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National Ethics Advisory Committee 
Ministry of Health - 133 Molesworth St, Thorndon meeting room G.C 1
17 July 2019
Attendees: Neil Pickering, Maureen Holdaway, Kahu McClintock, Hope Tupara (by phone), Dana Wensley (by phone until 1pm), Mary-Anne Woodnorth and Gordon Jackman.

Apologies: Wayne Miles, Liz Richards.

Ministry staff present: Hayley Robertson, Nic Aagaard, Rob McHawk.

Apologies:  Mark Joyce 

1. New member welcome and introductions

The Chair opened the meeting at 9.30am and welcomed the Committee and Ministry officials. 

Members did a round of introductions for NEAC’s two new recently appointed members, Mary-Anne Woodnorth, appointed as the member with health research perspectives, and Gordon Jackman, appointed as the member with disability consumer perspectives.

Members approved the minutes from the last NEAC meeting on 30 April 2019. 

Actions:
· Secretariat to upload minutes and agenda from 30 April 2019 to NEAC’s webpage.
· Secretariat to upload the agenda from this meeting to the NEAC webpage.

2. Secretariat update and NEAC discussion of:

Ministry of Health / Ethics team update and new Minister update

The Manager of the Ethics team signalled that the Ethics portfolio may be delegated to an Associate Minister of Health following the Cabinet restructure. The Secretariat will keep NEAC updated as more information is known.

Ministry restructure but ethics does not have any substantial changes this time. 

Rob McHawk was formally appointed as Manager of the Ethics team in June after acting in this role for the last year. 

Appointments 

The Manager of the Ethics team gave members an update of Ministerial appointments and welcomed the new members of NEAC, and noted that the next round of candidates are with the Minister for selection. 

Monitoring update 

The Manager of the Ethics team also gave the Committee an overview of the appointments situation in the HDECs as part of their monitoring role, noting the outstanding appointments and changes within the Committees.

The Secretariat took members through a graph showing the HDEC workload over the past year, noting that applications and workload for both the HDEC members and the Secretariat are increasing every year, and are almost at capacity. The Secretariat noted that we anticipate less scope of review assessments with the changes in the new NEAC Standards which will free up the Secretariat to follow up outstanding project work. 

The Secretariat noted that they are very proud of the decrease in waiting times for applications and post approval letters with the new staff in the ethics team on board. The ethics team has two new advisors who started in November 2018 and two new assistant advisors.

Kahu noted that NEAC would like an ethnic breakdown in terms of which Maori applications have been approved and declined, which localities are submitting Maori research, and for NEAC to track the number of Maori research studies that are being funded by the HRC and their outcomes. The Secretariat replied that there is no one body in New Zealand that collects this kind of information for Maori or Disability research and this gap has been identified in the health research strategy.  

Actions:
· Secretariat to set time aside to investigate a brief picture of Maori and Disability research for NEAC’s monitoring in the interim. 
· Secretariat to ask HRC if we can share the HDEC annual reports.

Member training

The Secretariat noted that they are in a bind with training for HDEC members, having put it off until NEAC finalises the new Ethics Standards. This will be part of the implementation plan. 

An online system called Praxis is being investigated by the Secretariat as an option to use to provide training to researchers and ethics committees. Some members of the ethics Secretariat have trialled the Praxis system and discussions are ongoing with the HRC in regards to how this can be appropriate for New Zealand.

3. Research Ethics Standards – Update and working session
Changes to the Master copy of the Standards

The Secretariat took members through the feedback from the second round of targeted consultation that has been undertaken. On 1 June 2019, the document was sent out for the second time for a targeted expert review. NEAC members were provided with an appendix of the submitters and whether they provided feedback. Also on 1 June the Secretariat organised the master document to be professionally edited through the Ministry of Health. 

The professional editor made 8666 revisions, including 383 comments. The Secretariat manually reviewed all proposed changes. When reviewing changes, the Secretariat ensured that changes did not impact the ethical meaning of any statements. Once all changes had been considered and either accepted, rejected or left in tracked changes, this edited document became the new Master copy of the NEAC Ethical Standards considered at this meeting. 

The targeted consultation was very successful, with 41 submitters, generally constructive and positive. In terms of feedback there were no major roadblocks, and consisted mainly of areas that need more expert or technical review. 

Members decided on a process to be led by the Secretariat about the outstanding issues to allow the team to carry on with polishing the document.

The Secretariat noted that there have been generous offers from expert submitters to work with NEAC to do some more work on the outstanding issues.

Outstanding areas discussed that need more work: 

Quality improvement chapter
The Secretariat sought direction from members about the proposed quality improvement table. Members discussed how important it is to be clear in the Standards about what activities are defined as in order to assist researchers and institutions to determine whether their activity requires review. Getting this section right will reduce the burden of scope of reviews for whether a study needs ethics review for the ethics Secretariat also.   

Disability chapter 
The Secretariat hosted a day on 6 May 2019 at the Ministry of Health to seek feedback from submitters about the disability chapter, this then went out for targeted consultation. The Secretariat told members that the day went so well and submitters were pleased with the process of engagement in developing this chapter that there is a paper being developed by Victoria University.  Members were invited to consider the two full disability chapters for preference, and members directed the Secretariat to merge the two versions with the aim to reducing content and repetition where possible. 

Gordon facilitated a discussion about the idea of innate bias in regards to disability, noting that medical model references are inaccurate and need to be updated within the document. The Secretariat noted that the chapter has an educative function and will be helpful for new researchers, and agree with Gordon that it is very difficult to encapsulate the idea and experiences of ‘disability’ in a section on research guidelines, and that there is no one pan-disability perspective.

Actions:
· Gordon and the Secretariat to work together to merge the two chapters to finalise the disability chapter, noting areas that are controversial or incorrect. 
· Hope noted she would like to review the edits. 

Innovative practice 
Members had a discussion about where the section on innovative practise sits best within the document with it not being research, nor quality improvement specifically, and not large enough to be its own chapter. 
Members also had a discussion about additions to this section, and agreed to send their thoughts to Neil for collation. 
Action:
· Neil to make changes to the Innovative Practice section in conjunction with the Secretariat. 

Informed consent chapter changes
The Secretariat noted that the risk benefit section and the two step approach were well received in the targeted consultation. Submitters also expressed that they felt that this chapter provides clarity compared to the current guidelines and previous iterations of the draft Standards. Members discussed the value of defining terms such as best interests, or to be less prescriptive in the Standards. Members decided that as the function of the Standards is ethical guidance, there isn't much value in leaving it open for overlapping views or possible inconsistencies in decision making.  
Action:
· Secretariat to liaise with legal experts and come back to NEAC for review.

Categories of Participants chapter
The Secretariat noted that following the targeted consultation and editing, the Standards now have three participant based type chapters (Maori, Pacific and Disability) and then ethical guidance for research with women and children in the categories chapter. Members were invited to consider where these best fit in the document.  
Health data chapter feedback and AI 
These have always been very technical chapter that we need to get right. This chapter also received the most feedback in the targeted consultation. There are still many outstanding comments on the health data section. Members directed the Secretariat to aim to not let this section get bogged down in technical terms, these are evolving technologies so the language needs to be lay.
Maui Hudson who was one of the expert reviewers on this chapter noted he was happy with the pitch of the data sovereignty section. The Secretariat had offers from Matthew Strother who is doing his PHD on AI and Rochelle style to assist in shaping this section, and the Secretariat sought NEAC's approval to engage them. Dana requested to review this section again also.
Action:
· Secretariat to contact MSD and Statistics NZ to seek their expert views and support on the pitch of this section.


4. Ethical Standards - implementation planning

The Secretariat suggested the Ethics Standards should be ‘launched’ in some way and members agreed that this was a good idea. 

Members discussed the benefits of a lead in period to align with the release of the Ethics Standards, The Secretariat also supports a lead in period, and noted that there will be a period of time where our online system is totally mismatched to the new Ethics Standards. The Secretariat suggested aiming for release around mid-October with a lead in period of mid-November. 

The Manager of the Ethics Team took members through the ethics teams plan for modernisation of the ethics review process following the release of the Ethics Standards. Ethics Management have developed a business plan and is seeking funding for its implementation. 

The plan should take up to 18 months to be implemented, and includes but is not limited to:

· refreshing the HDEC terms of reference
· member fees
· an implementation plan for the new standards, including training ethics staff, committee members  and stakeholders etc how to use the new system.
· draft changes to the SOPs and subsequent public consultation,
· A new online system called ERM, will replace the current software the HDECs use, and allow the Secretariat to have more freedom with the ethics system and make minor changes to forms. It should also allow a greater reporting capability for research. 

NEACs role in this will be making sure the ethical issues that should be assessed in studies are included.   

Action:
· Secretariat to devise an implementation plan for the release of the new standards. 

5. APNEC II – Secretariat update 

The Secretariat took new members through the upcoming APNEC meeting, with the theme of ‘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.

For this meeting, the Secretariat provided NEAC with the APNEC draft programme and concept note. 
The APNEC steering group meets about once a month to plan the meeting. The steering group aims to send out invites to APNEC in the very near future. 

The Secretariat invites NEAC members to volunteer to facilitate a break out session of their choice. The Minister of Health has confirmed he would like to open this meeting and the Secretariat has asked Minister Genter to open the session on climate change. 

The next steering committee meeting will be held on the 31st July. 

6. Meeting the Minister and Work Programme Discussion – 2019/2020

The Secretariat is working with the Minister’s office to organise a meeting between the Minister and the Chair.

Topic’s that might be put forward to agree NEAC’s work programme with the Minister include:

· Clinical ethics within DHBs and infrastructure
· The possibility of a broader AI framework across the research sector (like the UK and France) and NEAC’s role 
· The Secretariat suggests also that ethics and pandemic planning be suggested as a possible work item too
· How can we collect outcomes from health research – eg: economic, implementation of policies and changing practices. This is something that the work group around the health research strategy is looking into. 

Action:
· Secretariat to prepare a briefing for both the Minister and the Chair to facilitate the meeting. 

7. Meeting progress update and next steps

Response 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 and the Chair drafted and sent a short response largely supportive of the proposed changes.   

Correspondence with the HRC

Earlier in the year, NEAC wrote to the HDC seeking an update about the work on Right 7.4 following feedback on the Standards and the tension between ethics and the law. 

Members agreed to send another letter to the HDC noting that NEAC is about to release the new ethics Standards and give them another opportunity to respond. 

Action:
· Secretariat to draft another letter to the HDC on behalf of NEAC.
Next Steps
Members agreed on a timeframe to sign the content off by 21 August. The Secretariat will get back to members with a timeframe of what still needs to be done and possible next meeting dates.
Other steps that need to be undertaken before publishing the Ethics Standards include:
· Identify final areas for development, assign time frames and leads.
· Potential expert review (of very small sections, not chapters etc) 
· Add in hyperlinks (1 week) - this will be done internally
· Minister foreword review
· Chairs foreword review
· Formatting (2 weeks)
· Ministerial sign out (3 weeks)
· Publish
· HTML 5 Conversion (4 weeks)
· Training program development

Actions

· Neil to reword NEAC Foreword in conjunction with the Secretariat.
· Secretariat to prepare a Ministers foreword for the Ministers consideration.

The meeting formally closed at 3.30pm. 
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