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National Ethics Advisory Committee meeting minutes
4 October 2016
Present 
Victoria Hinson (Chair)
Adriana Gunder (QSM)
Fiona Imlach
Monique Jonas
Wayne Miles
Neil Pickering
Liz Richards
Hope Tupara
Dana Wensley 

Secretariat in attendance
Beverley Braybrook
Isabel Ross

Apologies 
Julian Crane
Maureen Holdaway
Kahu McClintock

Guests in attendance 
Eugene Rewi, Manager Committee Support, Ministry of Health (12.30 – 1.45 pm)

Welcome and introductions
1. The Chair welcomed members to the meeting.

2. Monique Jonas, the new ethicist member, introduced herself and other members introduced themselves. 

Member declaration of interests
3. Monique Jonas noted her involvement in a catalyst project for the Data Futures Partnership.

4. Members noted that a record of all current declarations of interests was being collated and would be included with the meeting papers for NEAC’s next meeting.
Upcoming events
5. Members noted that Wayne Miles will be attending and talking about NEAC’s dementia work at Alzheimers New Zealand’s conference Dementia Today: Diverse Communities Collective Action (3-5 November 2016).

6. Members noted an abstract has been submitted for Julian Crane to talk about the minimum ethical standards for research involving data linkage, secondary use of data and data mining at the New Zealand Bioethics Conference (27-28 January 2017, Dunedin).

7. Members reviewed upcoming conferences and discussed NEAC member attendance.

· Members agreed that it would be good to have someone at the Ministry of Health’s Leading Our Future Symposium (21-22 November 2016, Wellington).

· Monique Jonas and Adriana Gunder indicated they may be available to attend the Advance Care Planning Cooperative and Health Quality & Safety Commission’s Advanced Care Planning Forum (28-29 November 2016, Auckland). The Chair noted the HQSC is planning a review of the advanced care planning approach.

· Monique Jonas noted that she is attending the Australasian Association of Bioethics and Health Law conference (24-26 November 2016, Melbourne). The Chair suggested there may be material she could take with her about NEAC.

8. Wayne Miles reported back on the New Zealand Association of Clinical Research (NZACRes) conference. Wayne had informal discussions with participants about NEAC’s approach for the new guidelines and the feedback was generally positive. Several participants wanted better guidance on research using linked datasets and human tissue.  Others raised concerns about the current criteria for review by a Health and Disability Ethics Committee (HDEC). Some lower risk clinical trials do not meet the criteria but would benefit from independent ethical review. Some conference participants suggested introducing a matrix approach with factors such as risk and impact of research determining whether a particular project requires HDEC review. 

9. The New Zealand Association of Clinical Research suggested that NEAC members attend local gatherings to continue this discussion. Wayne will attend the next regional meeting in Auckland and will report back to NEAC on the discussion. 

10. Wayne noted there were presentations on data and tissue use, using data without consent, and use of social media. Social media had been used as a recruitment tool and participants had experienced unblinding. Members noted the lack of discussion about ethics in relation to the digital world. 

Guidelines Review
Structure
11. Members discussed options for structuring content so that the new guidelines clearly differentiate:
· descriptive or contextual information from the standards
· the mandatory/minimum standards (where the terms ‘will’ and ‘must’ are used) and good practice standards (where the term ‘should’ is used)
· essential guidance from case studies, templates and other examples showing how the standards may be applied.
12. Members discussed the structure of the Australian National Statement on Ethical Conduct in Human Research and the Canadian Tri-council Policy Statement: Ethical Conduct for Research Involving Humans. Members agreed that the re-draft of the research protocol section, based on the Australian guidelines, were an improvement on the current draft. The re-draft clearly separates the introductory, descriptive and contextual information from the standards (whether they are mandatory or good practice standards).  

13. Members noted that the purpose of the guidelines is to help researchers think through ethical issues. The guidelines need to clearly state what must be done and why it needs to be done. It is important to separate out the ‘musts’ from the ‘shoulds’. The commentary about the standards needs to link back to the underlying ethical principles and explain the benefit for researchers, participants and the public. In most cases, researchers will be doing the right thing. 

14. The Committee noted that with online guidelines and the NEAC website analytics capability, it will be possible to see what pages are most used and the length of time spent on pages. It will also be easier to collect feedback from users on the usefulness of content and any gaps.  


Proposed content for presentation at Ngā Pae o te Māramatanga
15. Members noted that the Guidelines Review Subcommittee had discussed Maureen Holdaway and Kahu McClintock’s presentation at Ngā Pae o te Māramatanga at their September 2016 meeting. The Subcommittee agreed that the presentation cover proposed Māori values, visibility of the values, and minimum standards for consultation, Māori participation in research, improving Māori health and wellbeing, and collective consent.

16. There was a discussion about the status of Te Ara Tika and proposed review by the Health Research Council’s Māori Health Committee. One member considered that Te Ara Tika was not helpful for researchers with little knowledge or experience of Māori research ethics. It was also suggested that the use of ‘good and best practice’ means researchers can opt to do the bare minimum.

17. One member noted that most research with Māori is by non-Māori, so NEAC’s guidelines will need to explain things to a non-Māori audience.

18. Members discussed two priority areas for getting feedback from researchers at the Ngā Pae o te Māramatanga conference: Māori values and guidance relating to collective consent. 

19. The Committee agreed that there is a question about the proposed values (whakapapa, tika, manaakitanga, mana) and others that could be included, but there will not be enough time for a detailed discussion. 

20. Members discussed researchers’ engagement with Māori, particularly as it relates to collective consent. One member noted an example of a researcher who went to an Iwi before conducting research. The Iwi did not give collective consent because the research was not a priority for them. However, they were comfortable with the researcher recruiting individuals at the marae and it would be up to individuals as to whether they participated or not. 

21. Members suggested that engaging in the consultation process is more important than getting consent itself. One member suggested that collective consent is an enabler and researchers should be encouraged to talk to Iwi and not make assumptions. It is not difficult and there needs to be a change in researchers’ perceptions. The majority of Iwi are interested in research and most have relationships with researchers and universities.

22. Members agreed that the Ngā Pae o te Māramatanga presentation should encourage discussion about how Māori health research ethics can be a proper part of the new guidelines. The presentation could explain what NEAC is trying to do and seek feedback on the best ways of doing this. 

23. It would also be good to discuss research design, in particular, what the guidelines should say about including Māori as participants, and about scientific merit and validity to ensure that research contributes to improving Māori health and wellbeing. 

24. Given the limited time available, it was suggested that a hard copy of the presentation be made available to attendees. A summary could also be prepared and made available to those who did not attend the session.
Actions
· Secretariat to re-structure content in the current version of the new guidelines under three main headings: introduction, standards and application. 
· NEAC to request an update from the Health Research Council on the proposed review of Te Ara Tika.
· Secretariat to work with Maureen Holdaway and Kahu McClintock to develop the presentation and accompanying paper for Ngā Pae o te Māramatanga. 
Cross-sectoral ethics arrangements
25. The Chair summarised the background to NEAC’s work on a draft pathway to help researchers navigate the ethics landscape. The pathway was aimed at increasing clarity in the research ethics landscape. Feedback has been received from the HDECs, HRC Ethics Committee and Health Research South.

26. The feedback suggests that the draft diagram is too busy and it is not possible to have an easy to read flow diagram because of the complexity of processes. A diagram that shows the organisations, their roles and responsibilities, and how they relate to each other could be useful. 

27. Members discussed how the diagram work could help to address the lack of understanding about ethics and ethical review. One member talked about two recent research projects where there was a lack of awareness about ethics. One involved rest home residents and the other high school students. 
28. Members noted that a diagram could include information on:
· legislative requirements
· guidance documents
· the different ethical issues associated with particular types of research
· options for ethical review, particularly for researchers outside of universities and DHBs 
· guidance for researchers in other sectors such as education, justice and economic development. 
29. One member suggested that it might be helpful to create a flow diagram based on a series of questions, for example, do you work in a university, are you a health professional? There are international examples where complex ethical arrangements and requirements are clearly set out with links to additional information. 

30. Members concluded that the cross-sectoral ethics arrangements work is important work but NEAC does not have the resources to progress it at this time. The new guidelines are NEAC’s priority. 
Action
· NEAC to provide an update to the Minister on the work to develop a diagram to help researchers navigate the research ethics landscape and the feedback that had been received by stakeholders. The update would advise the Minister that the Committee had agreed that the guidelines work was more urgent and priority would be given to that work until it was completed. 
NEAC Budget
31. Eugene Rewi, Manager Committee Support, joined the meeting and spoke about NEAC’s 2016/17 budget. He noted that the budget for 2016/17 was less than 2015/16 and that there were Ministry-wide resourcing constraints.

32. Members noted the proposed allocation across expenditure items for NEAC’s 2016/17 budget, and in particular, the proposed reduction from six to five in-person meetings in the financial year. Given this, it was suggested that NEAC have in-person meetings in March and May 2017 (in addition to meetings in August, October and December 2016). 

33. Members raised concerns about the likely impact on NEAC’s work programme with only five meetings in the 2016/17 year. These concerns included less opportunity for input from all members and difficulty in maintaining momentum across meetings. 

34. Members noted that for in-person meetings to be worthwhile, there needs to be enough substantive material to discuss and this is dependent on good progress being made between meetings. One member suggested having several meetings close together to ensure continuity of discussion, followed by a period of time when the Secretariat could make further progress on the guidelines. This may be more effective than having equally spaced meetings. 

35. It was also suggested that members think more cleverly about using NEAC’s Quickr site and collaborating between meetings. Some members raised concerns about not finding Quickr appealing or user-friendly. Members also suggested using Zoom to have video meetings, though this relies on everyone having good internet connections. 

36. Members discussed ways to make savings in the budget, such as cutting down on printing and postage and not using an external facilitator for self-review sessions. However, any savings that could be made is unlikely to be sufficient for another in-person meeting. 

37. Members discussed the possibility of a budget underspend, and whether any savings would be available for NEAC to use. It is unclear whether NEAC’s funding is ‘ring fenced’ as per the Memorandum of Understanding with the Ministry of Health. Members were concerned that the budget could be further reduced in 2017/18. 
Action
· Secretariat to suggest in-person meeting dates for 2017 based on the work programme for confirmation by members at NEAC’s December meeting. 
HDEC Secretariat
38. Members noted the update provided by Nic Aagaard, Acting Manager Ethics, Ministry of Health.

39. Members requested further information on:
· the content and response of participants to Nic’s workshops on New Zealand ethics at the New Zealand Association of Clinical Research conference
· work to update HDEC’s website and provide more guidance and reference material
· correspondence from HDEC Chairs on reimbursement to participants (dated 3 October 2016).
40. Members also noted that Dr Maui Hudson would be providing training to HDEC members on the new guidelines for genomic research and biobanking. They requested an update on the status of these guidelines. 
Actions
· Secretariat to seek further information from the HDEC Secretariat on the New Zealand ethics workshops, updating the HDEC website and correspondence on reimbursement to participants. 
· NEAC to seek an update on Dr Maui Hudson’s work on genomic research and biobanking. 


In Committee
41. NEAC held an in committee session.

42. Following the in committee session, NEAC thanked the Secretariat for its good work.
Correspondence
43. Members noted the correspondence sent by the Secretariat on behalf of the Committee and the correspondence received by NEAC.
Chair’s report
44. Members noted the Chair’s report and that the October meeting was Victoria Hinson’s last meeting as Chair.

45. The Chair outlined the background to NEAC’s work on compensation for treatment injury during clinical trials. The Chair advised that for participants in industry-sponsored trials, the onus is on them to prove causation between the injury and their participation in the clinical trial. The Chair noted that Professor Joanna Manning had been undertaking research on this issue and it would be good to get an update. 

46. One member raised a concern about the impact on private health insurance for people who participate in clinical trials. The insurer may not cover future health issues if they consider these may have been caused by the person’s participation in a clinical trial. It is important that participants are aware of this before they agree to participate in clinical trials. 
Actions
· Secretariat to seek an update from Professor Joanna Manning on her research on compensation for treatment injury during clinical trials. 
Secretariat’s report
47. Members noted the update on Secretariat activities.
Minutes of meeting 2 August 2016
48. The minutes for NEAC’s 2 August 2016 meeting were confirmed as a true and accurate record of the discussion and approved for publication on NEAC’s website.


Next NEAC meeting
49. The next NEAC meeting will be held on 6 December 2016.
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