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6 December 2016
Present 
Neil Pickering (Acting Chair)
Julian Crane
Adriana Gunder (QSM)
Maureen Holdaway 
Fiona Imlach
Monique Jonas
Wayne Miles
Kahu McClintock
Liz Richards
Hope Tupara
Dana Wensley (by phone, until 12.30pm)

Secretariat in attendance
Beverley Braybrook
Isabel Ross

Guests in attendance 
Philippa Bascand, Manager Ethics, Ministry of Health (12.30pm – 1.20pm)

Welcome 

1. The Acting Chair welcomed members to the meeting.

Member declaration of interests 

2. The record of current declarations of interests was included with the meeting papers. Neil Pickering asked members to ensure their declarations were up to date and to send any amendments to the Secretariat.



Actions

· Members to send any amendments to their declarations of interests to the Secretariat.
Upcoming events and reports back
3. Members noted Julian Crane will present at the New Zealand Bioethics Conference in Dunedin in January 2017. His presentation will be on the minimum ethical standards for research involving data linkage, secondary use of data and data mining.
4. Wayne Miles reported back on the Alzheimers New Zealand conference in November 2016. The conference was well attended by people living with dementia, carers, and health professionals. New Zealanders and overseas experts spoke about what needs to be done to ensure people with dementia have a central role in making decisions that will affect them and continue to live productive, dignified lives. Wayne noted that many of the suggested actions were covered in NEAC’s report to the Minister.
5. Wayne’s presentation on ethical issues associated with electronic tracking for people with dementia generated considerable discussion. Most comments suggested that tracking was acceptable when it was used as a tool to support the person living with dementia to enhance their capacity to live in the community. A person living with dementia talked about how devices were assisting them. When tracking is used in a way that increases isolation or segregation it is not acceptable. 
6. Wayne noted that the Ministry of Social Development updated their resource A Guide for Carers in September 2016. This resource does not mention dementia. 
7. Neil Pickering and Monique Jonas reported back on the November 2016 Australasian Association of Bioethics and Health Law conference, which they both attended in a personal capacity. 
8. Monique noted that the use of technology for people with dementia was discussed, particularly in relation to human rights legislation. 
9. There was also a strong focus on migration and access to health services, particularly for people in detention centres (in the Australian context). There are similar issues for some migrants in New Zealand who are not eligible for publicly funded health and disability services. Dana noted this issue is relevant to how NEAC addresses vulnerability in the new research guidelines.
10. The Secretariat advised members that the 2017 AUT Ethics Conference had been cancelled.


Guidelines Review (review progress and ways of working)
11. The Secretariat gave an update on the progress of the guidelines work. The Secretariat’s immediate priority is finalising the chapters on ethical principles, research design, research conduct and communicating results (chapters 1-4). The Secretariat is also working with Maureen, Kahu and Hope to progress work on Māori research ethics. Once there is a good final draft of chapters 1-4 the focus will shift to chapters on specific types of research.
12. Neil asked members whether they were comfortable with leaving the work on innovative practice until the rest of the guidelines were completed or if it needed to be completed as part of the project. Discussion points included:
· If NEAC is trying to shift the landscape and talk about a research continuum, then innovative practice must be in the guidelines. The question is how best to do this. NEAC could develop specific guidance on innovative practice and/or its guidelines could apply to innovative practice when it becomes research. 
· Preparing guidance on innovative practice is a significant piece of work. It affects the whole health and disability sector, not just researchers. 
· The problem might be health professionals not recognising when they are doing research. 
· Distinguishing between innovative practice and research could lead to similar problems that have arisen with the distinction between observational research and audit. There is anecdotal evidence that some researchers have designated their research as ‘audit’ in order to avoid HDEC review. 
· Innovative practice is legitimate. The concern is not about health professionals making a decision to use innovative practice, it is about the level of oversight and whether they have taken into account ethical considerations. There is also an issue of innovative practice creep and paternalism if there is no oversight.
· NEAC could provide guidance on the values and processes that would ensure innovative practice is procedurally sound and safe for consumers. This could include the role of professional and regulatory bodies.
· NEAC’s functions in its terms of reference include providing advice on and developing guidelines for innovative practice. NEAC has discussed innovative practice in the past and these papers should be made available on NEAC’s Quickr website. A July 2013 report by the Health and Disability Commissioner following an investigation into the use of ketamine (Case 11HDC01072) is also relevant. 
13. The Committee agreed that the innovative practice work was important and that it should be included in the new guidelines. Neil and Monique offered to do some initial work on the feasibility of including a statement on innovative practice in the new guidelines. They will report back to the Committee on the result of this work. 
14. Members discussed the current ways of working including the composition of subcommittees. Members noted that Julian Crane and Liz Richards have responsibility for the guidelines on research involving data linkage, secondary use of data and data mining. Members discussed the work being undertaken by the Data Futures Partnership and through Statistics New Zealand’s legislative review project. 
15. Wayne Miles indicated his interest in the guidelines for intervention research. Members discussed the guidelines on compensation for treatment injury during clinical trials. Dana Wensley would be happy to contribute to this work. Members discussed the current policy settings and noted NEAC’s advice to suggesting a legislative change. The Minister’s response noted the lack of information on the scope of the issue and that a legislative was not warranted at this time. 
16. Members noted that while the compensation issue may not affect many people, it is a big issue for those not covered by ACC. They noted the recent work undertaken by Joanna Manning on this issue.
17. Members agreed that the guidelines on compensation for treatment injury should:
· link to the current legislative framework; if this changes, NEAC’s guidelines may need to change
· strengthen informed consent requirements so that research participants are fully informed about access to compensation and the process they will need to follow if they are not covered by ACC
· cover the ethical responsibilities of research sponsors.
18. Members noted that NEAC’s current website will be able to handle an online publication of the guidelines and if the structure is clear, it will be easy to divide content into web pages. 
Actions

· Secretariat to put previous innovative practice papers on NEAC’s Quickr site.
· Neil and Monique to assess feasibility of including a statement on innovative practice in the new research guidelines. They will report back to the Committee on the result of this work. 
Guidelines review (Ngā Pae o te Māramatanga)
19. Kahu McClintock reported back on her attendance and presentation at Ngā Pae o te Māramatanga from 15-18 November 2016. In addition to New Zealanders, participants came from Canada, Hawaii and Australia. Most participants were academics, with a small number of community organisations represented. 
20. Kahu spoke informally to a range of participants about Māori research. There was a sense of frustration and concern about the distribution of HRC funding to a small number of Māori research organisations. Changes haven’t happened fast enough for Māori. Kahu noted the recent public statement by Dr Rawiri Jansen, Chairperson Te Ohu Rata o Aotearoa – Māori Medical Practitioners Association that the Ministry of Health and DHBs were failing in their responsibilities to reduce Māori inequalities. It is critical that Māori researchers undertake research that contributes to improving Māori health outcomes. 
21. About 50 people attended Kahu’s presentation on strengthening Māori research ethics. It was good to see new Māori researchers coming through and their interest in contributing to NEAC’s work. 
22. The four Māori values (tika, manaakitanga, whakapapa and mana) resonate with Māori researchers. The issue is how to engage with non-Māori researchers and ensure that they have a good understanding of the values. It is not okay to just have Māori advisors and recruiters. Research needs to build in capacity for Māori researchers and there should be a direct line to a Māori governance group. 
23. Kahu noted that there seemed to be a lack of knowledge about the roles of NEAC and HDECs. 
24. Members discussed the work to strengthen Māori research ethics in the new guidelines. 
· The challenge is how to ensure that the Māori values apply to all health and disability research. 
· It is recognised that the values may not be familiar to all Māori but they are still important. 
· Whakapapa is about relationships – what is the researcher’s relationship to the whānau or iwi involved in the research? When Māori researchers go into areas they will be asked who they are and why they are here. This is about understanding connections and building relationships. 
· The intention is to have a separate section on ethical considerations for Māori as well as weaving the values and associated standards throughout the document. 
· It is likely that there will be some negative feedback on the results of this work but it will be a first step. Others have taken a similar approach, for example, Turanga Kaupapa (guidelines for cultural competence) were developed by Nga Maia Māori Midwives Aotearoa in 2006 and subsequently adopted by the Midwifery Council of New Zealand and the New Zealand College of Midwives. 
· The guidelines will include links to best practice eg, articles on partnerships with Māori.
· There may be opportunities to discuss NEAC’s work and obtain feedback at upcoming conferences and events (eg, He Manawa Whenua Indigenous Research Conference, 6-8 March 2017).
· The Subcommittee will also consider holding focus groups with small groups of researchers. 
Actions

· Secretariat to continue working with Maureen, Kahu and Hope to develop content and obtain feedback from Māori researchers on the draft content. 
Guidelines review (vulnerable groups)
25. Members noted the work that Dana had done on vulnerability. Dana’s first report considered the approach to vulnerability in the Canadian Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans. Her report noted that three specific categories received particular attention - children, women and elderly. In addition, the Tri-Council Policy Statement includes a discussion of nonspecific categories of people who lack decision-making capacity and individuals or groups whose circumstances make them vulnerable in the context of research. 
26. Dana’s second report identified sources of vulnerability for children based on the Ethical Research Involving Children guidance[footnoteRef:1].  [1:  Graham, A., Powell, M., Taylor, N., Anderson, D. & Fitzgerald, R. (2013). Ethical Research Involving Children. Florence: UNICEF Office of Research – Innocenti. http://childethics.com/wp-content/uploads/2013/10/ERIC-compendium-approved-digital-web.pdf] 

27. Dana summarised some of the main points including:
· There needs to be more subtlety and thought into research with vulnerable people.
· There is a link between ethical guidelines and the legal framework. The current legislative framework for non-consensual research is not clear. Alison Douglass has written a report about the need to update New Zealand’s law and practice for mental capacity.
· Dana’s reports discuss how to best address lack of decision-making capacity in NEAC’s new guidelines. This may include, for example, using the Canadian two-step approach: Step 1 – Participation necessary for research question; Step 2 – Risk balanced against benefit. Further guidance may be needed for specific groups such as children. 
· The Canadian Tri-Council Statement does not call people ‘vulnerable’. A lot of the discussion is under the principle of justice. The intent is that groups should not be unfairly excluded from research (so that all groups have opportunity to benefit from research) or be unfairly included (and share too much of the research burden).
· It is important not to narrow vulnerability down, as there are broad categories that can be fluid over time. Belonging to a particular group does not make someone vulnerable; each person’s circumstances must be considered in the context of the proposed research project. For example, an older person is not vulnerable because of their age but they may be vulnerable because they are reliant on others for personal care. 
· The guidelines need to include a section on research with children.
· It is appropriate for NEAC’s guidelines to draw on other guidelines such as the Canadian and Australian guidelines, although some changes may be needed to reflect the New Zealand context. 
28. Hope observed that the work Dana has done is very useful and that there are two strands to include in the guidelines – addressing the source of vulnerability and how best to do research with vulnerable people. Māori could be considered a vulnerable group. She noted the Declaration on the Rights of Indigenous Peoples includes the right for indigenous peoples to be research participants, and to have a say in what research is done and how it is conducted. 
29. Members discussed Dana’s work on research involving children and in particular, issues around privacy. It is important to recognise the social and cultural context for individual children and what this might mean for their privacy and how best to involve or inform parents and caregivers.
30. Members noted that the connections between people are essential – they may be a source of vulnerability but they may also provide a way of addressing vulnerability. 
31. The Committee agreed that the next step is for the Secretariat to draft content based on the proposed approach for addressing vulnerability, building on Dana’s work.
Action
· Secretariat to draft content based on the approach for addressing vulnerability as agreed by the Committee.
Guidelines review (revised Chapter 2)
32. Members discussed the current version of Chapter 2: Research Development and Design. The current version has a clearer structure with each section having three parts (where appropriate): introduction, standards and application. 
33. Members suggested a number of editorial changes. Other feedback included:
· Making the headings self-explanatory eg, ‘Researcher’s skills and resources’
· The discussion on value or merit of research should include financial or economic value, not just improving health and wellbeing
· All research should be based on a thorough review of relevant literature. Sometimes there may be little previous research but a literature review is still required to establish the extent of knowledge and identify any gaps. The only instance where research may not be based on a literature review is where research requires a quick response to an unforeseen situation. 
· In some cases, it is appropriate to refer explicitly to Māori and in others, it is appropriate to refer more generally to specific populations such as those with poorer health outcomes.
· Researchers need to be cognisant of accepted research protocols for conducting specific types of research and research with particular communities or institutions. For example, kaupapa Māori research and the ICH Harmonised Tripartite Guidelines: Guideline for good clinical practice (guidelines for clinical trials).
· Peer reviewers need to have appropriate knowledge, skill and experience for the specific matter that they are asked to provide an opinion on.
· Content on reliability of research needs to be added. The discussion about reliability and generalisability might fit better in the research population section.
· The guidelines need to differentiate clearly between blinding, deception, and concealment.
· Information on compensation and managing adverse events needs to be covered in the protocol. 
· The guidelines should include content about New Zealand researchers conducting research overseas.
· The section on research population may fit better in the Research Conduct chapter rather than the Research Development and Design chapter.
· Content relating to children needs to be revised as recommended in Dana’s work. This means shifting from a protection to a participation paradigm. 
· There needs to be content on research involving an organisation and this should include discussion on power imbalances and confidentiality of information. 
34. Members agreed to send any further feedback to the Secretariat. Chapter 2 will next be reviewed by the full Committee when NEAC reviews the full set of guidelines (currently scheduled for October 2017).

Action
· Members to send any further feedback on Chapter 2: Research Development and Design to the Secretariat. 
· Secretariat to amend Chapter 2 and load onto Quickr site.
HDEC Secretariat
35. Philippa Bascand joined the meeting to give an update on the HDECs. 
· All HDEC meeting agendas have been full for the year and extra meetings have been scheduled for December and January. 
· Northern A has two new members and new member training is happening in January. There will also be GCP (Good Clinical Practice) training for members. It is hoped that Dr Maui Hudson will provide training on Te Mata Ira and He Tangata Kei Tua in 2017. 
· Statistics New Zealand officials attended the HDEC Chairs meeting on 1 November to discuss issues around the use of the IDI (Integrated Data Infrastructure) for research. 
· The HDEC Chairs have agreed for umbrella protocols to require the second or subsequent phase of a study to be submitted as an amendment for review. Amendments go to the next available HDEC meeting. HDECs can ask the researcher to resubmit the amendment as an application if the amendment is substantial. 
· Dr Angela Ballantyne is undertaking independent research on the HDECs’ decision-making and use of waiver processes. This is a three year study funded through a Marsden Fast Start Grant.
· The HDEC Secretariat is continuing to follow up on outstanding progress reports. 
36. A member raised a concern that the 2012 process changes may have impacted on the quality of review. Feedback from some researchers is that the process is not as robust as it used to be. Philippa noted that the process relies on trust as HDECs review information provided by researchers. Researchers are also able to choose the review path. Committees only have 30 minutes per item and this is not long to discuss proposals. It is therefore important to meet face to face with researchers.
37. Philippa said that researchers are responsive to any HDEC feedback. 
Actions

· Secretariat to request a summary of the full-year of data for HDEC review once this is available. 


Review of NEAC Quickr site
38. Members discussed how they were finding using Quickr and what other functions are required. Comments included:
· Members were having problems downloading documents and it was not possible to download multiple documents.
· It can be hard to find documents.
· There are links that do not seem to go anywhere.
· It would be very useful for all members to be able to edit documents such as a draft chapter of the new guidelines. This would be an efficient way of gathering feedback and members would be able to see and comment on each other’s feedback. 
· Other packages such as Google Docs have greater functionality.
39. Members asked the Secretariat to check if there is an online tutorial for using Quickr. They also asked the Secretariat to discuss members’ feedback with the Ministry’s IT team and see if there were any other options that would better meet their needs. 
Actions

· Secretariat to see if there is an online tutorial for using Quickr. 
· Secretariat to talk with the Ministry’s IT team about what other options are available to NEAC, particularly whether there is something that will allow members to edit documents. 
In Committee
40. NEAC held an in committee session.
Correspondence
41. Members noted the correspondence sent by the Secretariat on behalf of the Committee and the correspondence received by NEAC. 
Chair’s report 
42. Neil noted that the Ministry had responded quickly to NEAC’s funding concerns and NEAC will now be able to hold three meetings in the first half of 2017.
Secretariat report
43. Members noted the update on Secretariat activities. 


Minutes of 4 October 2016 meeting
44. The minutes for NEAC’s 4 October 2016 meeting were confirmed as a true and accurate record of the discussion and approved for publication on NEAC’s website.
Next NEAC meeting 
45. The next NEAC meeting will be held on 7 March 2017.

Minutes confirmed as a true and accurate record.

Neil Pickering, Acting Chair: [image: ]
Date: 7 March 2017
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