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National Ethics Advisory Committee meeting 22 & 23 November 2018  
Ministry of Health - 133 Molesworth St, Thorndon - meeting room GC 6.

Day one / 22 November 2018

Attendees: Adriana Gunder, Liz Richards, Neil Pickering, Wayne Miles, Maureen Holdaway

Ministry staff: Hayley Robertson, Nic Aagaard, Mark Joyce, Rob McHawk 

Apologies: Kahu McClintock, Hope Tupara, Dana Wensley. 

1. Welcome

The meeting began at 9.30am. Members welcomed Mark Joyce to the meeting who has started as an Advisor in the Ethics team. 

2. Secretariat update and NEAC discussion 
Staffing Updates
The Manager of the Ethics team gave members an update about the Ministry restructuring of its tier two leadership team and changes internally in the ethics team. The ethics team is now a part of Quality Assurance & Safety, under Health System Innovation and Improvement. Keriana Brooking has been appointed as new acting Deputy Director-General.

Appointments
The Secretariat noted that appointments are still moving very slowly. There are approximately 30 appointments for all of the ethics committees pending in the appointments team at the Ministry. 

Budget
The Manager noted that NEACs budget was being managed between Neil Pickering, Rob McHawk and Nic Aagaard.

Work Programme
The Secretariat took NEAC through the Ethics Group work programme that has been developed in the interests of transparency and business continuity. The work programme provides structure, resourcing and project management all of the key projects in the ethics team for all of the Committees, and the Ministry of Health work. Team leads have been placed on projects, with flexibility on those projects amongst team members. 

The final draft of NEAC guidelines is currently planned for completion at end of June 2019. This date will be re-evaluated in April 2019. The Secretariat sought NEAC’s agreement on some key dates for the ethics Standards. 

The Secretariat will work on the summary of submissions until end of January 2019. This document will be sent to NEAC for review by 20 January. Following review, the document will be publically released, alongside public submissions who have indicated their submissions may be published. The summary of submissions will also be sent to the Minister, with a health report that highlights key areas of advice and future work planning. 

Once the summary of submissions has been finalised by the Secretariat, the Secretariat will begin work on the new draft. Small working groups shall be established to complete key pieces of work, with small scope and set deadlines. These groups will likely be established in February. A targeted consultation was also suggested, if necessary, in March. 

Other projects that are relevant for NEAC were outlined, including the WHO regional meeting in 2019 and, and Portugal summit in 2020. Additionally, the HDEC Standard Operating Procedures (SOP’s) are being reviewed, including the composition and process of committees. The SOP review is planned to commence in 2019.

A full change of the ethics IT system is also planned for 2019, moving from the RED to ERM online system that is more responsive to the volume and complexity of work for researchers, HDEC members and ethics staff. The question of how locality review fits with the proposed Standards guidelines was raised, and this was confirmed to feed into the SOP review. 

The NEAC terms of reference, and all other ethics committees, are planned to be reviewed to ensure they are fit for purpose. 

A roadshow aimed at familiarising researchers with the new Standards was proposed for mid-2019 as well. NEAC noted that this was a good idea, and would support implementation. 

Correspondence received and meetings update

HRC EC and HRC
The Secretariat gave an update about the correspondence between the Ministry of Health and the Health Research Council. The Secretariat met with the HRC EC, and the HRC in early October in Auckland to discuss the HDEC annual reports and range of nationally significant ethical challenges, such as the using the IDI and de-identified data. The HRC re-approved the HDECs, following their annual report submission. The NEAC Secretariat proposed to the HRC a stronger working relationship. NEAC agreed, and confirmed their interest in a high level sector meeting on national ethics. An MOU was discussed, in order to share relevant information and to maintain strong and consistent advice to Ministers. The Secretariat will draft a response to the HRC on behalf of NEAC. 

Meeting with the Minister of Health Hon David Clark
Updated NEAC that the Minister of Health Hon David Clark has accepted a meeting, and the Secretariat will organise for Neil to meet Hon David Clark in early 2019. 

Report on Assisted Dying Came Through From Swedish National Council On Medical Ethics
The report on assisted dying was sent to NEAC from Swedish National council on medical ethics (Smer). The Secretariat explained that on both sides of the debate on assisted dying, some arguments can be found that are supported by facts and others that are contradicted by facts. This is shown in a new report from the Swedish National Council on Medical Ethics (Smer).

The report is a broad inventory of the current knowledge on assisted dying, with a focus on research and statistics from jurisdictions where assisted dying in some form is allowed. The emphasis in on the so-called Oregon model, introduced in Oregon in 1997 and currently legal in a number of American states. This model has dominated the Swedish debate on assisted dying in recent years.

The purpose of the report is to promote a more fact-based debate on assisted dying. Smer does not take a stand on assisted dying in the report.

The report was noted by NEAC. 

World Health Organisation
NEAC also noted that the International standards for clinical trial registries administered by the World Health Organisation had been updated to version 3.
	
Ministry of Social Development Ethics Committee
The Secretariat informed the committee that they have met and will touch base again with the Ministry of Social Development Ethics Committee who will be happy to liaise with NEAC on the boundaries of health research and how the standards impact government social research

Health and Safety Quality Commission
The Secretariat informed NEAC that Nic Aagaard also met with Gillian Bohm the chief advisor for quality and safety of HQSC, where there was a discussion on the ethics of quality improvement. NEAC confirmed that they wanted to work with the HQSC on ethical advice for the sector on quality improvement and similar knowledge generating activities as part of a module of the NEAC ethics standards for health research, noting that this work would be conducted after the completion of the research standards.  

Request for Advice – Ministry of Health
Correspondence form Dr Phil Wood was discussed, and the committee revisited NEACs advice to the Minister of Health on dementia. NEAC requested that the Secretariat apply the principles from their prior advice to the request, in order to give Dr Wood guidance on managing ethical issues. 

3. Update on the Therapeutic Products Bill (TPB)
Sheila Swan attended some of the meeting to give members an update on the status of the TPB. At this stage the team is seeking Cabinet approval to consult publicly on the proposed Bill. The team aims to consult for four months to give the sector time to grapple with the issues. Then once outstanding issues have been ironed out, the plan is to submit a solid Bill to the house next year for its first reading.  

NEAC are interested to monitor whether there is potential for the Therapeutic Products Bill to facilitate an increase to HDECs of medical device and product research.

4. Research Ethics Standards
Secretariat Update
The responses from the consultation have created four streams of work: structural changes to existing content and scope of review, the acceptance of uncontroversial changes, new content generation, and high level feedback (beyond the scope of the standards). The Secretariat’s main focus is working on pulling the responses from all of the comments into one submissions analysis document for NEAC to review. 

NEAC views on themes, submissions, quotes or views of interest
The Committee noted the high level document provided to NEAC. The committee considered general feedback, specifically that the document is too long, made inconsistent use of ‘must’ and ‘should’, and whether care should be taken not to be too specific.  The relevance of masters’ students being excluded from review was discussed. 

Feedback also stressed the importance of clarity, and agreed that it was helpful to researchers to incorporate two documents. It was agreed that the guidelines should remain high level, not operational. 

Two poles in the submissions were identified: researchers who want restricted minimalistic guidelines, and ‘philosophers’ who raise lots of questions but not much guidance. The middle ground was noted to be the ideal: to develop principles which support people to feel “safe on shaky ground”, and also don’t hinder health research. 

Members noted that overall there was really positive feedback and helpful suggestions, and reiterated the aim that this should be a document people can read even if they aren’t researchers. The feedback appears to meet the rule of 80:20 with most feedback being supportive. 

Members noted that the consultation had low lay engagement, with most submitter’s being interested groups. 

Members discussed the strong theme from the submissions that the disability section needs strengthening. A little bit of visibility has been lost by not having a specific disability section, because the committee’s aim was to weave principles of good practice through the document. The committee directed the Secretariat to obtain some more specific information on disability from strategic and representative groups. 


NEAC Standards: High Level Document Discussion

NEAC commended the Secretariat on the work to date. The Secretariat acknowledged that the work was not complete, but was confident that it would be finished for January, and noted that the discussion and debate held during the two day meeting was highly valuable and productive. 

The Secretariat and NEAC agreed upon the main themes from the consultation were:

· [bookmark: _Toc529167203]Inclusion, representation and fairness of advancement of knowledge
· [bookmark: _Toc529167204]Safeguards, wider ethics landscape and impact of the Standards
· [bookmark: _Toc529167205]Accessibility, complexity and functionality of the Standards
· [bookmark: _Toc529167206]Balancing protections with facilitating knowledge advancement 
· [bookmark: _Toc529167207]Knowledge advancement; gaps in ethical guidance 
The Secretariat agreed to develop these themes in the Summary of Submissions document for NEAC to review. 

The committee noted areas of gaps in ethical guidance – for example in the IDI, rare diseases, artificial intelligence, pandemic ethics and algorithms. The Secretariat suggested seeking expertise to draft some new guidance for these areas. 

The committee talked about New Zealand’s unique make up and cultural considerations, and directed the Secretariat to weave and identify areas for further integration of Te Ara Tika into the other chapters. 

Members discussed how to include categories of participants, balancing not just listing who is vulnerable but rather recognising that vulnerability is context specific. The Secretariat suggested considering section 4.2 of the 2018 Australian National Statement, as it avoided paternalism and would address the feedback received in consultation. 

Members discussed the idea of charging for research. The Secretariat agreed to investigate whether there are any instances of research which is valuable but cannot go ahead for financial reasons, and to provide academic papers on the topic. 

Members agreed for the Secretariat to write to the HQSC and further discussions on how NEAC can work with the HQSC on quality improvement ethics. This was agreed by all to be an important piece of work. 

Structural changes
NEAC agreed with the Secretariats proposed structural change and directed the Secretariat to begin this work following the Summary of Submissions, and to notify NEAC if assistance was required. 

Ethics and the law
NEAC discussed the tension between ethics and the law. NEAC noted the feedback from submitters and reiterated the view that these are ethical standards, not legal standards. NEAC directed the Secretariat to develop one section on ethics and the law, following the format of the Australian National Standard, whereby the tension between ethics and the law is set out clearly, a substantive list of regulation, legislation and law is set out for researchers to be aware of. In a few key areas, it should be noted or flagged where there is legal ambiguity, but there should be no areas where the Standards make determinations on what is or is not legal in New Zealand. NEAC note that this is a shift from the draft Standards approach. 

This decision was based on the views that the law was often not written for research, that there are certainly cases in New Zealand where something is ethical but unclear in terms of legality. There are also differing opinions with respect to these grey areas.  	



Scope of Standards 
NEAC discussed the scope of the standards, noting this was a common theme. NEAC decided that the scope ought to remain broad, but this could be tempered by having clear guidance on risk and how risk may relate to oversight. A section on ethics review in New Zealand is to be drafted, to link with the new categories of risk.

Living Document
NEAC decided that in order to continue with completion of the NEAC Standards for Health and Disability Research, two major ethical gaps that required more considered thought would be flagged for future projects. These were quality improvement ethics and related activities, and emergency ethics / pandemic ethics. 

Online Only
The Secretariat demonstrated the online functionality of a similar set of Ministry of Health guidelines. NEAC agreed that the HTML plan for online only was the best way forward, in order to facilitate updating the document in future. 

Proposal for Next Steps
NEAC noted the Secretariat’s plan 

5. NEAC Standards: Working session discussions 
From protectionism to inclusion: A New Zealand perspective on health‐related research involving adults incapable of giving informed consent 
NEAC commended the paper and noted the importance of addressing the balance between inclusion and exclusion in New Zealand. NEAC noted they would draw on the paper and submitter feedback when working with the HDC. 

Review of 2018 Australian National Statement
NEAC noted the recent revision of the Australian National Statement and agreed draw upon the Australian National Statement for guidance in managing scope of review, ethics and the law and categories of participants. 


Meeting closed at 4:20pm.





Day two / 23 November 2018

Attendees: Adriana Gunder, Liz Richards, Neil Pickering, Wayne Miles, Maureen Holdaway, Hope Tupara

Ministry staff: Hayley Robertson, Nic Aagaard, Mark Joyce

Apologies: Kahu McClintock, Dana Wensley

6. Revision and recording of consensus decisions relating to 22 November Meeting
The Secretariat gave an overview of day one and recapped the action points for those who weren’t present. A summary of the action points are provided as an appendix. 

NEAC welcomed Hope, followed by a discussion on how there was not strong representation from submitters in Maori research groups. The Secretariat suggested going back out to re-consult on areas that had needed further consideration, as required.  

7. NEAC Work Programme Discussion
There was a comprehensive discussion about the many possible areas of work and Bills that NEAC could provide advice on, followed by a discussion about capacity of the Secretariat for the ethics team. NEAC agreed on the key priorities for their work programme to discuss with the Minister of Health in early 2019. 

Immediate priority

Publishing the Summary of Submissions
Completing the final draft of the National Ethics Standards
Issuing advice and contacting agencies regarding high level issues that go beyond the scope of the Standards

Medium priority

ACC exclusions for commercially sponsored clinical trials
HDC and right 7.4
HRC EC – national engagement and working together
HQSC and MSD engagement – QI and audit work

Long term priority 

Researcher training
Review of locality processes
Engagement on ethics review in New Zealand and SOP review

NEACs Vision
[bookmark: _GoBack]The high-level principles that the Secretariat will draft will be based on:

· Working together 
· Relevancy and impact of advice and guidance
· International engagement for best practice
· Adaptable and living documents that recognise change 
· National partnership – a joined up approach to ethics
NEAC discussed their vision – making their work more relevant both nationally and internationally, the idea of the new Standards as a living document that facilitates richer engagement with researchers and the aim to give the public confidence that good research is done in New Zealand. The Secretariat will feed this into the executive summary of the summary of submissions. 


8. 2019 Asia-Pacific Regional Meeting for National Bioethics/Ethics Committees Update
The Secretariat gave NEAC an update about the status of the 2019 Bioethics Summit to be held 22nd and 23rd October 2019 at Te Papa in Wellington. NEAC discussed the purpose of the meeting and an overview of what to expect on the day. NEAC directed the Secretariat to develop a brief web page with a high level welcome from NEAC as the hosts.

Members had a brief discussion about possible topics for the 2019 meeting – for example, global warming, antimicrobial resistance, organ donation. The Secretariat will construct a list of possible speakers for the global steering committee to consider. 

It was agreed that the Secretariat will contact Tourism New Zealand to enquire about funding for the October 2019 meeting.

Other related work
The Chair noted the upcoming AABHL bioethics conference in Dunedin next year from November 21st to 23rd is being combined with the Otago bioethics conference. 

9. NEAC Standards: Working session – directed by day one
Members decided to approach the HRC EC jointly in a letter to start the conversation about the IDI to discuss how it might fit into the new ethics Standards. 

All agreed that a final draft of the summary of submissions is to be sent out to NEAC January 31st, with the committee agreeing they could review it within a week. 

Working Groups
NEAC discussed the way of working to complete the final draft Standards. It was agreed that the Secretariat will develop a project plan and establish small working groups. NEAC considered whether they wanted to lead any projects, and decided that they would commission the work and review it as necessary, and then review the full draft at an in person meeting in April / May. NEAC noted that if the working groups required NEAC input they should contact NEAC for this, and also ensure rationale of decisions is made clear. 

The Secretariat will advise NEAC of working group members for any project established, as well as deadlines and the project directives. NEAC will have opportunities to feed into the work as desired. 

The Secretariat noted that experts can be contacted from the consultation who can provide one or more of the following:

· Advice
· Peer review
· Invitation to working group
Meeting closed at 2pm.

ENDS. 










Supporting Documents

NEAC Ethics Standards work
1. Submissions Master list: This is a full list of unedited submissions, organised by submitter.
2. NEAC High Level Paper: Ethical Issues and Considerations
3. New draft (tracked changes and all comments from consultation) – NEAC Ethics Standards for Health and Disability Research v1.1 
4. Working Document – Submission Analyses: This document is used to see the feedback broken down by question, then further broken down into positive, neutral and negative responses. This is the document used to create the summary of submissions document wording, as well as the high level paper for discussion. 
5. NEAC Summary of Submissions: This is the public facing document (and is relatively unchanged, it will be filled with the information from other documents)

Background Papers for NEAC Ethics Standards work

6. From protectionism to inclusion: A New Zealand perspective on health‐related research involving adults incapable of giving informed consent
7. Australian National Standard – June 2018 Publication 
8. NEAC advice on compensation for commercially sponsored studies
9. Minister Dunne response to NEAC advice.

Asia-Pacific Regional Meeting for National Bioethics/Ethics Committees 
10. Terms of Reference 
11. Steering Committee membership
12. Korea 2017 Meeting Report
13. Dakar - Call to Action – Global Summit
Correspondence

14. Health Research Council Letter to the Ministry of Health
15. Ministry of Health Response Letter to HRC
16. Request for advice - Dr Phil Wood - Chief Advisor, Healthy Ageing - Ministry of Health

Optional Reading

17. Report: Assisted dying
18. International Standards for Clinical Trial Registries – WHO 
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