National Advisory Committee on Health and Disability Support Services Ethics (NEAC)
Confirmed minutes of the Tenth Meeting held on 11 and 12 August 2003 at the Ministry of Health, Wellington

Present:

Andrew Moore (Chair) 

Michael Ardagh 

Dale Bramley 

Anne Bray (12 August) 

Fiona Cram 

Donald Evans 

Allison Kirkman 

Charlotte Paul 

Neil Pearce 

Martin Sullivan 

Mele Tuilotolava 

In attendance:

Barbara Burt, NEAC Secretariat, Ministry of Health 

Elizabeth Fenton, NEAC Secretariat, Ministry of Health 

Mary-Jane Rivers, Contractor (secretariat enhancement) for review project 

Kath Boswell, Contractor (secretariat enhancement) for review project 

Apologies:

Philippa Cunningham 

Papers tabled:

Minutes of the NEAC teleconference, 8 July 2003 

Email to Andrew Moore from Sir Paul Reeves, 27 July 2003 

Letter from Andrew Moore to Bruce Scoggins, 11 August 

Email from Andrew Moore to Bruce Scoggins, 8 August 

Crown Law Office advice on second opinion and appeal processes 6 August 2003 

Ministry of Health comments on the review of the Patents Act 

Member reports from the Australasian Bioethics Association Conference from Allison Kirkman and Charlotte Paul 

Letter from Andrew Moore to Donald Evans, 16 April 2003 

Email from Andrew Moore to Craig Neil, 11 August 2003 

Chair's report 

Overheads for presentation on questionnaire analysis 

Email from Andrew Moore to Gillian Durham and John Hobbs, 11 August 2003 

Agenda Item 1: Welcome and Introductions

The meeting opened at 2.00pm on August 11 with Andrew Moore welcoming members and introducing the agenda and objectives for the meeting.  The committee expressed its best wishes to Rebecca O'Connell who will return to NEAC in a few months, and to Dale Bramley, who will shortly leave for the United States on a Harkness Fellowship. 

Agenda Item 2: Confirmation of the Minutes of the Meeting of 10 June 2003 and Minutes of the teleconference of 8 July 2003

The minutes of the meeting of 10 June 2003 were confirmed subject to minor corrections.  The minutes of the teleconference of 8 July 2003 were confirmed. 

Agenda Item 3: Matters arising from the Minutes

Meningoccocal vaccine strategy

The secretariat presented information obtained from Dr. Jane O'Hallahan (Ministry of Health) concerning the consideration of ethical issues in the development of the meningicoccal vaccine strategy.  

Agreed:
The secretariat will follow up with Charlotte Paul and Dale Bramley on  any specific ethical issues of concern. 

A reply from Dr. O'Hallahan on how these issues have been addressed will be obtained for the September NEAC meeting. 

Response to Canterbury Regional Ethics Committee

The committee discussed possible options for NEAC to deliver the actions as agreed in the letter to the Canterbury Ethics Committee of 16 June 2003, in response to concerns raised by surgeons at Christchurch Hospital regarding the implementation of the booking system policy for elective surgery. 

One option discussed is for NEAC to seek comment from the Ministry of Health on the evidence cited by the surgeons, and then to seek independent comment on the Ministry's comment.  A second option is to seek both comment from the Ministry and independent comment on the same body of evidence immediately. 

Andrew confirmed that the Canterbury Ethics Committee had given verbal permission for their letter and the surgeons' letter to be released to the Minister of Health and officials in the Clinical Services Directorate of the Ministry of Health. 

Michael Ardagh stated to the Committee his status as an employee of the Canterbury DHB, and noted that this may limit his involvement in further work in this area.

Agreed:

The secretariat will obtain any relevant material from the Ministry of Health, and will ask the Ministry for comment on the literature cited by the surgeons and other relevant material. 

NEAC will seek independent comment on all relevant material.  The committee will explore further possible individuals or groups to carry out this work.

NEAC conference attendance policy

Work on NEAC's conference attendance policy is yet to be completed.  

Māori Centre for Research Excellence: Indigenous ethics conference 2004

Andrew is to discuss with Fiona Cram possibilities for NEAC involvement in this proposed conference. 

Agenda Item 4: Budget  

A financial summary for the year ended 30 June 2003, and draft budgets for the 03/04 and 04/05 financial years, were presented to the Committee. 

It was noted that overhead charges were not made by the Ministry of Health in the 2002/2003 financial year and will now not be charged retrospectively. 

Available funds for the 2004/2005 financial year will be substantially lower without a carry forward of funds from the 2003/2004 year.  This carry forward may be possible, particularly if funds are committed to a project that is not completed. 

Agenda Item 5: In Committee Session 

There was a brief ‘in committee' session. 

Agenda Item 6: Review Project Overview 

Andrew introduced to the committee Mary-Jane Rivers and Kath Boswell, who are contracted to work with the secretariat to manage the review and assist with questionnaire analysis, interviews, and report writing. 

Allison Kirkman described work done by the review project subgroup to date, noting that there is overlap between the different stages of the review.  The information gathering stage is currently being completed with the analysis of questionnaires by Kath Boswell and interviews being conducted by Mary-Jane Rivers.   

Questionnaire analysis

Kath Boswell described the process for inputting and analysing the responses to regional ethics committee member and researcher questionnaires.  The aim of the questionnaires is to obtain from these stakeholder groups an understanding of the range of ideas and perceptions about the current system of ethical review. 

Kath presented the preliminary analysis of responses to several key questions: Question 12: General comments; Question 10: Second opinions and complaints; Question 11: Māori responsiveness. 

Information from questionnaire responses will be fed into the options paper to be drafted for the September NEAC meeting.  NEAC members will continue to see collated comments from the questionnaire responses, without any information that could identify respondents.  Committee members will not see any completed questionnaires.  

Interviews

Mary-Jane Rivers reported on the interviews carried out to date, and the current list of people yet to be interviewed.  Some of the themes of comments include: 

· The need for consideration of broader human ethics issues 

· The need for education to internalise ethical thinking in addition to improving current systems 

· The need for more dialogue between committees and familiarity with other work areas 

· Concern about previous reviews that have been conducted 

· General support for NEAC's processes in its current review. 

Next stages
The next stage of the review project is to develop the options paper and to organise cross-sectoral workshops.  The purpose of the workshops will be to gather different groups together and obtain comment on options developed.  

Agreed:

Participants for the workshops will be selected with the input of NEAC members.  A teleconference may be scheduled prior to the September meeting to finalise the list of participants 

Any ideas regarding the design of workshops or participants are to be sent to Allison or other subgroup members. 

Agenda Item 7: Relationships with other Ethics Public Bodies 

Andrew Moore reported on concerns he has regarding overlaps between the work of NEAC and the work of the Health Research Council, and problems with the process by which NEAC is kept up to date with HRC activities. 

Andrew reported these concerns by email on 29 July 2003 to Gillian Durham and John Hobbs in the Sector Policy Directorate of the Ministry of Health, and had a follow-up discussion on these matters with Gillian and John.  A meeting has been scheduled for Tuesday 12 August with Andrew, Bruce Scoggins (CEO of HRC) and Gillian Durham. 

Andrew reported on a phone call he had had with Bruce Scoggins on Thursday 7 August in which Bruce expressed concerns about the extent to which NEAC has consulted the HRC on matters relating to its work on second opinion and appeal processes. 

Donald Evans reported in his capacity as a member of the HRC Ethics Committee that he has no knowledge of any HRC review in 2003 of its “Privacy Guidance Notes”. 

Agreed:

There is room for collaboration between NEAC and the HRC on the Operational Standard and the HRC Guidelines.  The HRC needs to inform NEAC about its priorities and timing for such projects. 

NEAC should in general proceed in its relationship with the HRC with an attitude of collaboration. 

Agenda Item 8: Consideration of Draft Paper on National/Multi-Centre Research

Michael Ardagh introduced the draft paper on the review of national and multi-centre research, noting that the purpose of the paper is to contribute to the options paper for wider consultation. 

The committee discussed several challenging issues around differences between policy and practice, in relation to the definition of multi-centre studies and the nature of the decisions made by ethics committees (one single decision or multiple decisions). 

Suggestions were made to modify the draft in several areas: noting that some regional committees would have a very low workload  under the proposed alternative system; expanding the discussion of levels of regional involvement to include partly centralised studies; altering the tone of the introduction to include more positive information about the current system; adding a discussion of the way in which the proposed national committee could address locality issues. 

Agreed:
The secretariat will revise the document in the light of the discussion. 

The revised draft will be circulated to the subgroup for comment. 

The subgroup will meet or teleconference to discuss the draft. 

An agreed draft will be worked into the draft options paper for the September meeting. 

Agenda Item 9: Further Development of Criteria for Ethical Review System

The draft criteria and principles document developed from the session facilitated by Graeme Nahkies in the December NEAC meeting was presented.  The revised document will be used to inform the options paper. 

Committee members discussed the current draft and made suggestions for revision.  

Agreed:

The draft will be revised in the light of discussion and sent out for comment to relevant stakeholders, in particular the REC Chairs group meeting on 21 and 22 August. 

The table will contain two columns, with the final list of criteria consisting of the following: enabling, informed, transparent, efficient, responsive to Maori, accountable. 

The draft will make clear which items do not clearly fit into a criterion. 

Agenda Item 10: Chair's Report and Members' Reports

A Chair's report was tabled at the beginning of the meeting.  Andrew introduced an issue concerning Donald Evans' paper ‘The New Zealand System of Ethical Review of Multi-Centre Research', published electronically by the Health Research Council in August 2002. 

It was agreed that following brief comment from Donald and Andrew both members would leave the meeting during the committee's discussion of this issue. 

Andrew expressed concern that were a disclaimer not added to the paper NEAC would be vulnerable to accusations of having decided on one option prematurely.  

Don explained that the work for the paper was substantially completed prior to NEAC's first meeting, and that he has published widely in New Zealand and elsewhere on this issue. 

Allison Kirkman (NEAC Deputy-Chair) chaired the session following Andrew's departure and the following two decisions were made.   

Agreed:

Situations where there is a possible perception of conflict of interest should be identified and discussed with the full committee as early as possible 

NEAC welcomes the electronic publication by the Health Research Council of Donald Evan's paper “The New Zealand System of Ethical Review of Multi-Centre Research”.  NEAC also requests of Donald that he add to this paper an acknowledgement of his NEAC membership and a disclaimer of any necessary connection between his findings and conclusions and the views of NEAC. 

Donald reported that he will be pleased to add this disclaimer to the paper 

Agenda Item 11: Update

Andrew provided an update on his discussions with Bruce Scoggins and Gillian Durham at the Ministry of Health.  The following agreements were reported:  

The HRC will give NEAC adequate notice of its activities that could possibly overlap with NEAC activities or interests. 

The HRC will not further review its Guidelines on Ethics in Health Research until NEAC has completed its forthcoming review of the Operational Standard,  and will not  review its Privacy Guidance Notes in 2003. 

The HRC is eager to see NEAC work on its current review as soon as it becomes available; in particular, the draft options paper, and work concerning second opinion and appeal processes, and NEAC's overall plan for its review. 

Efforts will be made generally to improve communication between  NEAC and the HRC. 

Innovative Practice Workshop
This workshop was scheduled for 29 August 2003, and is now postponed until October or November 2003.  Donald Evans and Andrew Moore are both to be involved in the workshop. 

The committee discussed NEAC's interest and possible involvement in this workshop. 

Agreed:

Andrew Moore will express on NEAC's behalf support for the workshop, subject to a broadening of the discussion on a regulatory framework for New Zealand, and changes to the workshop flyer. 

Agenda Item 12: Update on Second Opinion/Appeal Processes Project

A copy of the Crown Law Office advice on second opinion and appeal processes was tabled at the beginning of the meeting.  An email response to the advice from Philippa Cunningham was distributed. 

The committee discussed the content of the advice, and the process for working with the Crown Law Office advice. 

Agreed:
The committee needs to follow up the advice with a paper reflecting on how both the current system and the proposed national committee system would operate with the addition of an appeal process.  

The secretariat will do initial work in this area, with a view to contributing to the draft options paper. 

The CLO advice could be attached to the options paper as an appendix. 

Agenda Item 13: Consultation list for Observational Studies Guidelines and Consideration of Draft Paper on Parameters of Ethical Review of Observational Studies

Suggested additions to the consultation list for the Observational Studies Guidelines were passed on to the secretariat. 

The committee discussed the draft paper on Parameters of Ethical Review of Observational Studies, focusing particularly on considerations of lawfulness, scientific review, the importance of the Health and Disability Commissioner's Code of Health and Disability Services Consumers' Rights, and the research/audit distinction. 

Agreed:
Charlotte will make revisions to the document, with input from Martin Sullivan and Neil Pearce.  

The Parameters document will be included in material for the cross-sectoral workshops. 

Agenda Item 14: Resourcing Māori Framework Project

A draft plan for work in developing a Māori framework for ethical review was agreed to at the June 2003 NEAC meeting.  

To advance this work further, resources need to be added to the secretariat in the form of a 3-4 month secondment, to work on a review of international literature on indigenous ethical frameworks, and to gather information from Section 14 pages of applications for ethical review. 

Agreed:

Fiona and Andrew will commence the process to seeking this added resource for the secretariat 

Any interviews will be carried out by Andrew, Fiona, and a representative from the Ministry of Health. 

Agenda Item 15: Consideration of Draft Literature Review

The purpose of the literature review is to provide background information for the committee to inform and stimulate discussion on relevant matters to NEAC's current review. 

The committee discussed whether this work could be posted on the website as a literature scan or annotative bibliography.  The paper needs to note when the current multi-centre processes were introduced in New Zealand and the United Kingdom, as some of the literature that discusses issues relating to multi-centre review was published prior to the establishment of the respective systems. 

Agreed:

Members with specific comments relating to the work are to provide feedback to Elizabeth. 

Agenda Item 16: Correspondence

Letter to Bruce Scoggins regarding the proposed brochure on ethics committees in New Zealand

Andrew reported on his response to Bruce Scoggins, noting his concern that the brochure needs further consideration. 

Agreed:

The brochure is a good idea in principle, but must at this stage be limited to formally published material about each of the committees, and should at this stage be limited to national committees. 

Correspondence with the Office of the Auditor-General

Andrew noted that in conversations with the Office of the Auditor-General, which is currently examining the state of implementation of the Gisborne Inquiry Report recommendations. Andrew reported that he had responded to a question concerning the implementation of recommendation 11.20 of the Gisborne Inquiry Report, that, in his view, this recommendation had not been fully implemented by the Ministry of Health. 

Agreed:

Copies of Euphemia McGoogan's most recent report on the implementation of the Gisborne Inquiry recommendations will be included in the September meeting papers. 

Agenda Item 17: Plan for NEAC September meeting

NEAC has three one-day meetings remaining before it reports to the Minister.  It is envisaged that the November meeting will consist of finalising and signing off on NEAC's advice. 

Work is to continue in subgroups for separate projects.   This work will be amalgamated into the draft options paper, which will be presented to NEAC at the September meeting.  Consideration of this work will be the main focus of the September meeting.  This paper will then be circulated for written comments and also be discussed at the cross-sectoral workshops.   This feedback will be considered when developing NEAC's advice to the Minister of Health. 

Agreed:

Planning for cross-sectoral workshops will continue in the review project subgroup, meeting on 19 August. 

The meeting closed at 4pm August 12. 

Minutes confirmed as a true and accurate record: 

……………………………………………………………Chair 

……………………………………………………………Date

