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

Confirmed Minutes of the Meeting held on 12 April 2005 at Ministry of Health, Wellington 
Present:
Barbara Beckford

Dale Bramley

Elisabeth Harding

Allison Kirkman (Deputy Chair)

Andrew Moore (Chair)

Charlotte Paul

In attendance:

Michael Ardagh (by teleconference for parts of the meeting)
Barbara Burt, NEAC Secretariat

Annabel Begg, NEAC Secretariat (by teleconference for parts of the meeting)

Vanessa Waldron, NEAC Secretariat

Victoria Hinson, Contractor to NEAC (for part of the afternoon meeting session)

Apologies:

Anne Bray
Fiona Cram

Martin Sullivan

Tabled papers:

Letter to the Minister of Health, 7 April 2005, in response to the request that NEAC produce interim guidelines on research using imported embryonic stem cell lines.

Key background documents folder for members.

Minutes of the meeting of 8 March 2005 - revised.

Draft Ethical Guidelines for Observational Studies: Observational Research, Audit and Related Activities April 2005 – revised to show tracked changes.

Agenda Item 1: Welcome and Introductions

The Chair welcomed Committee and Secretariat members to the meeting, especially new member John Hinchcliff, before outlining the agenda

Committee members and secretariat briefly introduced themselves. 

Agenda Item 2: Minutes of the Meetings of 14 December 2004 and 8 March 2005.

The minutes of the meeting of 14 December 2004 had been confirmed subject to minor corrections at the meeting of 8 March 2005. It was agreed that there were no matters arising.

The minutes of the meeting of 8 March 2005 were confirmed subject to minor corrections. The following matters were identified as arising:

· The Chair agreed to call ex-members Philippa Cunningham and Mele Tuilottolava to thank them for her work with NEAC and wish them well for the future. The Chair reported that he had contacted Phillipa Cunningham, and was still endeavouring to contact Mele Tuilottolava. He mentioned that Philippa has provided him with a paper she has written for her postgraduate Diploma of Medical Ethics. The paper will be included in the May meeting papers for member’s information.

· It was noted that the Director General of Health had signed out the paper ‘Reform of Ethical Review in New Zealand’ before it was submitted to the Australasian Epidemiologist Journal. When the journal is published a copy of the final article will be included in meeting papers. The importance of involving all co-authors in the final sign off stage before submission was noted.

· It was suggested that meeting minutes might be more clearly numbered for ease of reading.

· It was asked that the background notes produced by the Disability sub-group for the December 2004 meeting, outlining their 2005 objectives, be included in the May meeting papers.

Agenda Item 3: Chair’s Report and Members’ Reports

The Chair’s Report was noted. It was agreed that this format of reporting, which also contained a section on forth-coming events was appropriate and useful.

The Secretariat agreed to send information to Committee members regarding participation in the upcoming NHMRC conferences on issues in stem-cell therapy and ethics in human research to be held in Canberra in May.

Allison Kirkman reported on a meeting of University and Polytechnic Institutional Ethics Committees Chairs she had attended. The meeting had received a letter from the Health Research Council, inviting them to discuss a revised Operational Standard for the ethics of all human research, including but not limited to research in the health and disability sector. 

Elisabeth Harding informed the committee that the Health Research Council’s Genetic Technology Advisory Committee has offered NEAC assistance to explore the development of interim guidelines for research on imported embryonic stem cells.

Elisabeth also noted that the Health Research Council is interested in pursuing the possibility of producing a short publication on New Zealand ethics bodies, as was previously discussed between Chairs of national ethics committees in June and July 2003.

Agenda Item 4: Observational Studies

The Committee considered the draft paper Ethical Guidelines for Observational Studies: Observational Research, Audit and Related Activities and a draft of the Committee Report to accompany the submission of the Guidelines to the Minister. Members noted the main changes that had been made to the Guidelines in the light of stakeholder feedback on the November 2004 discussion document and further work by the working group in this area, including:

· The addition of detail about the Code of Health and Disability Services Consumers’ Rights and the Health Information Privacy Code in the introductory section of the draft Guidelines.

· Removal of the distinction between clinical observational research and epidemiological observational research.

· Removal of reference to low-risk observational research as a type of activity not requiring ethics committee review, with consequent changes to section 10 of the draft Guidelines.

· Greater emphasis on certain public health activities that do not require ethics committee review, including cluster investigations and contact tracing.

· Addition of further detail about expedited ethics committee review, including which activities may be appropriate to undergo expedited review.

· Addition of a reference to the guidelines of the International Committee of Medical Journal Editors, concerning ethics committee review requirements and publication of studies.

There was discussion of the need for further clarification about expedited ethics committee review, including which activities may qualify and what the expedited review process might involve. The reasons why suggested changes had not been made were also discussed for:

· A flow chart in addition to or in place of the decision paths in section 10

· A unified decision path for observational research and audit and related activity. 

Agreed:

· That a number of small changes be made to section 3 ‘Underlying ethical values’.
· That further clarification was required about possible expedited review processes for activities now stated to routinely require ethics committee review, including case reports and case series.

· That further amendments to both the draft Guidelines and the accompanying Committee Report to the Minister would be agreed by the working group, and that these would be finalised by the Secretariat, signed out by the Chair on behalf of the Committee and sent to the Minister prior to the next NEAC meeting.

· That NEAC suggest to the Minister that it liaise with the Ministry of Health about processes for expedited review.
Agenda Item 6: Sub-committee on Appeals

The Committee considered proposed recommendations for the NEAC Committee Report to the Minister of Health on membership of its Sub-committee on Appeals (SCA). 

It was noted that the NEAC Chair is still to inquire as to the willingness of eligible members to be appointed as Chair of the SCA. 

It was further noted that the recommendation regarding the SCA lawyer member category will be made when the process for the appointment to the lawyer member category of NEAC is complete, and will depend essentially on that member’ willingness to be nominated for the SCA.

Agreed: 

· The Secretariat will finalise the Report when the above noted issues have been resolved, and the Chair will sign out its submission to the Minister of Health on the Committee’s behalf.

Agenda Item 7: Booking Systems

In light of 2003 correspondence from the Canterbury Ethics Committee, NEAC contracted a background report in the area of elective services. That report was considered by the Committee at the meeting of 8 March 2005, in conjunction with discussion with Alison Barber and Ray Naden (Project Manager and Contractor to the Ministry of Health for Elective Services). 

At the March meeting a working group was formed to progress work in the area; the working group met on 8 April 2005. 

The working group led Committee discussion around the focus and process of any further NEAC background work in this area.

Agreed:


NEAC will do further background work in this area on the core issues raised in the Contractor’s report.


The Chair may approach the Minister’s office for guidance on the best approach to progressing work further in this area. 


The working group will meet again within a month.


NEAC will decide further action at the June meeting, in light of feedback from the working group.
Agenda Item 8: Governance framework

In it’s December 2003 ‘Review’ report to the Minister of Health, NEAC recommended that it scope the task of developing a governance framework for health and disability research in New Zealand. Such a framework would clarify responsibilities in the ethical conduct of research and related activity by identifying and clearly matching accountable parties in research with the key accountabilities.

The Committee considered a project plan for scoping the task of developing a governance framework for health and disability research ethics in New Zealand.

The plan outlines the various components of the Project, and suggests an approach and timeframe for each component. The contractor noted that due to the delay by the Committee in considering the plan – adjustments would need to be made to the timeline table.

Agreed:

· The plan is confirmed as NEAC’s Governance Framework Project plan, with Secretariat revision of the discussed timing issues.

· The Committee will propose a project approach and timeline to the Minister based on the agreed Project plan.

Agenda Item 9: Embryonic Stem Cells

The Committee considered the tabled letter that had been sent to the Minister of Health on 7 April 2005, in response to the request that NEAC produce interim guidelines on research using imported embryonic stem cell lines. The finalised letter was a result of an earlier draft that had been circulated for Committee comment and the Chair highlighted the changes that had been made to the earlier draft as a result of Committee feedback.

Agreed:

· That the Secretariat work with Contractors to NEAC in this area so as to report to the June NEAC meeting on proposed advice to the Minister on the development of interim guidelines.

· That Elisabeth Harding will act as the Project Sponsor between the Committee and the Secretariat and Contractors for this piece of work.

· That Elisabeth will have an informal discussion with the Chair in regards to her role as Project Sponsor.

Agenda Item 10: Mäori Framework

Dale Bramley, member of the NEAC Working Group of the Mäori Framework for Health and Disability Research Ethics, updated the Committee on the progress of work in the area. He reported that the new joint working group (comprised of NEAC, Health Research Council and Ngä Pae o te Märamatanga representatives) met for the first time in Auckland on 11 March 2005.  At that meeting, the group worked to identify key stakeholders, key issues and a communication plan for its work toward a Framework for Mäori Research Ethics,

Dale identified Ngä Pae’s planned 2005 Community hui, HRC’s Hui Whakapiripiri, and the possibility of a NEAC lead hui of Mäori and non-Mäori Ethics Committee members, as possible avenues for advancing the framework work.

The Committee considered Rachel’s Robson’s paper ‘Mäori Health and Disability Research Ethics Framework’. 

Agreed:

· The plan be confirmed as NEAC’s approach to gaining a good knowledge and understanding of Mäori research ethical principles and issues, and thus the capacity to undertake effective work in the area.
Agenda Item 11: Correspondence

The correspondence for the period 7 December 2004 – 7 April 2005 was noted. Andrew advised the committee of the conversation he had had with Peter Herbison in regards to the registration of randomised controlled trials, in place of a written reply from the Committee. 

The meeting closed at 4pm.

Minutes confirmed as a true and accurate record:

Chair………………………………………………….

Date…………………………………………………..
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