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

Confirmed minutes of the Meeting held on 14 September 2004 at the Westpac Trust Stadium, Wellington

Present:
Dale Bramley

Anne Bray

Fiona Cram

Philippa Cunningham

Andrew Moore (Chair)

Martin Sullivan

Mele Tuilotolava

In attendance: 

Barbara Burt, NEAC Secretariat

Annabel Begg, NEAC Secretariat

Rachel Robson, Contractor to NEAC

Vanessa Waldron, NEAC Secretariat

Apologies:
Michael Ardagh 

Alison Kirkman (Deputy Chair) 

Charlotte Paul

Mele Tuilotolava

Tabled papers:

'Draft letter to the Minister of Health: 10/09/04'

Pages from 'Māori framework for ethical review of health and disability research: a scoping report to NEAC'

'Report to NEAC: Proposed Revision of NEAC Terms of Reference', a draft version of feedback to the Ministry of Health on its proposed revisions to the NEAC Terms of Reference. 

Agenda Item 1: Welcome

The Chair welcomed Committee and Secretariat members to the meeting and outlined the Agenda. The Secretariat updated members on the status of the process of appointments to NEAC, which is still in process. 

Agenda Item 2: Minutes of the August Meeting and Matters Arising from May, June and August Meetings. 

The Minutes of the Meeting of 10 August 2004 were confirmed subject to minor corrections. There were no matters arising from the May or June minutes (which were confirmed subject to minor corrections at the September meeting). 

Regarding matters arising from the August minutes, it was noted that a letter is still to be sent to the Canterbury Regional Ethics Committee regarding NEAC’s progress in the work it agreed to secure to review literature on the booking system policy for elective surgery. This work is now under contract, and it is expected that NEAC will receive the report in the first few months of 2005.

Agreed: 

Minor corrections should be made to the Minutes of the May, June and August, and then the minutes should be added to the NEAC website.

Agenda Item 3: Chair's Report
Andrew Moore presented a written Chair's Report noting in particular the following items: 

Meeting with Terry Stacey, Director, COREC: Central Office for Research Ethics Committees (United Kingdom), London, July 2004. 

Meeting with Marie Shroff (Privacy Commissioner), Dunedin, August 2004. 

Meeting with Gillian Durham (Deputy Director General) and John Hobbs (Manager), Sector Policy Directorate, Ministry of Health, Wellington, August 2004. This meeting discussed NEAC's current work programme, including Governance Framework and Maori Framework; and potential future NEAC projects. 

Launch of Bioethics Council: Te Toi Taiao document, The Cultural, Ethical and Spiritual Dimensions of the Use of Human Genes in other Organisms, Wellington, August 2004. 

Meeting with the Health Research Council Ethics Committee, Auckland 3 August 2004. It was noted that at this meeting, reference was made to Health Research Council work in the area of indigenous research protocols. 

Agreed: 

Rachel Robson will seek further information on the above from the HRC, with the aim of reflecting this in her completed report to NEAC on Māori Framework issues. 

NEAC Draft Budget July 2004 – June 2005 

The Committee noted the draft budget. 

Agenda Item 4: Members' Reports 

It was noted that one member has been involved in informal discussion with some local Māori iwi concerning researching ethics and protocols.

Agreed:

Continuation of informal discussions may enable NEAC to facilitate and learn from work within this area. 

Agenda Item 5: Māori Framework for Ethical Review of Health and Disability Research

The Committee discussed the latest draft of the Māori Framework for Ethical Review of Health and Disability Research Scoping Paper, prepared and presented by Rachel Robson. Rachel has worked closely with a sub-group of three committee mmebers on this project: Fiona Cram (lead), Dale Bramley and Andrew Moore.

Agreed:

To acknowledge with thanks Rachel Robson's work on the Māori Framework report to NEAC and accept, with minor revision, the approach the report recommends NEAC take to this project 

Rachel Robson will make final revisions to the report, as discussed at the meeting, then send the finished document to NEAC's secretariat 

The Māori Framework working group will continue to lead NEAC work on this project, including in the following areas 

Literature review / stocktake work in this area will be secured to support the project 

The Committee will prepare its project plan re Māori Framework, based upon Rachel Robson's report to it 

The Chair will include an update on this project in a letter to the Minister of Health 

Further work will be done to prepare for initial discussions with key stakeholders. 

Agenda Item 6: Letter to the Minister and Preparation for Meeting with the Ministry of Health 

Whiteboard notes from this part of the discussion have been recorded separately.

Agreed:

The desirability of having the following:

· Māori Framework 

· Governance Framework 

· Intervention Studies & Innovative Practice 

· Observational Studies & Audit 

· Locality Assessment 

· Booking Systems (background work only, to date) 
as projects within NEAC's work programme.

Strong links between innovative practice issues and intervention studies were noted; analogous to connections between observational research, and audit and related activity. Issues concerning the appropriateness of NEAC revision of the Operational Standard were also discussed. 

Agreed:

The Chair will take the above NEAC views into discussions with the Ministry, and into drafting of an NEAC letter to the Minister regarding its work programme. 

Agenda Item 7: Observational Studies
The Committee considered the draft paper Ethical Guidelines for Observational Studie s: Observational Research, Audit and Related Activities, noting the main changes that had been made to the Guidelines since last considered: 

Audit and related activities have been fully integrated into the draft Guidelines 

‘Epidemiological observational research' and ‘clinical observational research' have been recognised within the ‘observational research' category 

Section 10 has been significantly developed, dealing with the issue of when an observational study requires ethics committee review. 

A statement has been added to the effect that ‘low-risk' observational research does not require ethics committee review. 

There was discussion of ‘low-risk' observational research, and of potential need for review by ethics committees, or informing committees of study conduct. 

Agreed: 

That a second discussion paper on the ethics of observational studies will be completed, centred on NEAC's draft Ethical Guidelines for Observational Studies. It will then be distributed for a further round of consultation. This will inform a finalised draft set of Guidelines for NEAC recommendation to the Minister, potentially to be followed by wider distribution and use in the sector. 

Agenda Item 8: Proposed Revision of NEAC Terms of Reference
The Committee discussed the background secretariat paper Considering the Application of the Appeals Process in the New Zealand System of Ethical Review and the tabled Draft Feedback to the Ministry of Health on the Proposed NEAC Terms of Reference . 

Some members expressed concern around timeliness within the second opinion and appeal process; membership of the sub-committee on appeals; and the fact that appeal is to be by re-hearing rather than by hearing de novo . 

Agreed: 

The letter will be re-drafted in light of these concerns, submitted to members by email for their feedback, further revised and then sent to the Ministry of Health. 

Agenda Item 9: Update on Locality Assessment

The Chair briefly updated the Committee on the status of the Locality Assessment Project. It was noted that the Minister made the key policy decisions on these issues in May 2004, and that NEAC's current project is to address the remaining issues of more operational policy. This accounts for the relatively small number of stakeholders whose further feedback is now to be sought. The document on which NEAC will seek feedback has been amended in light of discussions at the August meeting and will shortly be sent to stakeholders for comment. There was discussion as to the appropriate group of stakeholders. 

Agreed: 

In light of stakeholder feedback, NEAC's document will be further revised, to form the basis of NEAC's proposed advice to the Minister. The Committee will decide its advice at its October meeting. 

Agenda Item 10: Draft Letter
Agreed:

That a letter be sent to David Shaw, in response to his letter to NEAC about the second opinion process for heath and disability ethics committees. 

Agenda Item 11: Correspondence

The list of correspondence was noted. 

Agreed: 

The closing date for submissions to NECHAR on Guidelines for the Practice of Embryo Donation for Reproductive Purposes will be checked. 

Agenda Item 12: Follow Up from August Meeting

This discussion was deferred. 

Agenda Item 13: Follow up actions from NEAC's report to the Minister of Health 

This discussion was deferred. 

The meeting closed at 4pm.

