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Submission from the Australasian Epidemiology Association

Review of the National Statement on Ethical Conduct in Research Involving Humans.

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 National Statement on Ethical Conduct in Research Involving Humans and has outlined some specific points that we believe require further review.  

Defining participants Page 4, 2nd paragraph:  the word ‘prospectively’ should be added to concurrently or retrospectively, so as to infer impact of research on future lives

Principles of Ethical Conduct - the new format of the guidelines, under headings of principles of ethical conduct, works well. 

Page 6  Re-order heading 1.1 so as to be in line with main text. 

Page 7  Justice in research

1.1.8a …. all relevant sectors of community

Databanks 

Page 18  What is the retrospective application of the Statement and, in particular, what is its application to data clearing houses such as the Australian Social Science Data Archive?

2.3.1b. The same set of data can be both de-identified and coded, depending on who holds it – the provider or recipient. In many places now the record linkage is done by an independent person/organisation who can re-identify data at any time, but who provide de-identified data to research groups. So to the recipient it is de-identified, but to the provider it is coded. This may be confusing to HRECs and needs clarification, especially if the results have to be fed back to the provider – see 2.34

Epidemiological research   Pages 20-21 

2.4.6   HREC should recognise that a researcher may not have any control over who ‘holds’ the code.

2.4.10  Consent … should ‘generally’ be obtained…can be interpreted as meaning that consent is always required and sounds very prescriptive. This would mean the end to research that has resulted in considerable public good. It is important to remember that some datasets used for record linkage may contain millions of records.  This sentence may be worded better by saying that consent…..should be obtained ‘where possible’….. and consideration given to the wording in the statement by Peto et al….  “Consent is not mandatory for access to medical or civil records for bona fide medical research that has no effect on the individuals concerned and has been approved by a competent ethics committee.” 

Peto J, Fletcher O, Gilham C  Data protection, informed consent, and research.  BMJ 2004; 328; 1029-1030.

The Statement should be able to provide some guidelines to ethics committees when they consider the application of the Privacy Act to the proposals before them. It does not do this at all. A weak point is 2.4.11, which is in essence the same as 2.4.9. In this paragraph, or in subparagraphs to it, the Statement has an opportunity to outline the importance of exceptions and the guidelines for making those exceptions.

We therefore support the following recommendations made by NHMRC to the Privacy Commissioner and strongly urge the NHMRC to ensure that these ethics guidelines also abide by these recommendations: 

· NHMRC should strive for a single, simplified, national health privacy regulatory regime, to replace rather than supplement existing regulation.

· The Commonwealth Privacy Act 1988 should be amended to combine IPPs and NPPs, remove the distinction between various types of medical research; provide a single set of Research Guidelines to allow collection of information without consent; strive for consistency; and the new section highlights the standards maintained by HRECs.

· That the Office of the Federal Privacy Commissioner, in collaboration with the NHMRC, sponsors further education of all stakeholders, especially regarding identifiability, disclosure and the fact that HREC approval is an acceptable ethical and legal basis for disclosure of health information without consent for the specific purpose of an approved research project. 

· That ‘impracticability of consent’ is clarified, either through legislation, regulation or a binding determination.

· That use, collection or disclosure of health information without consent for the purposes of quality assurance and related activities (including management, funding, monitoring, policy development, planning, evaluation and cost-benefit analysis) is recognised as being in the overall public interest and is permitted provided the activity is referred to an HREC for consideration and approval.

· That the Federal Privacy Commissioner requests an appropriate national body to sponsor the development of a National Standard for the Establishment and Management of Health Information Registries and Data Linkage which would address, amongst other issues, the collection and holding of health information without consent. 

· That the Federal Privacy Commissioner considers approving the resulting National Standard as a Code under the Commonwealth Privacy Act 1988.

· That in the interim period before such a National Standard is available, the activities of subject acquisition, the development of data registries and data linking are recognised, through a binding determination or legislative or regulatory change, as acceptable activities if conducted following the scrutiny and approval of an HREC.

· That the Office of the Federal Privacy Commissioner, in consultation with the NHMRC and other relevant bodies, undertakes awareness raising activities to educate the community on the existence and role of comprehensive health information registries and data linkage and their contribution to health and medical research.

2.4.12 – a new proposal for each use of coded data may be unrealistic and unnecessary at times. For instance – NSW Health obtains approval to link datasets for research to improve and monitor maternal and child health and well being. Under this approval, any Dept Health employee can use the data. External researchers may obtain HREC approval for specific projects but not for the linkage.

Genetic research Page 23

2.5.1 – It may not always be appropriate to provide information back to individuals. Therefore, rephrase in the following way: If information arising from the research is deemed to be relevant to the health of participants, it should be provided to the participants by health professionals with……….

2.5.5 – the meaning of this paragraph is unclear

Clinical research and clinical trials Page 30 

2.7.1(c)  - sample size issues relate to all research. In this day and age it is more appropriate to say that the sample size should be such that there is sufficient precision in the estimate of effect for the scientific purpose of the proposal.  

Multiple ethical review   Page 49– we strongly support this section of the draft guidelines because this has an important capacity to reduce the burden on researchers conducting research at multiple sites. The emphasis must be on institutions and institutional HRECs to streamline their procedures in these circumstances.

This submission is based on views held by some members of AEA, compiled by Jane Halliday, AEA President.
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