Review of the Medicare and Pharmaceutical Benefits Programs Privacy Guidelines (under Section 135AA National Health Act 1953)

Submission from the Australasian Epidemiology Association 
The Australasian Epidemiological Association (AEA) is the region’s peak professional association for people with an interest in epidemiology. The AEA’s objectives include:

1) developing and promoting the discipline of epidemiology and other related disciplines, particularly biostatistics, in Australia and New Zealand;

2) encouraging high quality training programs in epidemiology and biostatistics;

3) providing a forum for presentation and discussion of epidemiological and biostatistical research;

4) cooperating with other health-related professional organisations in the maintenance of high standards of public health practice, teaching and research in Australia and New Zealand; and

5) ensuring epidemiological and biostatistical research and perspectives are adequately funded and supported in efforts to improve health and strengthen health services in Australia and New Zealand.


Thus the AEA has a strong interest in the review of the Medicare and Pharmaceutical Benefits Programs Privacy Guidelines particularly regarding Guideline 4A which permits the disclosure of identified claims information for medical research.

This submission will particularly address the questions raised by the issues paper regarding the secondary uses of information and community attitudes to privacy
The AEA supports the existing guideline 4A which states that claims information may be used for research purposes if

(a) the HIC is satisfied that the individuals who are the subject of that information have given their free and informed consent to the use of that information in the research project; or

(b) the disclosure is made for the purposes of medical research to be conducted in accordance with the Medical Research Guidelines issues by the National Health and Medical Research Council under section 95 of the Privacy Act.
A practical issue has arisen for some researchers and one that is not directly addressed by the guidelines but which has implications for epidemiological follow-up studies is that a participant’s consent is only considered to be current for five years.  After that time participants have to be recontacted and asked to reconsent to the HIC providing the data.  AEA proposes that for long term follow-up studies consent is indefinite, with an opt-out process always available for those who change their mind. 
Furthermore the AEA encourages the expansion of the guidelines to explicitly allow research, in some cases without individual consent.  For instance, the guidelines issued under section 95 of the Privacy Act explicitly allow the use of data without individual informed consent.  They also provide points to be considered by an ethics committee in making this decision.  However, there appears to be a move to not give approval even when the conditions are met. This may be due to increasing concerns about litigation from ethics committees or misunderstanding of privacy legislation and therefore a misguided feeling that research that does not seek individual consent should not be approved. It may be useful to have the conditions under which research without individual consent may be considered (and approved) included in the guidelines rather than referring to another external set of guidelines. In the July 31, 2004 issue of the British Medical Journal, Ward HJT, et al outlined some of the difficulties of conducting certain types of research in the UK since the introduction of the Data Protection Act (1).  Population-based research addresses questions of interest to the community such as the effectiveness of a particular drug or treatment for a medical condition or rare adverse drug reactions.  If only individuals who can be contacted and give consent are included in studies such as these the subsequent findings may be biased.  For instance, some rare adverse outcomes of a drug or treatment may only occur a long time after the treatment.  Hospital based follow-up studies may miss these events.  Another example is a study to investigate the outcomes for a particular drug or treatment (and a study was not initiated at the time of the initial treatment and therefore consent was not sought). If the treatment resulted in a higher death rate, those individuals would not be able to be contacted in order to provide consent, the findings could then suggest an artificially positive outcome.
While the values of privacy and confidentiality are important there needs to be community education of the role of epidemiological research and particularly education that certain questions are only be able to be answered by research using population based data sources that may need to be assessed without individual consent. 
An excellent review article in The New England Journal of Medicine emphasises the need for access to recorded data if we are to have accurate information for many aspects of public health and socially important research. This study of patients at the Mayo Clinic in 1997 found that 96% of the 214,000 patients provided authorization forms to use their medical records information for research if needed (2). The idea of the possibility of ‘constructed consent’ arises from this finding whereby an ethics review board can determine that no reasonable person would object to the course being proposed. More recently, at a public meeting in 2002 in the UK, 93% of a mixed audience were in favour of there being no need for consent to access ‘medical records for non-commercial medical research that has no effect on the individuals being studied and has been approved by an accredited research ethics committee’ (3). 

Australian ethics review panels should feel confident that a decision to allow access to recorded data for epidemiological research without individual consent will not lead to breaches of individual confidentiality or privacy. There is no evidence out there to suggest such breaches. It is also important that the public is aware of this.
We urge the review to consider the specialised case for epidemiological research. Community and individual concerns about data protection need to be addressed in public forums, highlighting the benefits of research in monitoring the health of the population, identifying high risk groups, determining the effectiveness of treatment or prevention. 
The review may want to consider changes to the guidelines that explicitly allow linkage between the data sets for research purposes or for selection of patients with certain conditions or taking certain medications that could then be invited to participate in research studies.  Appropriate privacy protections could still be maintained if the points for consideration outlined in the Section 95 guidelines were referred to.
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