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National Ethics Advisory Committee 
Ministry of Health - 133 Molesworth St, Thorndon
30 April 2019
Attendees: Liz Richards, Neil Pickering, Wayne Miles, Maureen Holdaway, Kahu McClintock, Hope Tupara, Dana Wensley.

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


1. The Acting Chair opened the meeting and welcomed the Committee and Ministry staff.

The Committee took a moment to acknowledge the recent passing of Dr Barry Smith, an instrumental member of the ethics and research community. 

2. Secretariat update and NEAC discussion of:

Appointments 

The Manager of the Ethics team gave members an update of Ministerial appointments and noted that the process is still moving very slowly. There are approximately 30 appointments for all of the ethics committees pending with the appointments team at the Ministry. For NEAC, the Minister has provisionally approved most NEAC appointments subject to approval from Appointments and Honours. The Ministry will update NEAC when approval comes through.

The Secretariat and the Acting Chair of NEAC also interviewed two individuals for vacant positions on NEAC earlier in the year, and the Ministry’s recommendations are also awaiting Ministerial approval.

Members queried the significant length of time between appointments of Committee members and were particularly concerned about the number of outstanding appointments for the HDEC Committees and the impact that this has on researchers and study safety. Some negative feedback relating to this was said noted to have been received from a researcher, and the Secretariat explained that the Health Research Council Ethics Committee had been advised of this.

Adriana Gunder has resigned from NEAC following her term’s end, and members discussed sending a thank you letter from the Committee. A letter of thanks was sent from the Minister of Health, and one from the Committee will be communicated by the Acting Chair.

NEAC and Ministry Work Programme

The final draft of the NEAC guidelines is currently planned for completion at end of June 2019. At the previous meeting, NEAC agreed on the key priorities for their work programme (below). These are all either completed or in progress.  

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

The Secretariat updated the Committee on other projects that are relevant for NEAC, including the APNEC 2 regional meeting in 2019. Additionally, the HDEC Standard Operating Procedures (SOPs) have begun to be reviewed, including a review of the composition and process of Committees. The Committee stated that it would like to have a role in these changes.

The NEAC and Ministry Memorandum of Understanding will also be updated as soon as is practicable to ensure they are fit for purpose. 

Staffing Updates
The ethics team has two new advisors who started in November 2018 and two new assistant advisors. 

The Secretariat informed members that there would also be an upcoming Ministry of Health restructure at tier 3 and 4 level, though it was stated that the restructure will not affect the resources of the ethics team. 

3. Secretariat Update – NEAC Research Ethics Standards 

The Committee commented about work done before the restructure that has been lost in the drafting due to the restructure, noting that this was frustrating for the Committee. The Secretariat noted that they would review the filing, acknowledging the issue and requesting that members identify cases of this early, explaining that they worked with what was handed over at the time.  

Concern was raised by the Committee over a perceived lack of resourcing for the Secretariat, and also that it is counterproductive to have constant changes in staffing. The Secretariat noted that they were dealing with the same difficulties and were following a process to secure resource and staff for NEAC.

The Secretariat noted that the summary of submissions has been finalised and published, and was well received. The Secretariat has begun work on the new draft as directed by the Committee. At the last meeting the committee noted areas of gaps in ethical guidance – for example in the data, artificial intelligence, stem cells and disability sections. The Secretariat had suggested seeking expertise to draft some new guidance for these areas and has established small working groups to complete key pieces of work, with small scope and set deadlines. Members considered these new sections at the meeting. Members shared their comments on the new draft of the Standards, following the Secretariats consideration of approximately 850 comments from the consultation. Members were asked to consider outstanding comments.

The Committee had no concerns about the restructuring of the document. 

The Secretariat has been working with key members of NEAC on a new section about health data and there is a meeting scheduled for 6 May with a number of health and disability experts to consider and improve disability theme throughout the document.

The Secretariat is working with the HQSC on quality improvement activities and has had positive meetings regarding this. On-going work also continues on audits and related activities, following from the workshop with the HQSC.

Hope, Maureen, and Kahu agreed to review the Māori section, including requirements for consultation, given their expertise in this area. 

Members agreed to send their changes and comments via email for the Secretariat to consider.  

Update on small working group data section with Mark, Dana, and Rochelle Style. Approach has been similar to gene editing, to cross reference and hyperlink to similar guidelines. While the section captures the salient ethical issues regarding AI and algorithms, it also explains that this is an evolving field which will require on-going consideration which is beyond the scope of the document.

Members reiterated the approach agreed at the last meeting that a roadshow aimed at familiarising researchers and HDEC’s with the new Standards would be invaluable. 

It was agreed that the Neil will distribute his work on innovative practice to the Secretariat and link in to the work with the HQSC and Dr Martin Than.  

Ethics, unconsented research, 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. The Secretariat reminded NEAC that they had written to the HDC seeking an update about the work on right 7.4.

The two-step approach previously raised by NEAC was discussed, and its illegality was noted again. The options open to the Standards are to either provide ethical guidance in line with 7.4 and best interest, or provide alternative ethics and clearly stating that this approach is not legal.

It was stated that people are currently disadvantaged, with one member advocating a statement that ethical principles support non-consensual research. It was reiterated, however, that the guidelines cannot give advice contrary to the law. It was decided that the document ought to give an accurate account of the ethics of the situation, and that this section should not comment on the law as it is covered elsewhere. What is needed is to raise the ethical dilemmas – the principles in conflict - and to state what the ethics of the matter are, without creating the need to reference the law at various points throughout the document. 

4. HRC EC Chair – Associate Professor Lynley Anderson

[bookmark: _GoBack]NEAC met with Lynley and Lana Lon (project manager ethics - HRC EC) via zoom during the meeting to discuss two pieces of correspondence and to ensure a coordinated approach between the HRC and NEAC that is consistent and robust, and to ensure that both Committees aren’t providing conflicting advice to the Minister of Health. 

The chairs of these groups, and the Ministry of Health previously met in 2018 to consider the most important issues and where each Committee could add value. The HRCEC had also been involved in NEACs cross sectorial work. 

NEAC invited the HRC EC to join the IEC meeting later in the year to share the HRC’s work on the general ethics landscape. 

Neil suggested someone from the HRC attend a NEAC meeting, and noted that pandemic planning is on NEAC’s work programme following the new Standards being released. 

Members agreed that NEAC would send a communication to the HRC EC of what was discussed. 

Members suggested that it would be useful if the HRC EC could review a final draft of the Standards. 

5. Dementia advice – Update

Members discussed correspondence from Dr Phil Wood requesting advice about adding a tracking device as part of the inventory of support for people with dementia. 

The Secretariat has drafted a response for the Committee’s consideration, based on NEACs previous advice in 2016 to the Minister of Health on dementia. The issue of autonomy was discussed, and how tracking devices had the capacity to improve the autonomy of people living with dementia by allowing them to remain safely in their homes.

NEAC agreed that safety is the primary concern but that principles such as consent should also be taken into account. It was proposed that a caveat be added explaining that the advice covered broad ethical principles, and that whether these devices should are to be implemented should be determined on a case by case basis.

Subject to these few minor wording amendments, including a statement that this is not a device that should be used in isolation, NEAC agreed that it can be sent back to Dr Wood. 

6. APNEC – 2 Update and discussion

The Secretariat explained the theme of the upcoming APNEC 2 meeting: ‘Reducing Inequities through Solutions-Orientated Bioethics’. This is to be held in Wellington on 22nd and 23rd October 2019. 

All NEAC members are invited to attend and represent New Zealand.

Sub-themes include artificial intelligence and gene editing, the bioethics of climate change, and indigenous cultures in relation to bioethics. All will be discussed against the backdrop of inequity.

Also discussed will be bioethics in developing countries. For example, the process of moving from operational ethics committees to a national ethics policy committee, and how ethics committees interact with government and civil society.

7. Opportunity to respond to the Medical Council’s consultation 

NEAC received an email from the medical council to comment on the consultation which closes 31 May 2019.  The Secretariat will draft a short response for NEAC to consider.   

Action

· Secretariat to reply on behalf of NEAC.

8. Meeting progress update and next steps


· The Secretariat will review their meeting preparation process and communication taking into account NEACs feedback.
· The Secretariat will incorporate any NEAC feedback prior to peer review.
· The Secretariat will contact peer reviewers and facilitate a peer review process. The result of feedback will be surmised for NEAC to consider at their next meeting.
· The Secretariat will update time frames as required. 

The meeting formally closed at 4pm. 
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