National Ethics Advisory Committee (NEAC) meeting minutes
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Polly Atatoa-Carr, NEAC Secretariat
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Gabrielle McDonald, NEAC Secretariat
Vanessa Roberts, NEAC Secretariat

David Galler, Principal Adviser to the Minister of Health and Intensivist at Middlemore Hospital (for part of item 8)

1. Welcome and introductions
The Chair welcomed members to the meeting and outlined the agenda.  

The Chair thanked Polly Atatoa-Carr and Gabrielle McDonald for their work for the NEAC Secretariat and noted the valuable contributions they have made to NEAC projects over the past year.  

2. Minutes of the November 2008 NEAC meeting

The minutes of the 11 November 2008 NEAC meeting were confirmed as an accurate record of the meeting.

3. Matters arising from the minutes

A request was made for the notes taken during the ‘Preliminary discussion of future NEAC work’ session to be made available to members.  It was agreed that these be included in the meeting papers for the next meeting.

4. Reports

The Chair gave an update on Committee matters, with a focus on sector relationships.  Andrew Moore, Geoff Fougere and Barbara Burt met with Deborah Roche, Deputy Director General, Health and Disability Systems Strategy Directorate, on 12 February 2009 to share information and insights on areas of common interest and discuss policy directions that may influence NEAC work.

The Chair, Geoff Fougere, Robert Logan and Barbara Burt met with the Minister of Health on 25 February 2009.  The purpose of the meeting was to introduce NEAC and discuss NEAC’s work programme.  

The Committee received an update on the work of the Health Research Council.

Members reported on the ‘Ninth Global Forum on Bioethics in Research’ hosted by the Health Research Council in December 2008.  The theme of the Forum was the ethics of research involving indigenous peoples and vulnerable populations, which is relevant to NEAC’s Māori Research Ethics work and interest in disability issues.

5. In Committee

The Committee had a brief ‘In Committee’ session.

6. Intervention Studies Guidelines

The Intervention Studies working group provided an update on the Intervention Studies project.  Particular acknowledgement was made of previous NEAC member Charlotte Paul’s contribution to the development of the Guidelines.

It was noted that a lot of positive and constructive comments have been received through public consultation and peer review processes.  The Guidelines have been commended for:

· bringing together all relevant guidance in one document

· using accessible language

· encouraging investigators to think about ethics throughout the whole process of conducting a study

· taking an open, common-sense approach, so that issues can be addressed on a case-by-case basis.

‘Hot spots’ identified during public consultation, and peer review, were noted as:

· tensions between consumer groups and researchers

· legal issues in ‘non-consensual studies’

· compensation, which is limited by current legislation

· the Guidelines’ applicability to all intervention studies.

The public consultation process also found that important study concepts such as ‘equipoise’ and ‘best intervention standard’ were often not well understood.  The Guidelines aim to raise awareness in these areas.

The Guidelines also address issues of interest to previous Ministers of Health: post-study access to interventions (Hon Annette King) and compensation for injury (Hon Pete Hodgson).

The Committee discussed the implications of implementing the Guidelines.  The Ministry may need to consider consequent revision of the Operational Standard for Ethics Committees (Ministry of Health 2006).

Agreed

· That, subject to amendments in the sections noted below, the Guidelines are approved:  

5.6
Study design

5.39
Registering trials

6.33
Inducements for participants

6.60
Stopping a study

· That a Committee Report be written (attaching the Guidelines) to seek the Minister’s approval for NEAC to publish the finalised Guidelines.
7. Māori Research Ethics

The Committee received an update on the Māori Research Ethics project.  Work continues in the parallel work streams to develop a framework document for Māori research ethics (Pū Tai Ora-led) and a resource document (NEAC-led).  

Māori research ethics framework

· Significant progress has been made on the development of a draft Māori research ethics framework by the Pū Tai Ora group (Māori members of health and disability ethics committees).  The Committee discussed this draft work.

The Committee noted that this draft work will be presented at the Health Research Council’s Hui Whakapiripiri on 26 March 2009.

Resource document
Significant work has also been carried out on the NEAC-led Māori research ethics resource document in 2008 and early 2009.  The resource document outlines existing elements of Māori research ethics and potential areas for further development.  It is intended as a resource for the project partners to support future work, and has been used by the writing group to support the development of a draft framework for Māori research ethics.
Agreed:
· That feedback on the draft Māori research ethics framework be provided to the Pū Tai Ora writing group and partner organisations

· That the resource document be further developed before consideration by the full Committee.

8. End-of-life decision-making project

The Committee explored the scope and focus of a potential NEAC project on end-of-life decision-making.  

The Committee heard from David Galler, Middlemore Hospital intensivist and principal adviser to the Minister of Health, to assist its thinking in this area.  David covered a range of issues, including: how we deliver health care; developing an understanding of who people are and what they want; the appropriateness of interventions; the importance of having conversations with patients and families; the importance and impact of using appropriate language; the importance of trust and honesty; and the Australian ‘Respecting Patient Choices’ programme.

The Committee discussed the themes emerging from David’s presentation. It also discussed the issues further, identifying examples where end-of-life decision making had worked well or not so well; areas/questions that could be usefully explored by NEAC; project risks and benefits.

Agreed:

· The Secretariat is to further develop the discussion from the meeting and the scope and focus of the project is to be discussed at the next meeting.

9. Appeals process for ethical review

The Committee discussed and commented on the Health Research Council’s consultation document ‘New Appeals Process for Ethical Review’.  

Agreed:

· That NEAC make a submission on the HRC’s consultation document.

10. Correspondence

The Committee noted the correspondence sent and received since the November 2008 meeting.  

11. Next NEAC meeting

The next NEAC meeting was proposed for Tuesday 12 May 2009.

Minutes confirmed as a true and accurate record.

Chair………………………………………………….

Date…………………………………………………...
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