National Advisory Committee on Health and Disability Support Services Ethics (NEAC)
Confirmed minutes of the ninth meeting held on 10 June 2003 at the Westpac Trust Stadium, Wellington

Present:

Andrew Moore (Chair)

Michael Ardagh

Dale Bramley

Anne Bray

Fiona Cram

Philippa Cunningham

Donald Evans

Allison Kirkman

Neil Pearce

Martin Sullivan 

In attendance:

Elizabeth Fenton, NEAC Secretariat, Ministry of Health

Rebecca O'Connell, Public Health Medicine Registrar

Mary-Jane Rivers, Contractor for review project  

Apologies:
Charlotte Paul

Mele Tuilotolava 

Papers tabled:

Draft review project plan

Draft response to Canterbury Ethics Committee correspondence

Draft Māori Responsiveness Plan

Possible Right 7(10) wording 

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 8 April 2003

The minutes of the meeting of 8 April 2003 were confirmed as an accurate record of the meeting.

Agenda Item 3: Matters Arising from the Minutes

Projected budget for 2003-04 financial year

The projected budget for the 2003-04 financial year has not been prepared because the application to carry forward funds from the 2002-03 year has not yet been confirmed; some major budget items remain unspent, and secretariat members have been on leave.

Agreed:

Work will be done on a projected budget for 2003-04 for the August NEAC meeting. 

Letter to Colin Tukuitonga, Ministry of Health

Andrew Moore reported that the letter to Colin Tukuitonga, concerning consideration of the ethical issues surrounding the introduction of the meningoccocal vaccine next year, has not yet been drafted. 

Agreed:

Information will be gathered through the Public Health Directorate in the Ministry of Health on the processes through which ethical issues were considered in introducing the vaccine.

Inclusion of NEAC correspondence in meeting papers

Not all items of NEAC correspondence have been included in the meeting papers for 10 June 2003. 

Agreed:

Tabled papers are to be sent to members who are not present at meetings.

Agenda Item 4: Correspondence

Letter from Canterbury Ethics Committee; draft response from NEAC

Andrew introduced this item of correspondence, noting that the Canterbury Ethics Committee asked NEAC to consider issues raised concerning the proposed booking system for elective surgery at Christchurch Public Hospital, in particular those issues raised by Specialist Surgeons at Christchurch Hospital, whose letter was also forwarded to NEAC.

Andrew mentioned that there had been some media interest in this issue, and that he anticipates speaking with Rae Lamb of Radio New Zealand following the NEAC meeting. There is a need first to consult with the Ministry about protocol before making any media statements.

The committee discussed options for a NEAC response to the Canterbury Ethics Committee letter, focussing particularly on whether the issues raised are ethical issues of national significance, to which NEAC can respond in accordance with its statutory brief under Section 16(1) of the New Zealand Public Health and Disability Act 2000. 

Agreed:

Andrew will redraft NEAC's response to the Canterbury Ethics Committee, and NEAC will consider further whether ethical issues of national significance are raised, after seeking more information from sources in the Ministry of Health and elsewhere. The redrafted letter will be sent to all members for their comment before it is finalised and sent to the Canterbury Ethics Committee.

Through the Ministry, Andrew will confirm and follow protocol before making any media statement.

Human Assisted Reproductive Technology (HART) Bill

Andrew introduced some of the issues that are potentially of relevance to NEAC in this Supplementary Order Paper (SOP), and proposed that NEAC consider these issues and make a submission. There was discussion of whether NEAC has done sufficient work to underpin a submission. It was noted that if NEAC does make a submission, then as an advisor to the Minister of Health, the Committee may ask her if she would be willing to forward this to the Select Committee. 

Agreed:

Andrew will draft a proposed submission and circulate it to committee members, if this is possible before the July 7 deadline. Andrew and secretariat members will explore options for extensions on this deadline.

If a NEAC submission cannot be agreed before the deadline, Andrew will consider making a personal submission.

Agenda Item 5: Update from Ministry of Health

John Hobbs, Sheila Swann and Jenny Hawes presented an update from the Ministry of Health on current projects in the Sector Policy Directorate, including input into the review of the Patents Act by the Ministry of Economic Development, pharmaceuticals issues, the review of the Human Tissues Act, and Human Assisted Reproductive Technology (HART) legislation. John noted that the establishment of the ‘Ethics and Innovation' team within the Sector Policy Directorate is indicative of the view within the Ministry of Health that ethics and biotechnology are important strategic issues.

Review of the Patents Act

The Ministry of Health has been asked to comment on the Act, and has recommended that the criteria for patentability be strengthened, particularly the ‘usefulness' criterion.

The Ministry is concerned that the Intellectual Property Office of New Zealand (IPONZ) does not have the expertise to assess cases in which patenting may be contrary to morality, and that the office needs to consult with other bodies, potentially including NEAC, on cases that are potentially morally problematic. 

Review of the Human Tissues Act 

The review of this Act has been broadened to a review of human tissue use generally, and is particularly concerned with the distinction between therapeutic and non-therapeutic uses of tissue.

Issues being considered include the collection, use, storage and disposal of tissue, informed consent, ownership, organ donation, cultural issues, import, export and commercialisation of tissue.

It is anticipated that a discussion document will be finalised for public consultation within the next few months.

HART Bill

This Bill is currently before the Health Select Committee, in the form of a Supplementary Order Paper.

The new Bill eliminates the earlier Bill's licensing requirement, and establishes a legal framework for use of assisted human reproduction technology, and for consideration of its ethics.

The legislation is timetabled to be enacted by March 2004.

Agreed:

John Hobbs will send NEAC a copy of the Ministry of Health submission to the review of the Patents Act.

Agenda Item 6: Role and Operation of NEAC

This session was facilitated by Graeme Nahkies. Whiteboard notes from the session have been recorded as a separate document. 

Agenda Item 7: Review Project

Review Co-ordination Update
Allison Kirkman provided an update from the Review Coordination Subgroup on work done since the April NEAC meeting in the following areas:  

Questionnaires 
Comments from NEAC members and the HRC Ethics 
Committee have been considered and incorporated into the questionnaires. A random selection of researchers was taken from regional ethics committee annual reports for 2001 and 2002: every thirteenth researcher was chosen to give a sample of approximately 190 researchers. Carol Algie assisted NEAC in distributing questionnaires to ethics committee members and researchers.

The questionnaires are to be returned by 7 July 2003

A letter to regional ethics committee chairs was sent out on 30 May, informing them of the questionnaires being sent to REC members.

The draft ‘For Your Information' letter has been finalised and will be sent out next week. The purpose of the letter is to alert interested groups to NEAC's work and provide details of how further information can be accessed. 

Agreed:

Researcher questionnaires will include an insert containing sections of the Operational Standard referred to in the questionnaire. 

Elizabeth Fenton will circulate to NEAC members a draft list of recipients for the FYI letter for their comments and additions.

Comments on questionnaires made by Neil Pearce are to be considered in drafting interview questions.

Notes will be obtained from the session chaired by Charlotte Paul at the Australasian Epidemiological Association conference in 2002. 

Draft review plan

Allison and Mary-Jane Rivers presented a draft plan for the stages of the review and their timing.

The review will proceed in four stages: 
· Stage One: Information gathering

· Stage Two: Views of current system; desirable features of an ideal system, early exploration of options

· Stage Three: Options paper

· Stage Four: Recommendations

Stage one is currently underway with FYI letters and questionnaires distributed, and will continue through July with the analysis of questionnaire responses, a literature survey, and the identification of issues arising from correspondence. 

Stage two will commence in mid-June with the preparation of key questions for interviews and discussions with stakeholders, and, if feasible, a meeting of the subgroup with the Chairs of the HRC Ethics Committee and the regional ethics committee chairs group. 

Interviews will be conducted by Mary-Jane Rivers and possibly secretariat members, rather than by NEAC members.

The August NEAC meeting will be a key meeting for reviewing information gathered in stages one and two, and for the discussion of a draft options paper.

The committee discussed the necessity of the scheduled July NEAC meeting, and the possibility of a 2-day August meeting.

Agreed:

The review coordination subgroup will proceed with implementation and ongoing development of the draft review plan.

The 8 July meeting will be replaced by a teleconference, commencing at 10am, at which updates will be provided from the review coordination subgroup (Allison Kirkman, Andrew Moore, Fiona Cram) and project groups (multi-centre studies: Michael Ardagh, Donald Evans; second opinions and appeals: Philippa Cunningham, Mele Tuilotolava, Anne Bray; observational studies: Charlotte Paul, Neil Pearce, Dale Bramley, Martin Sullivan).

The August meeting will commence on the afternoon of Monday 11 August, precise timing to be advised, and will run through Tuesday 12 August. Where possible major agenda items will be discussed on the Tuesday.

The review subgroup will prepare draft questions for interviews and will report to the committee at the July teleconference.

Members are to indicate on the list of FYI letter recipients groups that should be considered for interviews/discussions.

Elizabeth will continue work on the background paper for national and multi-centre studies, and the literature survey.

Observational Studies

Rebecca O'Connell presented two observational studies documents for consideration.

‘The Parameters of Ethics Committee Review of Observational Epidemiological Studies, Audit, and Related Activities: Project Proposal for NEAC' 

Agreed:

This project to progress as outlined in the proposal.

‘The Ethics of Observational Studies (Observational epidemiological methods and audit)' 

Agreed:

The section discussing NEAC's draft ‘Criteria and Principles for a Health and Disability Ethical Review System' will be removed from the consultation document, since NEAC's work in this area has not been completed.

‘Issues for discussion' (4.2): The examples cited in this section are to be retained in the document, subjection to minor corrections.

Rebecca will reintegrate the draft document for the NEAC to consider at the August meeting.

Agenda Item 8: Chair's Report and Members' Reports

Andrew presented a written Chair's report and added the following information:

Allison Kirkman has been appointed by Andrew, as provided for in the Terms of Reference, as deputy chair of NEAC.

Brief to Crown Law Office: the office has reported that they are confident of meeting the June 30 meeting for the contracted NEAC work. 

NEAC appointments: half of NEAC members have two-year terms and half have three-year terms, to facilitate continuity. Initial two-year terms conclude at the end of 2003. The Minister must decide, through a wider political process, whether to roll over terms or appoint new members. The Ministry is currently consulting the NEAC Chair on this. Apart from this, NEAC has no role in these appointment decisions. The Ministry's role is to make recommendations to the Minister. 
Dale Bramley informed members that he will be travelling to the United States in August to take up a Harkness Fellowship at Mount Sinai hospital in New York. NEAC congratulated Dale and offered best wishes to him. 

Agreed:

On NEAC's behalf, Andrew will seek to have Dale's NEAC membership continue, and to have an advisor appointed for the ten months he is away.  

Agenda Item 9: Update on the project to develop a Māori framework for ethical review

Draft Māori Responsiveness Plan

Fiona Cram presented a draft Māori Responsiveness Plan, noting that this is an action plan for developing a Māori framework for ethical review.

The following were discussed:

· A possible NEAC role in the facilitation of wananga for the Māori members of regional ethics committees, and the importance of such discussions to inform NEAC work.

· Posting documents on the NEAC website provides an opportunity for wide consultation and comment.

· Possible NEAC support for an ethics conference at the Māori Centre for Research Excellence.

· The development, previously agreed by NEAC, of a draft ‘Request for Proposals' (RFP) for a background piece of work on national and international processes and guidelines for indigenous research ethics.

Agreed:
The committee agreed to the Māori Responsiveness Plan as a working document to be posted on the website.

Andrew will write to the Māori Centre for Research Excellence in support of the proposed indigenous ethics conference in 2004, and proposing that options for further NEAC support be explored.

That the RFP will be finalised and made available to potential contractors.

Preliminary Discussions with Māori Key Informants

Fiona presented a report of the discussions she has conducted with 14 key informants, concerning the main ethical issues arising for Mäori, and how NEAC could be responsive to those issues.

The committee discussed the document and whether it can be posted on the website in its current form.

Agreed:

Initials of interviewees should not be included on the document when it is posted on the website.

A definition of ‘Māori research' needs to be decided on and made explicit in all work in this area; and this will be an important issue to address as part of determining which activities the Mäori Framework applies to, and in what way it applies.

Documents are to be posted on the website subject to the removal of initials and minor corrections to be confirmed with Fiona.

Agenda Item 10: Other Papers

NEAC and NHC/PHAC Conference Attendance Policies.
Agreed:

The NEAC Conference and Training Attendance Policy will be amended in the light of differences between it and the NHC/PHAC policy, and the redraft presented back to NEAC for agreement.

“Health and disability research ethics in New Zealand: frameworks and issues”, paper by Andrew Moore to be presented at the Australasian Bioethics Association conference in July 2003

Agreed:

Andrew may present the paper at the Australasian Bioethics Association conference, with acknowledgement of NEAC member comment and disclaimer that the views of the paper are not necessarily those of NEAC.

The meeting closed at 4.30pm.

Minutes confirmed as a true and accurate record.

