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National Ethics Advisory Committee
Kahui Matatika o te Motu




National Ethics Advisory Committee meeting minutes

19 April 2012

Present 

Victoria Hinson, Chair (until 2.15 pm)
Robin Olds, Deputy Chair

Lorna Dyall

Adriana Gunder 

Andrew Hall 

John McCall

Diana Sarfati 

Martin Wilkinson 

Apologies

Robert Logan 

Fa’afetai Sopoaga 

Jacob Te Kurapa 

Secretariat in attendance

Helen Colebrook (until 12.00 pm)

Olivia Stapleton 

Guests 

Tony Hassed, Director, BoardSense (12.45 – 1.45 pm)

Welcome 

1. The Chair welcomed members to the meeting.  
2. No conflicts of interest were declared by members. 
Matters arising 
3. Members noted that the Ministry of Health had provided the Committee with a final draft of the Standard Operating Procedures (SOPs) for Health and Disability Ethics Committee (HDECs).  It was noted that several of NEAC’s concerns had been addressed by the Ministry in the revised draft, including:

· provision that each of the four new HDECs be required to have at least two members with experience in intervention studies

· that a lay Chair of an HDEC seek advice from a non-lay member for the expedited review of an application for an intervention study

· clarifying the scope of HDEC review 
· that HDECs can suggest to researchers that additional peer review be carried out if they believe the peer review is not sufficiently robust or that the study may not be scientifically robust, and may indicate to researchers any concerns they might have about the study’s design. 

4. Members noted that there was a further limited opportunity to provide comment to the Ministry on the final draft SOPs.  In providing further comment, members agreed to highlight concern about the lack of monitoring of suspected unexpected serious adverse reactions that arise during domestic intervention studies where there are no arrangements with a Data Monitoring Committee. 

5. Members also recommended that the data monitoring arrangements for studies be measured as part of the Ministry’s programme to monitor the impact of changes to HDECs. 
Actions:

· Secretariat to circulate the final draft SOPs to all members for comment. 

· Member comments to be coordinated by the Secretariat, in conjunction with the Chair and John McCall, and forwarded to the Ministry. 

Intervention studies guidelines 

6. The Committee reviewed the revised draft Intervention Studies Guidelines, which have been updated to ensure that they have no gaps or overlap with the Ministry’s draft SOPs.  It was noted that the update will not fundamentally change the existing NEAC ethical standards in the guidelines. 
7. In reviewing the draft, members agreed that the guidelines should:

· make reference to other national guidance, including both HRC and NEAC Māori research ethics guidance  
· include reference to psychological as well physical harm in the description of potential harms to research participants

· revise the section on vulnerable people to more broadly capture people who lack capacity, people whose freedom might be compromised, and those with special susceptibility to harm
· retain the appendices containing material about researching with specific categories of vulnerable people originally from the appendices to the Operational Standard for HDECs
· retain the guidance on study locality

· remove the guidance on compensation for injury. 

Actions:

· Secretariat to prepare a final draft of the guideline, in conjunction with the subcommittee, for targeted consultation. 

· Secretariat to revise the observational studies guidelines for consideration by the Committee at the May teleconference.  
Draft HRC guideline on research peer review 

8. The Committee commented on the HRC’s revised draft paper about meeting the requirement of HDECs for assurance of scientific validity of research through peer review. 

9. It was noted that the guidance was limited in that it must reflect the requirements of peer review as set out in the SOPs for HDECs and that there was uncertainty about how the guidance might be operationalised by researchers.  However, members reiterated that it was helpful to define peer review and to establish standards to help guide good conduct in peer review. 
10. Members suggested the draft guidance: 

· include advice on both the external validity of a study, such as its generalisability and merit, and its internal validity eg the methodological rigour of the study 
· broaden the description of conflicts of interest  

· Make clear that the extent of peer review should be commensurate to the potential risks posed by the study. 
11. HRC will be seeking feedback from the HRC Ethics Committee shortly before the guideline undergoes a process of peer review. 

12. Members agreed that the guideline be appended to NEAC’s revised intervention and observational studies guidelines in order to help minimise the number of guidance documents aimed at researchers. 
Actions:

· HRC to update the draft paper to reflect NEAC’s comments. 

NEAC 2012 work programme 

13. NEAC considered plans for its 2012 work programme, which must be agreed in advance with the Minister. 
14. The Committee confirmed its commitment to complete existing projects, including publishing the Māori research ethics paper, publishing the revised intervention and observational studies guidelines, and to complete projects on advance care planning and harm and industrial action. 
15. Members agreed to contribute to the development of the Ministry of Health’s programme to monitor the impact of changes to HDECs.  It was felt that NEAC would add value working in an advisory capacity as the Ministry develops the monitoring programme and to maintain a watching brief as the programme is implemented, with a view to informing a review of the system in 2014.  John McCall and Robin Olds volunteered to be part of a subcommittee for this piece of work. 
16. The Committee also agreed that the Secretariat scope a project exploring the current research ethics governance arrangements for health and disability research and related activity in New Zealand, and to review links to existing work in this area. 
17. The Committee noted that members will be asked to discuss NEAC’s future work programme later in 2012. 

Actions: 

· Secretariat to seek the Minister’s approval for NEAC’s 2012 work programme. 
Harm and industrial action 

18. It was noted that meetings have been arranged with the New Zealand Nurses Organisation, Nursing Council of New Zealand, Association of Salaried Medical Specialists and the Clinical Physiologists Registration Board.  These meetings will take place in late April and will be attended by Dr Matthew Reid, the Chair and subcommittee members Lorna Dyall and Martin Wilkinson.  Adriana Gunder volunteered to attend the meeting with the Public Service Association and Service and Food Workers Union on 3 May 2012. 

19. It was noted that members will be asked to make decisions at the June NEAC meeting about what further consultation NEAC wishes to pursue, if any, with additional stakeholders and the output for the project.  
NEAC media and confidentiality policy 

20. NEAC discussed individual members’ duties in relation to committee information management and on responding to the media, with a view to developing an agreed policy on these issues.  The discussion was facilitated by Tony Hassed. 

21. Members agreed to the following:  
General meeting discussions 

· Meetings, including agenda material and draft minutes, are confidential.
· Key discussion points in meetings are recorded in the meeting minutes. 

· Members should be familiar with the information that is publically available about NEAC’s work in order to be clear about what matters are permitted to be discussed with people that are not committee members.
· A member may communicate general meeting discussions with other NEAC members that were not present during at the meeting.  
‘In committee’ discussions

· At no time will a member discuss the conduct or performance of another member who is not present at the ‘in committee’ session.
· A record of ‘in committee’ discussions should be kept in the Chair’s notes. 

· ‘In committee’ discussions can be communicated with other members that were not present during the ‘in committee’ session.  This can either be done formally by the Chair or informally by another member.  
Media policy 

· A member has the right to comment to the media on any matter in their professional capacity, as long as they do not attribute the comment to NEAC or imply that they are speaking on behalf of NEAC. 
· If a member is forewarned of being asked to comment to the media, they should advise NEAC accordingly.  If a member is not forewarned, they should advise the Chair immediately after making comment to the media. 
Actions: 

· Secretariat to draft a formal policy on members’ duties in relation to confidentiality and responding to the media for incorporation into NEAC’s terms of reference and the Members’ Guide. 

Māori research ethics 

22. Members reviewed NEAC’s draft resource document ‘Māori research ethics: An overview’ and noted the extensive background to the project and the process to develop the document. 
23. Members agreed that the document was a useful resource and should be made publically available on NEAC’s website. But before publication sections of the document need to be updated to reflect the forthcoming changes to HDECs and up to date references need to be incorporated.  It was agreed that the foreword be ‘signed off’ by the NEAC Chair.
Actions: 

· Members to identify potential contractors that could be approached to update the references in the document, and the Secretariat to make the appropriate contractual arrangements.

· Secretariat, in consultation with the Chair and Deputy Chair, to update and finalise the remainder of the document before seeking approval from the Minister to make this work publically available. 

Advance care planning 

24. The subcommittee for the advance care planning project presented recommendations for the target audience and scope of NEAC’s work in this area. 

25. The Committee agreed that NEAC’s advice on advance care planning be directed at a range of health professionals working in different health care settings.  Members also agreed the advice focus on the ethical dilemmas that arise when healthcare professionals use advance care plans and advance directives to inform decisions made on behalf of adults that lack capacity. NEAC’s advice would not address the ethical issues relevant to advance care planning for children, nor would it address the legality or ethics of assisted dying. 
26. Members agreed that the subcommittee develop a ‘medium-size’ consultation plan for engaging health professionals, members of the public and key representative organisations.  It was noted that although a health professional was not represented on NEAC’s subcommittee it would be sufficient to obtain the required expertise by engaging with health professionals as part of the consultation.  
Actions:

· Subcommittee to develop a project plan detailing consultation and engagement work for the advance care planning project.  

Chair and Member’s Reports

27. The Deputy Chair, on behalf of the Chair, discussed the items in the Chair’s report.  A copy of the NEAC’s Annual Report for 2010 was presented to members and it was noted that the Report will be tabled by the Minister in the House of Representatives in early May. 

28. Members noted the Secretariats’ report from their attendance at the Annual Medical Law Conference held in Wellington on 26 – 27 March. 
Correspondence 

29. Members noted the following correspondence:

· the Committee report to the Minister of Health seeking approval to delete reference to the Sub-Committee on Appeals from NEAC’s terms of reference, and 
· the briefing report to the Minister ahead of the meeting with the Chair and Deputy Chair on 28 March 2012. 

30. Members considered correspondence received and agreed formal responses from the Chair. 

Actions:

· Secretariat to finalise correspondence and seek Chair approval. 
Minutes of meeting of 14 February 2012
31. The minutes of the meeting of 14 February 2012 were confirmed as a true and accurate record of the meeting. 
32. Minutes of teleconference of 8 March 2012
33. The minutes of the teleconference of 8 March 2012 were confirmed as a true and accurate record of the meeting. 

Next NEAC meeting 

34. The date of the next NEAC teleconference is 10 May 2012, where members will be asked to approve the revised draft Observational Studies Guidelines for targeted consultation. 

35. Members agreed that all future NEAC teleconferences will take place at 3.15 – 5.15 pm. 
Minutes confirmed as a true and accurate record.

Chair: 
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