National Advisory Committee on Health and Disability Support Services Ethics (NEAC)

Confirmed minutes of the Meeting held on 11 May 2004 at the Westpac Trust Stadium, Wellington

Present:

Michael Ardagh 

Anne Bray 

Philippa Cunningham 

Allison Kirkman (Deputy Chair) 

Andrew Moore (Chair) 

Martin Sullivan

In attendance:

Barbara Burt, NEAC Secretariat

Elizabeth Fenton, NEAC Secretariat

Apologies:

Dale Bramley

Fiona Cram

Charlotte Paul

Mele Tuilotolava

Tabled papers:

"Review of the Current Processes for Ethical Review of Health and Disability Research in New Zealand - Report to the Minister of Health" Media Release from the Office of the Minister of Health Review of the Current Processes for Ethical Review of Health and Disability Research in New Zealand - Questions and Answers Proposed timeline for implementation Information on Appeals Process Draft Terms of Reference - XX Regional Ethics Committee Draft Terms of Reference - Multi-Centre Ethics Committee

Agenda Item 1: Welcome and Introductions

Andrew Moore welcomed members to the meeting and then passed the chairing of the meeting over to the Deputy Chair, Allison Kirkman. The agenda for the meeting was introduced.

Agenda Item 2: NEAC Report to the Minister of Health

1. Updates
The Chair updated members on work relating to NEAC's Report to the Minister of Health that has been carried out since the March NEAC meeting. The Chair and secretariat have been working with the Ministry of Health to contribute to the process of announcing the Minister's decisions and releasing NEAC's report publicly.

The Chair reported that NEAC has not yet received correspondence from the Minister formally stating her decisions.

Andrew Moore and Allison Kirkman updated members on the meeting held on 10 May 2004 attended by the Minister of Health, Andrew Moore, Allison Kirkman, NEAC secretariat, Bruce Scoggins, Gillian Durham and officials from the Ministry of Health, and Chairs of Regional Ethics Committees (or nominees). The purpose of the meeting was for the Minister to announce her decisions to the REC Chairs regarding changes to the system of ethical review. Andrew Moore gave a brief presentation on the NEAC review process and recommendations. The Minister also gave a presentation and took questions from the Chairs. Andrew Moore and Gillian Durham also responded to questions from the Chairs, particularly concerning the implementation of the Minister's decisions.

The presentation from Andrew Moore included the following summary of NEAC's recommendations to the Minister of Health:

Key features of the current system will be retained and it will remain regional, with some national elements. We should retain strong lay input, Mäori input, and a primary focus on protecting participants. Consultation with Mäori should remain an important researcher responsibility, reported through ethics committees. Checking that the proposed research localities are appropriate should remain the responsibility of the organisations in which the research is to take place. 

NEAC recommended that the current system should also be strengthened and streamlined. 

Ethics committees should be established under statute. Their work is important, and they need a secure and accountable basis under law. 

Each national or multi-centre study should receive one independent ethics committee review, rather than up to thirteen such reviews plus a co-ordination process, as at present. We have just one national ethical standard, and need just one review to ensure each study meets it. This is already established best practice for most studies, and it should be extended to all studies. 

A single-region study should be reviewed by that region's ethics committee. A multi-centre or national study should be reviewed by a new national ethics committee. 

The rule of 'one study, one ethics committee review' would greatly reduce committee workload. The number of regional ethics committees should therefore be reviewed. 

There should be an appeal provision. A fundamental principle applies here: a citizen who has major interests at stake in a public body decision on her or his proposal should have access to appeal. 

2. Role of NEAC 
The Committee discussed the role of NEAC in working with the Ministry of Health in the implementation of the Minister's decisions. Members identified that NEAC has both expertise and information relating to these decisions that it can share with the implementing body.

The Committee discussed the need for a clear and formal process to offer advice to the Ministry of Health, for example through attendance of Ministry officials at NEAC meetings. Advice from NEAC will at times require input from the whole committee rather than through the Chair alone.

3. Key messages
The Chair affirmed the Committee's work on the review project, emphasising that the thoroughness of the review has been emphasised by the Minister of Health in her acceptance of NEAC's recommendations.

The changes to the system of ethical review will simplify the process and focus expertise and resources.

Agenda Item 3: Minutes of the Meeting of 9 March 2004
The Minutes of the Meeting of 9 March 2004 were confirmed subject to minor corrections.

Agenda Item 4: Matters Arising from the Meeting of 9 March 2004
NEAC appointments process

The Chair reported that this process is still not complete, and that it is likely to be several months before new members are appointed to the Committee.

NEAC budget

The secretariat reported that NEAC's bid to carry funds forward into the 2004/05 financial year has been successful.

Agenda Item 5: Chair's Report and Member Reports
Andrew Moore presented a written Chair's Report and added further detail about the following items:

Ngä Pae o te Märamatanga Conference

NEAC is providing financial support to the conference, as a contribution to conference costs. The conference relates well to NEAC's project to develop a Maori framework for ethical review. A NEAC and secretariat presence at the conference is desirable.

Agreed:
Information on this conference will be distributed to members as it is received.

Interview with contractor to MoRST

The Chair was interviewed by a contractor to Ministry of Research, Science, and Technology, in relation to ethics elements of the regulatory framework for innovation. The contractor expressed interest in submissions to NEAC's review project.

New Zealand Organisation of Rare Disorders Conference

The Chair will be speaking at this conference as part of a panel discussion on Policies, Politics and Possibilities for Rare Disorders.

Agreed: 

The Chair will forward to members an email containing details of this conference.

Agenda Item 6: Observational Studies

The Committee discussed the latest draft of the Ethical Guidelines for Epidemiological Observational Research, Audit and Related Activities, and the draft "Audit and Related Activities" paper.

Members made comments on the Guidelines, and expressed concern that there is some confusion in having material in two separate documents. There was also discussion about the two distinctions being made in the documents, the audit/research distinction, and the distinction between different projects on the basis of the level of risk involved in the project.

Agreed: 

That the work continue on refining the 'observational studies and audit' material.

Agenda Item 7: Update on Other Projects

1. Maori framework for ethical review 
The Chair reported that a contractor has been identified and secured to complete scoping and planning work for this project by the end of June 2004.

2. Locality assessment 
It is anticipated that the letter from the Minister of Health outlining her decisions in response to the NEAC recommendations will provide information about what advice she would like from NEAC in relation to locality assessment. It is likely that any work in this area will need to be started immediately.

3. Governance Framework
The Committee further discussed its recommendation to the Minister that it scope the task of developing a governance framework for health and disability research ethics. NEAC's role in review of the Operational Standard for Ethics Committees was also discussed.

Agenda Item 8: Correspondence

Correspondence from Canterbury Ethics Committee

The Committee discussed recent correspondence from the Canterbury Ethics Committee concerning NEAC's progress in the work it agreed to carry out, reviewing literature on the government's booking system policy for elective surgery.

The Chair and secretariat reported that work is being done to determine which is the most appropriate process to follow to contract a person to carry out this work.

Agenda Item 9: Preparation for next meeting

Agreed:

Members will individually read the Terms of Reference for the new ethics committees, sent out for consultation by the Ministry of Health and included in tabled papers for this meeting. The Terms of Reference will be discussed at the next meeting. 

A copy of the Minister of Health's letter to NEAC will be sent out to members when it is received. It will also be included in June meeting papers. 

The implementation of the Minister's decisions on the NEAC recommendations will be an agenda item at the June meeting. 

The July meeting will be cancelled. 

The meeting closed at 4pm.

Minutes confirmed as a true and accurate record:

Chair………………………………………………….

Date…………………………………………………..

