National Ethics Advisory Committee (NEAC) meeting minutes

Tuesday, 14 February 2006

Present:

Michael Ardagh

Barbara Beckford

Elisabeth Harding

John Hinchcliff

Allison Kirkman (Deputy Chair)

Joanna Manning

Andrew Moore (Chair)

Charlotte Paul

Martin Sullivan

Apologies:
Dale Bramley
In attendance:

Barbara Burt, NEAC Secretariat

Vanessa Roberts, NEAC Secretariat

Jamie Hosking, Public Health Medicine Registrar

Guests:
Professor Terry Stacey – guest speaker (part of the meeting)

Victoria Hinson – present for Terry Stacey’s address (part of the meeting)

Anne Bray (part of the meeting)
1. Welcome and Introductions

The Chair welcomed the Committee and Secretariat members to the meeting and outlined the agenda and meeting objectives.  Jamie Hosking was introduced as NEAC’s new public health medicine registrar, based in the Ministry of Health in Auckland, and Vanessa Roberts was introduced as NEAC’s new analyst, based in the Ministry of Health in Wellington.  

2. Minutes of the November NEAC meeting

The minutes of the NEAC meeting of 8 November 2005 were confirmed subject to minor amendments.  It was noted that the December meeting was cancelled due to fog in Wellington.
3. Chair’s Report
The Committee noted the Chair’s Report in the meeting papers.  
Meeting with the Minister of Health

The Chair reported on the meeting he had with the Minister of Health on 8 February 2006.  The Chair presented NEAC’s approach to research ethics, which was supported by the Minister.  In particular, the Chair and Minister discussed the premise that the first ethical question asked about research has often been: “Do our people and values need to be protected against this research?”  The Chair relayed that NEAC’s view is that this first ethical question should instead be: “How can our people and values benefit from this research?”  For example, research and related activity can give us vital evidence about how to achieve better health, and reduce inequalities.  To play this key beneficial role, and to sustain public support, research and related activity must meet high ethical standards, including protection of study participants.  The Minister was very positive about NEAC’s work to date and showed interest in its future direction.
Committee Report to the Minister of Health

The Committee noted that the Minister of Health had signed its Briefing on the National Ethics Advisory Committee (NEAC) on 29 November 2005.  This report provided an overview of NEAC’s statutory function, strategic direction, and work, and sought the Minister’s agreement to NEAC’s including consideration of ethical issues in influenza pandemic planning in its work programme.
Meeting with Health and Disability Ethics Committee Chairs

The Chair reported on the meeting he and Barbara Burt had with the chairs of the Health and Disability Ethics Committees (HDECs), before the Bioethics Conference.  NEAC’s guidelines on observational studies were discussed.  
Public Health Medicine Registrar work 

The Committee noted a report to NEAC on Jamie Hosking’s public health medicine registrar work.  The Chair explained how the public health registrars will be contributing to NEAC’s work.  Jamie commented on the work he has been doing in the area of innovative practice (drafting project plan) and pandemic planning.

4.
Members’ reports

Bioethics Conference

Andrew Moore, Allison Kirkman, Charlotte Paul, Barbara Beckford and Martin Sullivan reported on the Bioethics Conference they attended 10-12 February in Dunedin.  Charlotte Paul presented on NEAC’s Observational Studies Guidelines at the conference and NEAC sponsored Professor Terry Stacey as a keynote speaker at the conference.

Talking Biotechnology

Barbara Beckford reported on the “Talking Biotechnology…Reflecting on Science in Society Conference” she attended 29 November – 2 December 2005 in Wellington.  Barbara’s notes on the conference were tabled.

HRCEC

Elisabeth Harding reported on the Health Research Council Ethics Committee (HRCEC) meeting held prior to the Bioethics Conference.

HRCEC and NEAC meeting

NEAC members reported on the meeting held between NEAC members at the Bioethics Conference and the HRCEC on 10 February 2006.  The role of NEAC as a ministerial advisory committee and its current work programme was discussed.  It was agreed to have a follow up meeting to consider the range of work being done in the area of health research ethics by NEAC, the HRC, the Ministry of Health and the Health and Disability Ethics Committees.

4. Acknowledgment of Anne Bray’s work

The Chair thanked Anne Bray for her work with NEAC from December 2001 to December 2005.  Anne made a valuable contribution to the Committee, especially in the areas of working with disability communities, the induction of researchers into the area of disability, her thorough knowledge of ethical review from both investigator and committee perspectives, and her wider policy knowledge through previous work on the National Health Committee.  Anne thanked the members of the Committee for their support and indicated that she will continue to work in the area of ethics.
5. Project Updates 

Observational Studies

The Committee noted the letter from the Minister of Health, received in December 2005, approving the Guidelines for implementation.

The Ministry of Health is undertaking the work to implement the expedited review process and the Guidelines will be published when this work is completed.  

The Minister of Health has signalled an interest in launching the Guidelines and the Committee had initial discussions about the launch and promotion of the Guidelines in the sector.

Issues concerning the implementation of expedited review were also discussed.

The Chair noted with thanks that Charlotte Paul made a presentation on the Observational Studies Guidelines at the Bioethics Conference in Dunedin.  

6. Professor Terry Stacey – Guest speaker on research ethics policy

The Chair welcomed Professor Terry Stacey to the meeting.  (Brief biographical information is included at the end of these minutes).

Terry Stacey gave a presentation on the system of ethical review in the United Kingdom, with an emphasis on the changes that have taken place and the lessons that have been learned.  In particular, Terry covered the historical background, ‘customer’ perception, the multi-centre system, the 2004 EU Directive, the governance framework, ethical research, prime accountability, devolved responsibilities, operating systems, support for RECs, and changing roles.

Discussion with the Committee followed Terry’s presentation.

The Committee reflected on Terry Stacey’s presentation and this stimulated discussion on the place of research in the health and disability sector and the development of the ethical review system in New Zealand.  The notes from the NEAC discussion have been recorded separately.

It was agreed that it would be useful to have the notes from Terry Stacey’s presentation. 
7. In Committee

The Committee had a brief In Committee session.
8. Annual Report 2005

The Committee noted the draft Annual Report included in meeting papers.  The report is being submitted to the Minister in February 2006 to allow the Committee to report on its work for the entire calendar year.

Agreed – Members will provide any comments on the draft Annual Report 2005 to the Secretariat by Wednesday 22 February.  The Secretariat will then confirm the Report with the Chair and submit it to the Minister on behalf of the Committee.  

9. Project Updates 
Governance Framework

The Chair outlined the Governance Framework Project and reported that an initial piece of work on identifying responsibilities for addressing legal issues pertaining to health and disability research is nearly complete.  This background paper will be a resource to NEAC as it shapes its work in this area. It was noted that further work will be required before the work is considered by the Committee.
The Chair outlined a sub-project on ethics guidance, begun by the Secretariat, which will contribute to the Governance Framework Project.  It is an overview and analysis of the range of current sector guidance, including identification of any gaps, overlaps, and broad options as to future development and linking of guidance.  The Committee briefly discussed the approach this work may take.

NEAC Sub-Committee on Appeals (SCA)

The Chair gave an update on the progress for appointing members of the SCA and the establishment work for the SCA.  The Ministry of Health will conduct the process of filling the two vacant NEAC positions separately.
Māori Framework

The stocktake and analysis of national and international ethical guidelines for health and disability research in relation to indigenous peoples is nearing completion.

The Chair is to liaise with the contractors and report back to the Committee.

Booking systems for elective services

Another working group meeting will be held before NEAC’s meeting on 11 April.  The Secretariat is currently amending a draft booking systems document as a result of a working group teleconference held on 25 January.

Research use of fetal tissue

The Chair informed the Committee that NEAC is currently contracting a piece of work on the research use of fetal tissue.  This work arose as a result of a request from the previous Minister of Health, Annette King.

10. Pandemic planning
The Chair outlined NEAC’s involvement with the Ministry of Health’s pandemic planning to date.  The Chair and Secretariat members met with the Ministry pandemic planning team on 25 January 2006.  Possible ways in which NEAC could advise the Minister and work with the Ministry were discussed, from formulating a framework of principles to inform ethical decision making in a pandemic situation to more practical advice based on current knowledge.
Agreed:

· NEAC will proceed with work on an ethical framework for pandemic planning.  This will include both issues of principle and process.

· At this stage, a broad ethical framework is planned, rather than a more limited ‘prioritisation framework’.
· NEAC will report on its work to the Minister, and copy Mark Jacobs on such reports.
11. Correspondence

The list of correspondence sent and received was noted.  
HESCs

The Ministry of Health discussion document on Guidelines on using cells from established human embryonic stem cell lines for research was noted and discussed.  It was noted that NEAC has already had significant input to this project by producing a background paper on the Ethics of Human Embryonic Stem Cell Research. 
Agreed – The Secretariat will co-ordinate a submission on the draft guidelines.  Comments are to be received from members before Friday 24 February.
Locality assessment

The Ministry of Health has requested feedback on the operation of locality assessment and seeks a response by 27 February 2006.  
Agreed:
NEAC will respond to the Ministry that it welcomes the opportunity to participate in a follow-up meeting with stakeholders now that the arrangements have had some “field-testing”.  It is considered important to involve a range of organisations with an interest in locality assessment including researchers and locality organisations.

Ethics brochure

The HRC’s letter regarding the development of a brochure provisionally entitled A Guide to Human Subjects Ethics Committees in New Zealand was noted.  

Agreed – NEAC’s proposed contribution to the brochure was agreed.  NEAC’s accompanying feedback letter was also agreed, with some minor amendments.  The Secretariat will finalise the letter with the Chair and send to the HRC.
12. Date of the next meeting

Agreed – The next meeting will be held on Tuesday 11 April in Wellington.  Members were also asked to keep Tuesday 14 March free as a possible date for sub-group meetings and/or other catch-ups.

The meeting closed at 4.00pm.

Minutes confirmed as a true and accurate record:

Chair…………………………………………………

Date………………………………………………….

Terry Stacey – brief biographical information

Terry Stacey, trained as Consultant Paediatrician, has worked as a Clinical Scientist and a Professor of Child Health.  In 1992 he became NHS Regional Director of Research & Development for parts of London and South East England. In this role he was responsible for the commissioning of the new system of Multi-centre Research Ethics Committees in England.  In 2000, he was appointed as Director of a new unit sponsored by the Department of Health - the Central Office for Research Ethics Committees (COREC). COREC was charged with providing strong management support for English RECs, and was responsible for leading the implementation of the considerable changes in the REC system required to deliver the challenging new operational standards.  He has been a member of the European Group involved in the drafting of guidelines for RECs concerning the Clinical Trials Directive.  He retired from COREC in April 2005, but continues to write and lecture on policy and operation of research ethics committees. 
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