National Advisory Committee on Health and Disability Support Services Ethics (NEAC)
Confirmed minutes of the eighth meeting held on 8 April 2003 at the Ministry of Health, Old Bank Building, Wellington 

Present:

Andrew Moore (Chair)

Michael Ardagh

Dale Bramley

Fiona Cram

Philippa Cunningham

Donald Evans

Allison Kirkman

Charlotte Paul

In attendance:
Barbara Burt, NEAC Secretariat, Ministry of Health

Elizabeth Fenton, NEAC Secretariat, Ministry of Health

Rebecca O'Connell, Public Health Medicine Registrar

Apologies:

Anne Bray

Neil Pearce

Martin Sullivan

Mele Tuilotolava

Papers tabled:

Financial Summary for Nine Months Ended 31 March 2003
Notes from the meeting with HRC Ethics Committee, Auckland, 13 February 2003
Notes from the meeting of Chairs of Regional Ethics Committees, Wellington, 21 February 2003
Letter from Peter Davis, 5 February 2003
Summary of brief to Crown Law Office
Proposed NEAC letterhead
Chair's Report
Supplementary material – Observational Studies 
NEAC Annual Report 2002

Agenda Item 1: Welcome and Introductions

The meeting opened at 9.15am with Andrew Moore welcoming members and introducing the agenda and objectives for the meeting.

Agenda Item 2: Confirmation of the Minutes of the Meeting of 19 February 2003 
The minutes of the meeting of 19 February 2003 were confirmed as an accurate record of the meeting.

Agenda Item 3: Matters Arising from the Minutes
Budget/Financial Summary

A financial summary for the nine months ending 31 March 2003 was presented to the committee and discussed. The summary gave details of NEAC's year-to-date spending recoded into broad cost centre descriptions. 
The four cost centres are as follows: general NEAC costs (broken into secretariat and operating); NEAC meeting costs; review project and Mäori framework. It was noted that an application has been made to carry forward funding to complete the review project in the 2003/2004 financial year and the amount of this was discussed. The overhead charge to NEAC is still unconfirmed.

There was discussion about the level of detail reflected in the cost centre descriptions, and it was suggested that notes be added to explain the type of expenses under each cost centre.

Agreed:

A projected budget for the 2003-04 financial year will be prepared for the June NEAC meeting.

Meeting with HRCEC, 13 February 2003

Charlotte Paul asked for clarification of the point raised at this meeting concerning the definition of observational studies. 

There was discussion about the process required to revise guidelines that are included as an appendix to the Operational Standard. It was suggested that this issue be explored when NEAC reviews the Operational Standard.

Australasian Bioethics Association Conference

The conference is being held from 3-6 July in Queenstown. Andrew encouraged NEAC members to attend the conference, and it was agreed that NEAC would cover the cost of attendance.

Charlotte Paul reported that she would not present a paper at this conference. 

Draft criteria generated at the December meeting

The notes from the December NEAC meeting whiteboard session about the desirable features of a health and disability ethical review system were given out at the February meeting and members were invited to provide comment to the secretariat. No comments have been received and so the list has not yet been further developed. This work will be given priority during the second stage of the NEAC review project.

Register of Interests
Agreed:

The secretariat will compile a list of members' interests using the biographical information provided by members when NEAC was first established. This draft will be circulated electronically for members to revise and update.

Members are to inform the secretariat of changes to the register as they occur.

Agenda Item 4: Chair's Report and Members' Reports

Chair's Report

Andrew tabled a written Chair's Report and added information about the following item:
NHMRC Health Research Ethics Conference in Canberra, 2-4 April. 
The conference had an Australian focus, with several international speakers. Interesting points raised included features of the ethical review system in the UK (accountabilities framework, appeals), and the EU directive that clinical trials to be carried out at more than three sites are to be reviewed by only one committee per nation. This single committee is required to take account of local input. Some of this information is available on the conference website.

Donald Evans presented a paper at this conference also, ‘The New Zealand System of Ethical Review of Multi-Centre Research.'

Members' Reports

Dale Bramley reported on discussions concerning the roll-out next year of the meningoccocal vaccination. 

Agreed:

Andrew will write a letter to Colin Tukuitonga, Director of Public Health, Ministry of Health, concerning the process for considering the ethical issues surrounding the introduction of the vaccine.

Agenda Item 5: Update on the project to develop a Maori framework for ethical review

Fiona Cram reported on interviews she has been conducting with key informants around the country. Those interviewed to date are: Linda Smith, Aroha Mead, Bevan Tipene-Matua, Papaarangi Reid, Moana Jackson, Kay Worrall, Bernard Te Paa.

Whiteboard notes from this discussion have been recorded as a separate document.

Agreed:

Fiona and Dale Bramley will continue work on further steps to be taken on this project

Fiona will put together an outline of work to be done on a review of current ethical guidelines. The costs of contracting for this work are to be included in the budget.

The contract will be sought by an open tender process.

Agenda Item 6: Update on Review Project

1. Update from review coordination subgroup
Andrew introduced this agenda item, noting that the review project subgroup had been set up following an agreement at the February 2003 meeting. He introduced Mary-Jane Rivers to the committee as the externally contracted coordinator of the review project.

Allison Kirkman presented a summary of the subgroup's work to date, and Mary-Jane Rivers explained the two stages of the review, and the proposed timeframe.

The committee discussed the proposal to send questionnaires to regional ethics committee members and researchers. There was discussion about the intention of the questionnaires and the best method to achieve the desired result. It was agreed that the purpose of the questionnaire is to seek a range of views, experiences and perceptions concerning the operation of the current system of ethical review.

The following areas were identified as needing to be covered in the questionnaires:

· Responsiveness to Māori

· Workload and remuneration for committee members

· Researcher confusion about which ethics committees should review proposals

· Possibilities for further consultation: allow people to supply contact details separately

Agreed:

The subgroup will consider the issues raised by NEAC and can finalise the questionnaire and send it out. 

The questionnaire and cover letter will be piloted by committee members: Charlotte Paul, Dale Bramley, Don Evans

The subgroup will discuss contacting researchers through regional ethics committee administrators

2. Observational Studies paper
Charlotte Paul introduced the paper, written by Rebecca O'Connell. It sets out the ethical issues that need to be considered in observational studies. It is a first draft of part of the guidelines to be developed according to NEAC's Terms of Reference.

The discussion identified the following contentious issues:

· Lawfulness and ethical review

· Individual rights to participate in research 

· Research access to health records

Agreed:

The audit/research distinction will be made explicit

Final document will be made available for consultation, and put on the website

The August meeting of REC Chairs can be offered an opportunity for consultation on this document

The paper will be circulated before the June NEAC meeting

3. NEAC legal advice

Andrew introduced this item noting that the committee had agreed at the February 2003 meeting to send a brief to the Crown Law Office detailing legal advice sought by NEAC on second opinions and appeals processes.

Andrew reported that a draft brief has been sent to the Ministry of Health's Health Legal team, and comments have been received from Grant Adam. Further work needs to be done to clarify the questions NEAC is asking Crown Law to address.

Agreed:

Andrew will work with the secretariat to modify the draft appropriately

The draft will be sent to Philippa Cunningham for comment

The brief will be submitted to Crown Law by Andrew on the committee's behalf

Andrew will meet with the Crown Law Office before the June NEAC meeting.

Agenda Item 7: Update on the development of website and logo

Elizabeth Fenton updated the committee on the development of the website, and presented a proposed letterhead featuring the NEAC logo.

Committee members received copies of the published Annual Report for 2002.

Agenda Item 8: Correspondence

Agreed:

Meeting papers will include copies of all correspondence of interest to committee members

Agenda Item 9: In Committee Session

There was a brief ‘in committee' session.
The meeting closed at 4pm.

Minutes confirmed as a true and accurate record.
