rates of supply (prescriptions, DDDs)

· average (median) prescription supply

· average daily quality – ‘continuous use’.

Concomitant use of medications which may produce adverse effects if taken in combination can also be examined using a range of assumptions on co-prescribing or co-dispensing including:

· overlap in the dates of supply

· the number of days of supply
for medications either alone or in combination. The potential risk of serotonin toxicity in an elderly population (DVA Gold Card Holders) through possible concomitant use of medications indicated to influence serotonin concentrations was examined using the DVA database. Medication combinations implicated in serotonin toxicity and relevant to clinical practice were identified from the literature including tramadol, SSRIs and a range of other antidepressants. The model developed to determine potential concomitant use of combinations of medicines of interest, was based on a range of assumptions: medicines were started on the day of supply; and all medicines were consumed at a rate of 1 DDD per day or 1 tablet per day (if tablet strength is greater than 1 DDD).  Two possible scenarios were also tested in the model: medicines were either taken in parallel eg if two packs of the same medicine were dispensed on the same day, we assumed the medicine was consumed at twice the rate, or the medicines were consumed in sequence (i.e. one pack of the same drug did not commence until the previous pack was estimated to have been consumed).  The most common combination used concomitantly was tramadol and a SSRI (5,914 of the 22,246 Gold Card Holders cohort members identified with at least one episode of potential concomitant use of any medicine combination over the four year period).
Review of the concomitant use of chemotherapy with Herceptin has also been addressed as described earlier. Assumptions used in the analysis model included:
· duration of Herceptin therapy

· first dispensing date to last dispensing date plus 30 days

· a gap of >90 days between dispensing records was assumed to be a new course of Herceptin
· concomitant chemotherapy (from PBS data)

· at least two dispensing records more than 7 days apart.
Lessons for progress with cohort studies and linked data include:

· the need for a multidisciplinary approach

· the use of high level analytical approaches
· the use of multiple measures, and

· the need for perseverance.
Linking demographics to use: Antipsychotics
Ms Maxine Robinson 
(Appendix 6 - Linking demographics to use)
The Drug Utilisation Sub-Committee (DUSC) as a subcommittee of the PBAC monitors patterns and trends of drug use to identify issues which may arise following listing onto the PBS, to investigate issues of drug use including the financial forecasts for individual medications or therapeutic categories, and to disseminate outcomes. DUSC activities have to assume that data on dispensing is recorded as intended, or undertake campaigns to ensure improved data quality, for example the recording of patient date of birth was not known for about 9% of prescriptions recorded, however this figure has been reduced to only 1.0 to 1.5% of prescriptions.
Trends in antipsychotic medication prescribing by age and gender have been analysed to determine the appropriateness of prescribing in line with the broad range of indications for the atypical antipsychotic medications listed on the PBS:

· behavioural disturbances in dementia (risperidone subsidised, but most used)

· bipolar I disorder (olanzapine, risperidone)

· schizophrenia (ziprasidone, olanzapine, quetiapine, amisulpride, aripiprazole, risperidone)

· behavioural disturbances in autism in people less than 18 years of age (risperidone).
Analysis by age and gender indicated that the atypical antipsychotics were being prescribed outside of the indication for schizophrenia. DUSC has provided the data for more detailed analysis including use of different strengths to Professor Wayne Hall at the University of Queensland. 
A similar approach with data on medications used for the management of asthma indicated an inappropriate increase of specific therapeutic categories in older patients suggestive of inappropriate prescribing in chronic obstructive airways disease. 
Results from studies such as these on atypical antipsychotics and respiratory medications can provide advice back to the PBAC on the validity of PBS expenditure, as well as valuable insight into the development of targeted education for prescribers and patients.
Medicines use – what next for the PBS?
Professor Lloyd Sansom
(Appendix 7 - Medicines use – what’s next for the PBS)

The sustainability of the PBS in line with the Australian Government’s long-term fiscal sustainability is a major issue for medicines use in the future. The ageing of the population with fewer people of traditional working age is projected to slow economic growth, with real Gross Domestic Product (GDP) per person rising more slowly than in the past 40 years. While an ageing population is projected to contribute to an increase in spending over the next 40 years, roughly two-thirds of the projected increase in real spending per person is driven by factors other than ageing. This is most notable for health spending, where a significant component of the projected increase is driven by non-demographic factors such as the development of new drugs. 
Projections of Australian Government spending by category
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Source: Intergenerational Report 2007
Spending on pharmaceutical benefits is projected to grow faster than Australian Government spending on hospitals, medical benefits and other areas, with the increasing use of high cost therapies and the greater number of targeted therapies and molecular targeting screening techniques being major cost drivers.
Data collection remains a major issue for the PBS and its ability to deliver in line with the goal of the National Medicines Policy “To meet medication and related services needs, so that optimal health outcomes and economic objectives are achieved” highlights an increasing importance on addressing issues such as:

· the concept of relevant data
· who collects what data for what purpose?

· access to data

· the decision making context of the data collection

· the importance of linked data to inform the ‘value for money’ criteria

· data for registration vs data for listing
· the use of surrogate outcomes and extrapolation to clinical relevance

· how to manage uncertainty in the modelling which underpins listing decisions

· does best practice equate to the cost effective of medication use?

· the development of treatment algorithms to address cost effectiveness

· identifying appropriate and/or inappropriate use of medications by prescribers and/or consumers.
Consideration must also be given to new and novel methodologies being implemented internationally which impact on data collection such as the Coverage with evidence development (COED or CED) policy of Medicare US, a policy designed to subsidise therapeutic devices, surgical techniques and medications in the absence of adequate evidence of outcomes but with requirements for protocol-specified prospective data collection. In essence, such a policy may  facilitate decision making to be made on ‘anticipating outcomes’ as a medical intervention may not conclusively demonstrate an improvement in health outcomes, but the existing information suggests the intervention may provide an important benefit so government subsidisation will be granted with a requirement for data collection under the premise that the collection of data for evidence development helps ensure that the care provided to individual patients will improve net health outcomes. To date, limited guidance has been given as to who should be collecting the data, what data should be collected and for what purpose the data should be collected.
Advantages to stakeholders arising from the Coverage with evidence development policy include:
· Decision makers

Allows patient demand to be met through managed entry of promising technologies with significant uncertainties. Influence over evidence generation to ensure it meets decision-makers’ needs.

· Healthcare providers

Access to promising technologies earlier in their life-cycle. Increases treatment options available to patients

· Manufacturers

Adoption (initially limited, but with potential to expand) of technologies with equivocal evidence which otherwise might be rejected

· Patients

Access to promising technologies which may otherwise not be available.

While potential disadvantages may include:
· Decision makers

Potential for investing in technologies that prove not to be cost-effective. Extra burden of monitoring and review in the light of further evidence (and possible costs of data collection if not fully borne by manufacturer). Difficulty in withdrawing technologies that prove not to be cost-effective.

· Healthcare providers

Risks involved in using technologies that are not fully evaluated or recommended by guidance. May increase exposure to litigation

· Manufacturers

Delays to market access for effective technologies. Additional burden of data collection/analysis. Restrictions on pricing decisions

· Patients

Access to technologies which may prove to be ineffective or unsafe.

While COED is not necessarily the answer for Australia, data on outcomes to be collected following registration and subsidy decisions is increasingly necessary to ensure cost-effective use and patient safety.  Who will do this and who will pay is not clear. The PBS need for ‘more and better use of the data’ will not go away.
What can we progress now?

Professor Philip Mitchell 

(Appendix 8 - What can we progress now?: Focus on mental health prescribing)

Mental health disorders accounted for 13.3% of the total burden of disease in Australia in 2003, with anxiety and depression, alcohol abuse and personality disorders accounting for almost three-quarters of this burden. Gender differences were noted for specific disorders, for example anxiety and depression was twice as high for females as for males (AIHW 2007b). An earlier study in 2001 using data linkage through the WA record linkage system determined the overall health of people with mental health disorders. Higher rates of physical illness related to smoking, alcohol and drug abuse, obesity and poor diet were demonstrated, as was the overall death rate of those with mental health disorders being 2.5 times higher than that for the general population of WA (Coghlan et al 2001). 
Recent information available on prescriptions for mental health-related medications subsidised by the Australian Government through the PBS and the RPBS reported that 11.3% of the total number of prescriptions provided by medical practitioners were for mental health-related medications, with 87.2% of these prescribed by GPs. Comparing prescribing between 2000/01 and 2005/06 demonstrated that the number of antipsychotics and antidepressants prescribed increased on average by 6.8% and 4.6% per year respectively, while prescriptions for hypnotics and sedatives as well as anxiolytics decreased on average by 4.7% and 0.9% per year, respectively (AIHW 2007c).
Studies in Australia and overseas have demonstrated an inverse association between trends in antidepressant prescribing and suicide rates. An Australian study demonstrated that in Australia over 1991-2000 this association was most apparent in the older age groups, in which rates of suicide decreased substantially in association with exposure to antidepressants (Hall et al 2003).
Thus, the overall public health benefit or decrement of prescribing for mental health disorders may have a large influence on changing health-related outcomes if prescribing patterns are changed, and in turn influencing not only access to, but the utilisation of a range of health services and resources.
Future data linkage work proposed is to be focused on the prescribing patterns for bipolar disorder and depression to enable better use of data to support service planning for the management of bipolar and depressive disorders. This work would include the establishment of a partnership between UNSW/Black Dog Institute, NSW Health/Sax Institute and PHUM.
What can we progress now? How have the demands changed?
Associate Professor Libby Roughead  
The National Medicines Policy (NMP) remains as it was originally accepted by the Australian Government in 2000 ie: “The National Medicines Policy aims to improve positive health outcomes for all Australians through their access to and wise use of medicines”. Thus, the issues remain the same, however little progress has been made in attempting to address the data requirements to monitor and measure the implementation of the NMP. The challenges may change however as ongoing development of more sophisticated initiatives also require to be monitored and impact measured.
The DVA database remains important in demonstrating trend data in the prescribing of medications, for example the increasing use of medications affecting the angiotensin–renin system, lipid-lowering medicines and antiplatelets in the Australian veteran population is in line with recommended practice (Roughead et al 2007). A broad range of influences on prescribing can be addressed including: age, gender, co-prescribing, switching of medications, duration of exposure, adherence to medication and treatment guidelines. There are however challenges in developing the questions and the measures for interrogation of the data. Additional challenges include the development of new measures such as scores for comorbidity or propensity scores in efforts to address confounding issues with the data.
The demands have not changed but our ability to meet them has improved.  While linkage of prescription and health datasets remains difficult to do and interpret, we can do a great deal to support the National Medicines Policy without the health data. We could now apply what we have learned through working with the DVA data. Routine runs in agreed therapeutic areas could generate a set of standard indicators which are internationally accepted and could provide a strong knowledge base for quality use of medicines for clinicians and consumers. 
Challenges for the future - Open discussion
· Potential of IT 
Utilisation of the developments in IT and e-health projects could support the development and security of unique patient identifiers, as well as the development, security and access to data from e-health records and to enhance access to individual linked health data

The architecture for the IT systems to support a national data set could be structured to provide an environment for genuinely timely access to structured and integrated data. Concerns were raised regarding the processes supporting the collection of health data from DVA clients. IT allows for electronic collection and transmission of data at the point of care, however due to the legislative requirements, information is stored and unavailable for use for 17 days. Access to individual client data linked into the client record in real time, or within a 24hour time period would enable review of prescription data to support the appropriateness of prescribing.
· The role of consumer groups in relation to privacy issues & The need to communicate methodology and outcomes 
Developing case studies and scenarios of information generated through the linkage of databases could raise awareness of consumers, consumer organisations and other stakeholders of the need, value, funding requirements and impact for the development of information. The identification of additional stakeholders in the field should facilitate an understanding of the expertise already developed and available and help to ensure similar priorities in alignment with the NMP, outcomes and time frames

· Enhanced access to a broader range of data sets public vs private vs consumer data (eg patient support groups, care plans) and the possibility of data linkage 

Access to a broader range of data sets would facilitate the development of the implementation of the NMP, facilitate monitoring and measurement of the NMP including access to under copayment data, aid the pharmaceutical industry to meet increased QUM requirements for PBAC submissions and to drive new research questions and interpretation of the information.
Patterns of care and resource utilisation can be determined by disease state or national health priority areas utilising the MBS database. Inception cohorts can be followed longitudinally to determine resource utilisation and treatment costs; identification of service access and need as well as intervention patterns.
· A research infrastructure for a national data linkage system 
A national research infrastructure with access to the methodology in determining the measures for the interrogation of data sets should facilitate standardisation of the measures developed using collaborative approaches with clinicians, experts, technicians and consumers to develop the relevant issues, as well as reduce the issues of the limited availability of an experienced workforce.
The development of macros or templates for analysis of prescription data with availability in the public domain would enable a standardisation of measures across a range of databases as well as reduce the workforce issues required for this relatively specialised field of research.
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Population Health & Use of Medicines Unit

QUM
Quality use of medicine

RPBS
Repatriation Pharmaceutical Benefits Scheme

SSRI
Serotonin selective reuptake inhibitor
TPA
The Pharmaceutical Alliance

UNSW 
University of New South Wales
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Appendix 1 - AGENDA PHUM Annual Meeting and the Forum


PHUM Annual Meeting and Forum Agenda

12 July 2007 – Medina on Crown Hotel, Sydney

Are we really using data in a better way? 



Morning Sessions: Better use of existing data

10.00am
Introduction and objectives for the day

Facilitator: Prof Deborah Saltman

10.15am
What have we achieved?

Discussion Leader and Key Presenter: A/Prof Andrea Mant

Matching PHUM objectives with the outcomes

What have we learned about data gathering and use?

What have we contributed to this body of knowledge?

What are the greatest challenges that lie ahead in the better use of data?



What have we learned that can assist others working in this field?

10.45am
Research partnerships with PHUM



Post-approval data collection: Herceptin – Prof Robyn Ward 



Cohort follow-up studies – Dr Sallie-Anne Pearson


Linking demographics to use: Anti-psychotics – Ms Maxine Robinson

11.15am
Morning tea

11.30am
Medicines use – what next for the PBS? – Prof Lloyd Sansom
12.15pm
Group discussion

12.30pm
Lunch

1.15pm

Objectives for the afternoon – Prof Deborah Saltman
1.25pm

What can we progress now?

Discussion Leader: Dr Roger Boyd



How have the demands of this area changed?

What are the requirements in this changing environment?



How can we meet these requirements?



What avenues are there for additional funding?



Panel discussion & group think-tank

Prof Philip Mitchell & A/Prof Libby Roughead

3.00pm

Better data: quality or quantity?
Discussion Leader: A/Prof Andrea Mant



Group discussion

3.45pm

Summary and Next Steps - Facilitator: Prof Deborah Saltman

Appendix 2 - PHUM Annual Meeting and the Forum

Attendees & Apologies

	PHUM Steering Committee


Attendance

A/Prof Andrea Mant - Director
Prof Ric Day - PHARM
Dr Sallie-Ann Pearson - UNSW
	
Apologies

Prof Rob Carter  - Deakin University
Prof Wayne Hall – UQ
A/Prof Chris Kelman - ANU
Prof Richard Mattick - NDRAC
Prof Simon Stewart – UQ & Baker Heart Research 

Institute


	PHUM Advisory Committee


Attendance

Dr John Aloizos - APAC
Dr Stephen Phillips 

Dr John Primrose - Commonwealth Department of 
Health & Ageing
Prof Lloyd Sansom - PBAC
Ms Helen Leonard; Ms Sarah Stuckey – 

The Pharmaceutical Alliance 

Dr Sue Whicker 


	
Apologies

Mrs Janet MacDonald - consumer rep to DUSC 



	PHUM Forum participants


Attendance

Dr Roger Boyd - NPS
Prof Jo-anne Brien – University of Sydney
Ms Colleen Brooks - NEHTA
Prof Terry Campbell – PBAC
Dr Neil Donnelly - NPS
Dr Mary Haines – Sax Institute
Ms Fiona Horn - NPS
Mr Harold Lomas – Commonwealth Department of 
Health & Ageing
Ms Judith Mackson – NPS
Prof Phillip Mitchell – UNSW & Black Dog Institute
Dr Robert Peck – DVA
Ms Maxine Robinson - Commonwealth Department 
of Health & Ageing
A/Prof Libby Roughead – UniSA
Ms Debra Rowett – DATIS
Dr Geoffrey Sayer – dataworkshop
Ms Jacqualine Vajda – NPS
Prof Robyn Ward – UNSW
Dr Sonia Wutzke – Sax Institute

	
Apologies

Dr John Bass – Curtin
Ms Liliana Bulfane 

Mr David Grainger - The Pharmaceutical Alliance
Prof D’Arcy Holman – UWA
Dr Rosemary Huxtable - Commonwealth Department 
of Health & Ageing
Dr Graeme Killer – DVA
Prof John Marley

Mr Mitch Messer – consumer rep to PBAC
Dr Lynn Weekes - NPS

	EdAct
Prof Deborah Saltman

Ms Natalie O’Dea

	


University of New South Wales
A Mant MA MD FRACGP

R O Day AM MD FRACP


R P Mattick BSc MClinPsyc PhD


University of Queensland
W D Hall BSc (Hons) PhD 

University of Queensland &
S Stewart BA BNurse PhD


Baker Heart Research Institute

Deakin University
R Carter BEcon MA PhD

Australian National University 
C Kelman MB BS PhD FAFPHM
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