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National Ethics Advisory Committee meeting minutes
14 June 2016
Present 
Victoria Hinson (Chair)
Julian Crane (from 12.30pm)
Adriana Gunder (QSM)
Maureen Holdaway 
Neil Pickering
Wayne Miles
Kahu McClintock
Liz Richards
Hope Tupara (from 10.00am)
Dana Wensley 

Secretariat in attendance
Beverley Braybrook

Apologies 
Martin Wilkinson
Fiona Imlach

Guests in attendance 
Hon Peter Dunne, Associate Minister of Health (10:30 – 11:15m)
Adrian Portis, Private Secretary, Office of Hon Peter Dunne (10:30 – 11:15am)
James Caldwell, Senior Policy Analyst, Ministry of Health (1.00 to 1.50pm)
Sheila Swan, Principal Policy Analyst, Ministry of Health (1.00 to 1.50pm)
Philippa Bascand, Manager Ethics, Ministry of Health (1.50 to 2.20pm)

Welcome 

1. The Chair welcomed members to the meeting.



Member declaration of interests 

2. Adriana Gunder noted that she had been appointed to the Medical Sciences Council. 
Matters arising

3. Members noted that:
· Hui Whakapiripiri had been postponed and an alternative process will be needed to consult with Māori researchers on incorporating Māori ethical concepts into the new ethical guidelines for research
· NEAC’s dementia advice was provided to the Minister on 16 May 2016
· the proposed work with Alzheimers New Zealand on guidance for families has been delayed due to resourcing constraints. 
Upcoming events
4. The Committee discussed upcoming conferences and events and agreed:  
· Maureen Holdaway, Kahu McClintock and Hope Tupara will put forward a proposal for a workshop seeking feedback on incorporating Māori ethical concepts into NEAC’s new guidelines at Ngā Pae o te Māramatanga Conference, Auckland, 15-18 November 2016.
· Wayne Miles will attend the New Zealand Association of Clinical Research 12th Conference, Auckland, 18-19 August 2016. 
5. The Committee discussed the information on the 2017 AUT Ethics Conference and agreed that NEAC could usefully discuss its work on cross-sectoral ethics arrangements and the new ethical guidelines for research. 
6. Julian Crane reported back on the Omics-based technologies: Social and Cultural Workshop that he attended on 26 May. Omics-based technologies (including genomic, genetic and epigenetic based technologies) are going to have a significant impact on clinical practice. The Ministry of Health is developing a framework to guide the introduction of these technologies. The detailed work on the framework will be undertaken later this year.  
7. Adriana Gunder reported back on the Conversation: Supported Decision-Making Hui she attended on 20-21 April. Adriana noted that the Hui focused on Article 12: Equal recognition before the law of the United Nations Convention on the Rights of Persons with Disabilities. There was discussion about good examples of supported decision-making and useful tools (eg, talking mats). Adriana noted that the Hui was focused on people with learning disabilities; there was very little on people with dementia and Enduring Power of Attorney. 


Actions
· Secretariat to talk to organisers of Ngā Pae o te Māramatanga about the possibility of holding a workshop on Māori ethical concepts and NEAC’s new guidelines.
· Secretariat to discuss NEAC’s involvement at the 2017 AUT Ethics Conference with Martin Tolich. 
Guidelines Review
8. Members discussed and provided feedback on two Chapter 5 sections of the new guidelines: intervention research; and use of human tissue and biobanking. 
Intervention research
Significant risk of harm
9. One member noted the use of the term ‘significant risk of harm’ and questioned whether this term needed to be defined. The member noted that ‘serious adverse event’ was defined later in the section and there was a question about the relationship between the two terms. 
10. One member suggested that for most interventions there is a risk of harm, but there can be a significant risk of harm if there is no intervention. Sometimes it is not known whether an intervention is good or bad. It is therefore important to have independent monitoring of intervention research.
11. The Committee agreed that further work was required to tighten the definitions around harm. 
Equipoise standard
12. The Committee agreed that equipoise should be considered as a starting point for the design of intervention research. 
Deception and concealment
13. Members discussed the section that provides guidance on the use of deception and concealment. 
· There are negative connotations with the term ‘deception’. The guidelines need to clearly distinguish between deception and concealment. It could be helpful to explain when deception might be used. 
· There is a question about whether blinding is an example of concealment as participants in such research are usually advised that they won’t be told what group they have been assigned to. The critical thing is how much information is provided to participants about the process for allocating to different intervention groups. 
· There needs to be an absolute justification for the use of a placebo. This relates to the equipoise standard – what is it about interventions that we do not know?  Is it whether an intervention is better than a placebo or better than current treatment?  Sometimes it can be difficult to get approval of research that assesses the effectiveness of an established treatment. 
· The Committee agreed that feedback on deception and concealment could be sought from peer reviewers and during the consultation process. 
Disability research
14. The Committee agreed that it was important to capture the diverse range of intervention research across the health and disability sector, including research on improving wellbeing or quality of life. 
Purpose of guidelines
15. Members agreed that the primary audience for the guidelines are researchers. The guidelines should also serve to give the public confidence in research undertaken in New Zealand. The guidelines will not contain procedural guidance for ethics committees. However, it is expected that ethics review committees will refer to the standards in NEAC’s guidelines and play a role in ensuring that that there is sufficient justification for any exceptions to the standards.
16. Members noted that the guidelines need to be applicable to the wide range of health and disability research including developments in research methods and emerging technologies. As such, it is not possible to provide guidance on every possible research scenario. This needs to be balanced with the need to highlight particular issues for different types of research such as research involving children. 
17. The Committee’s agreed approach is to clearly set out the mandatory standards, with advice on how to apply and interpret the standard. The guidelines will include links to additional resources and examples of best practice research. 
Use of human tissue and biobanking
18. Members noted the issues raised by biobanking experts during the teleconferences with NEAC’s subproject group. Issues included the importance of good governance and a process for managing incidental findings. Members also noted the prevalence of small, informal collections of human tissue that are not considered by researchers to be ‘biobanks’. 
19. Members talked about examples of best practice research involving human tissue and suggested that the guidelines set out the principles underpinning such research (for example, openness, transparency and trust). Members identified other researchers that it would be useful to get feedback from. 
20. Members also talked about recognising the impact that publication of results could have on particular population groups. It was suggested that the section on human tissue and biobanking include a link back to Chapter 4: Communicating research results. 
21. Members noted that the content relating to ‘future unspecified use’ of human tissue could equally apply to use of health information. There is a question about what is meaningful consent given the uncertainty about future uses. Governance arrangements are therefore critical. 
22. Members noted that it could take some time for governance arrangements to be set up for all existing tissue collections and transition arrangements would be needed. 
Actions
· Members to provide the Secretariat with any further comments on the three sections of Chapter 5: intervention research; use of health information; and use of human tissue and biobanking. The Subcommittee will discuss this feedback at its next teleconference.
Visit from Hon Peter Dunne, Associate Minister of Health
23. Hon Peter Dunne, the Minister responsible for NEAC, attended the meeting.  The Minister noted NEAC’s recent advice on dementia and said that he had asked the Ministry of Health for advice on this report. 
24. The Minister talked about the Ministry’s work on increasing deceased organ donation and asked how it relates to NEAC’s planned work on organ transplantation. Members explained that their work focuses on the allocation of organs and the next step is to review the Australian ethical guidelines for organ transplantation from deceased organ donors. 
25. Members answered the Minister’s questions about NEAC’s review of its ethical guidelines for research. 
New therapeutic products regime
26. James Caldwell, Senior Policy Analyst and Sheila Swan, Principal Policy Analyst, Ministry of Health talked about the new therapeutic products regime. They noted that the new regime would:
· regulate all therapeutic products including medical devices and cell and tissue products
· regulate therapeutic products across their lifespan, not just after they come onto the market
· give the regulator the necessary powers to enable it to set requirements, approve trials, change conditions, access information, inspect, audit and to take action to ensure safety (including revoking approval)
· respond to the needs of the health and disability system including, for example, future developments in prescribing rights
· provide for high quality, efficient regulation
· take into account international standards and align with regulation in other jurisdictions when appropriate
· comprise three levels – legislation, regulation and regulator-made instruments such as guidance
· balance flexibility with accountability. 
27. James and Sheila discussed the benefits of clinical trials in New Zealand – there are benefits for participants, they help to attract and retain clinicians, and they can lead to investment. It was important to retain New Zealand’s global competitiveness as a destination for clinical trials and appropriately risk-calibrated regulation around safety could enhance the attractiveness of New Zealand as a place to undertake clinical trials. 
28. James and Sheila talked about the need to provide clarity over the distinction between a clinical trial and innovative clinical practice. There is also an opportunity to improve processes for applicants by streamlining regulatory and ethical applications and approvals for clinical trials. 
29. Members asked questions about:
· the reliance on international standards and recognition of regulatory decisions in other jurisdictions – it was noted that New Zealand may not have the expertise to fully assess some top end products
· the regulation of natural health products – this is a separate piece of legislation
· distinguishing between innovative clinical practice and investigational research
· aligning scientific and ethical review – scientific merit and validity are important elements of ethically sound research; members continue to be concerned about the limited role that Health and Disability Ethics Committees play in assessing the scientific merit and validity of proposed studies
· ethical approval for medical devices
· work on regulation of prescribing and dispensing. 
30. James and Sheila noted that the next stage of the Ministry’s work involves developing and consulting on an exposure draft Bill and detailed description of the rest of the regime.
Actions
· The Ministry will provide a copy of the consultation document on options for regulation of prescribing and dispensing that was provided to relevant groups in December 2015. 
Philippa Bascand, Manager Ethics, Ministry of Health
31. Philippa provided an update on appointments for Health and Disability Ethics Committees (HDECs) and training for members. Philippa noted that the HDEC Secretariat were meeting with ESR (the Institute of Environmental Science and Research), Malaghan Institute of Medical Research and Gillies McIndoe Research Institute. The Secretariat was also liaising with Māui Hudson on his proposed guidelines for biobanking and genomic research (Te Mata Ira). 
32. Maureen Holdaway clarified the status of Māui’s work. While this work had received HRC funding, the guidelines had not been approved by the HRC. Maureen also noted that the HRC would be reviewing Te Ara Tika shortly.  
33. Philippa talked about the HDEC Chairs feedback on an early draft of Chapters 1-4 of NEAC’s new ethical guidelines for research. HDEC Chairs are looking for more guidance and considered that the draft guidelines did not have sufficient detail to be helpful. The HDEC Chairs will be providing written feedback by 17 June 2016. 
34. Philippa provided an update on the implementation of the guidance for researchers on the expected standard for applications on the impact of health and disability research on Māori. The guidance has been well received and there has been a notable improvement in the quality of applications. HDECs are expected to start declining applications for non-compliance soon. 
35. The HDEC Secretariat has instituted a process for chasing up overdue annual progress reports since 2012. This is a big job involving some 1200 reports over the three years. 
Shared electronic space for NEAC documents
36. Members noted that the Ministry of Health’s IT team has recommended that NEAC uses Lotus Quickr as its shared document electronic space. 
Action
· Secretariat to arrange a five month trial with Lotus Quickr to assess whether it meets the Committee’s requirements.
Correspondence
37. Members noted the correspondence sent by the Secretariat on behalf of the Committee and the correspondence received by NEAC. 


Chair’s report 
38. The Committee noted the update from the Chair on her meeting with Hamiora Bowkett, Chief Strategy and Policy Officer about Secretariat resourcing in light of the resignations of two Secretariat staff. Members noted the changes to timeframes for NEAC’s projects to account for reduced Secretariat resource. 
39. The Committee agreed that it was important to know what the funding budget and Secretariat staffing is for 2016/17. The Committee will then be able to be clear about what it can do given available resource and inform stakeholders as appropriate. 
40. Members noted that NEAC’s 2015 Annual Report is now available on NEAC’s website. They also noted the progress with appointing a NEAC member with expertise in ethics, and media interest in NEAC’s advice on compensation for injury in clinical trials. Members noted the proposed process for developing a submission on the New Zealand Health Research Strategy. 
41. The Chair talked about the reasons behind her decision to resign. She will continue to serve as Chair until a replacement is appointed. 
Action
· Secretariat to organise a teleconference to discuss the New Zealand Health Strategy with interested members. A draft submission will then be sent to all members for feedback. 
Secretariat report
42. Members noted the update on Secretariat activities including attendance at a Health Research Strategy workshop with government agencies. 
Minutes of 5 April 2016 meeting
43. The minutes for NEAC’s 5 April 2016 meeting were confirmed as a true and accurate record of the discussion and approved for publication on NEAC’s website.
Next NEAC meeting 
44. The next NEAC meeting will be held on 2 August 2016.

Minutes confirmed as a true and accurate record.
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Chair	
Date: 2 August 2016
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