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National Ethics Advisory Committee meeting minutes
2 August 2016
Present 
Victoria Hinson (Chair)
Julian Crane
Adriana Gunder (QSM)
Maureen Holdaway 
Fiona Imlach
Wayne Miles
Kahu McClintock
Neil Pickering
Liz Richards
Hope Tupara
Dana Wensley 

Secretariat in attendance
Beverley Braybrook

Apologies 
Monique Jonas

Guests in attendance 
Philippa Bascand, Manager Ethics, Ministry of Health (1.45 to 2.15pm)

Welcome 

1. The Chair welcomed members to the meeting.

Member declaration of interests 

2. No interests were declared by members. Members requested that the record of all current declarations of interests is included with the meeting papers. 


Upcoming events
3. The Committee discussed the Bioethics and Health Law in the Information Age conference on 27-28 January 2017. Neil Pickering said that the conference will include training/education sessions as well as plenaries and elective sessions. Members suggested that NEAC members could talk about ethical issues associated with research using big data and ethical issues associated with new technologies, such as the use of locality trackers to enable more independence for people with dementia. 
4. Adriana Gunder and Wayne Miles reported back on the Health Research Strategy meetings that they attended. Issues discussed included:
· lack of reference to the Treaty of Waitangi and ethics
· New Zealanders are not informed about the value of research
· the need to do more to encourage and support young researchers
· research should be an integral part of clinical practice, and relationships encouraged between clinicians and researchers
· recognising that all research needs ethical consideration but only a subset requires ethical review
· balancing the focus on clinical trials with health promotion research
· wide range of research funding bodies.
5. Julian Crane, Liz Richards and Maureen Holdaway reported back on their meeting on 13 July 2016 with Dame Diane Robertson and John Whitehead from the Data Futures Partnership Working Group. The current social licence work is about having a conversation with New Zealanders about the potential value of data use, and to understand feelings and perspectives on data use. 
6. The members who attended the meeting suggested different ways of getting input from New Zealanders. It is important to ensure that all New Zealanders have a say including those who are most vulnerable. Members noted that it was important that New Zealanders have faith in organisations that hold their data and trust the processes for using such data. Members discussed the value of new technology but also some of the risks (eg, unreliability of information, impact on privacy, unequal access). One member noted the opportunity for Māori and iwi organisations to better target community-based services if they had access to government data. 
7. Members discussed the possibility of NEAC commissioning research on new technologies and use of data and agreed to discuss this as part of NEAC’s project review discussion (following appointment of new Chair). 
Actions
· Secretariat to work with Julian Crane, Wayne Miles and Neil Pickering to develop an abstract(s) for the Bioethics and Health Law in the Information Age conference. 
· Secretariat to find out next steps for New Zealand Health Research Strategy. 
· NEAC to discuss possible further work (eg, research project) on new technologies and use of data as part of NEAC’s project review discussion (following appointment of new Chair). 
Guidelines Review
8. Members discussed and provided general feedback on the current draft of the new guidelines. 
· The new guidelines should provide clarity for researchers so they know what is important. 
· There should be a consistent approach across all sections in terms of structure and linking back to principles.
· While the expectation is that researchers will need to do the thinking in terms of what is important for their particular research project, there will be some types of research (eg, with children) where guidance is required.
· It is important to distinguish between the ethical principles and legal requirements:
· NEAC’s guidelines focus on the ethical aspects of research, and while the ethical standards should be consistent with legal requirements, legal requirements are not within scope.
· Researchers are responsible for ensuring they comply with legal and any other regulatory requirements.
· There needs to be more content on research with Māori. 
9. NEAC members asked to see the current version of the new guidelines; it was difficult to identify gaps without seeing the full version. Members also made suggestions about next steps:
· compare content in draft new guidelines with current guidelines to identify any differences, and document any justification for the differences
· identify ways for researchers to peer review drafts of the guidelines
· where appropriate, draw on content in the Australian National Statement on Ethical Conduct in Human Research and the Canadian Tri-council Policy Statement: Ethical Conduct for Research Involving Humans
· develop a bibliography that can be published at the same time as the new guidelines
· work in parallel with the Ministry on the electronic design for the guidelines
· share mock-ups of the guidelines through NEAC’s Quickr site.
10. Members also talked about what needs to be done to get all researchers thinking about how to design and conduct ethical research. 
11. Members agreed that NEAC needs to engage with researchers now so they can start to become familiar with the new approach. Members noted that it would be helpful to develop a summary of the proposed approach for the new guidelines. The summary would highlight significant changes such as incorporating Māori ethical concepts, having one set of guidelines and clearly setting out ethical standards. 
12. Members noted the feedback from the HDEC Chairs on a draft of the first four chapters, and in particular, the legal issues raised and the challenge for HDECs’ current operations (eg, online application process) of moving from two sets of guidelines to one. 
Use of health information
13. Members discussed and provided feedback on the use of health information section of the new guidelines. 
· There is a question about how to define health information. The traditional definition of health information (information about a person’s health and wellbeing) becomes less useful when the determinants of health are included. One could argue that the determinants of health (or other data that is linked to health information) also becomes health information. 
· The section needs to clearly identify the ethical principles and standards. It also needs to show the hierarchy of standards, with the detail coming after the standards. 
· The guidance needs to distinguish between privacy and confidentiality. There are privacy considerations at each stage – collection, use and disposal of health information. 
· Weighing up the public benefit and privacy needs to be carefully discussed. The aim should be to maximise public benefit while protecting the privacy of participants. One way of maximising public benefit is to communicate research findings. 
· The section should include definitions of terms such as de-identification. The discussion about the risk of re-identifying an individual needs to be more helpful – how can this happen, what can be done to minimise the risk, what can be done to protect privacy of individuals. 
· There can be benefits with data linkage and data mining. Data linkage can be a useful way of linking health data with environmental factors such as air quality. Data mining may identify associations or possible associations between factors that were not previously considered. 
· When using existing datasets, it can be difficult to answer questions about processes for obtaining consent etc. For example, data may be extracted from social media and there may be no formal consent processes or uses of the data may be covered in terms and conditions. 
· The section should also discuss the difference between control and ownership of data, and provide guidance on commercialisation of databanks. 
· There needs to be more guidance on dissemination of research findings – both at an individual and group or community level. This might include, for example, what should happen if an illness is identified. 
Treaty of Waitangi
14. Members discussed the draft section about the Treaty of Waitangi and NEAC’s guidelines. Members agreed that the discussion of the Treaty should be at the beginning of the guidelines and noted that NEAC intended to seek feedback from researchers at Ngā Pae o te Māramatanga in November. A critical consideration is how to give expression to the Treaty of Waitangi (and Māori ethical concepts) throughout the guidelines.  
Actions
· Secretariat to put current version of new guidelines on NEAC’s Quickr site. 
· Subcommittee and Secretariat to develop summary of the proposed approach for the new guidelines. The summary would highlight significant changes such as incorporating Māori ethical concepts, having one set of guidelines and clearly setting out ethical standards. 
Cross-sectoral ethics arrangements
15. Members noted that on 7 July 2016 a draft diagram ‘Navigating research ethics’ and research continuum was sent to stakeholders who attended the November 2015 workshop for their feedback. Members noted that feedback had been received from HDEC Chairs. The HRC Ethics Committee would provide feedback following their meeting on 24 August 2016. 
16. Members discussed the draft outline of advice to the Minister. Several members suggested that the advice could be grouped around a few themes such as complexity, training and innovative practice. They also noted it was important to recognise other work including the New Zealand Health Strategy and the Health Research Strategy. 
17. Members recommended that a draft of the advice be taken out for consultation before it is provided to the Minister. The draft advice should note what issues are being addressed through the new guidelines. 
Actions
· Secretariat to follow up with other workshop participants to seek their feedback on the diagram and research continuum. 
· Secretariat to develop draft of advice for NEAC review before sending out to stakeholders.
Philippa Bascand, Manager Ethics, Ministry of Health
18. Philippa provided an update on appointments for the Northern A Health and Disability Ethics Committee (HDEC); other HDECs have their full complement of members. The Secretariat has contributed to work on the health research strategy and omics-based technologies. 
19. Philippa noted that the HDEC Chairs had provided written feedback on draft Chapters 1-4 of NEAC’s new ethical guidelines. They have also provided feedback on NEAC’s draft diagram to help researchers navigate the ethics landscape and a research continuum showing the continuum of activity from research to clinical practice. 
20. Philippa provided an update on the volume of applications. For the first six months of 2016 there had been 285 applications. The HDECs were expecting more applications over July to December as this is usually a peak time. 
21. Philippa talked about the impact of research projects being terminated early, often due to commercial reasons. In some cases, the process is poor with little attention paid to protecting the interests of participants and providing ongoing care. 
22. Members discussed how best to address this issue and noted the importance of the contractual agreement between the investigator and sponsor. Guidance on expectations when terminating research may also be helpful. 
23. Good progress is being made in chasing up annual progress reports since 2012. Philippa explained that sometimes it is an oversight with researchers filing annual progress reports but not the final report. HDECs review progress and final reports through the expedited review pathway so this is not resource intensive. Amendments to approved studies take more time. 
24. Philippa noted that HDEC members often refer to the appendices in NEAC’s guidelines. 
25. Philippa noted that there are a range of organisations that provide funding for health and disability research, including the Ministry of Business, Innovation and Employment. There is a question about the requirements for ethical review; all health and disability research involving human participants funded by the Health Research Council requires appropriate ethical approval. 
Shared electronic space for NEAC documents
26. Members noted that the Ministry of Health’s IT team has set up a Lotus Quickr site and that members will receive invitations to join the site. Members noted that in addition to providing a space for sharing draft documents, the site could be used to access NEAC meeting papers. 
Action
· Secretariat to invite members to join NEAC’s Quickr site. 
In Committee
27. NEAC held an in committee session.
Correspondence
28. Members noted the correspondence sent by the Secretariat on behalf of the Committee and the correspondence received by NEAC. 
29. Members discussed the email received from Alexander Milne about a petition seeking reversal of privatisation, centralisation and downgrading of clinical microbiology services. Members asked the Secretariat to find out about the status of the petition and circulate a draft response. 
Action
· Secretariat to advise members of the status of Alexander Milne’s petition and prepare a draft response. 
Chair’s report 
30. The Chair advised members that Monique Jonas is the new ethicist member and Neil Pickering had been re-appointed as the Health Research Council nominee. The Chair has appointed Maureen Holdaway as Deputy Chair. 
31. Members noted that the annual review of projects has been postponed until the new Chair is appointed. 
32. Members noted the Minister’s response to NEAC’s advice on dementia and agreed that NEAC make a submission on the update of the Health of Older People Strategy. 
33. The Chair talked about the changes to the Ministry’s satisfaction survey which means that the Ministry will have no way of knowing why it receives a particular rating, including in areas where it is doing well and areas where it may need to improve. The Chair had emailed comments to the Ministry and asked that the comments be included in the collation of the survey results (for the purpose of reporting in the Annual Report and any external audit). 
Action
· Secretariat to work with the Dementia Subcommittee to prepare a draft submission on the update of the Health of Older People Strategy. The draft submission will be circulated to the wider committee for comment. 
Secretariat report
34. Members noted the update on Secretariat activities. 


Minutes of 14 June 2016 meeting
35. The minutes for NEAC’s 14 June 2016 meeting were confirmed as a true and accurate record of the discussion and approved for publication on NEAC’s website.
Next NEAC meeting 
36. The next NEAC meeting will be held on 4 October 2016.

Minutes confirmed as a true and accurate record.
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Chair
Date: 4 October 2016
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