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[bookmark: _Toc215229268]Attendees
	NEAC members
	Elizabeth Fenton (Chair), Julia Black, Maree Candish, 
Edmond Carrucan, Fiona Miles, Tania Moerenhout, Hansa Patel (in attendance for a portion of the meeting) Karaitiana Taiuru

	Apologies
	Vanessa Jordan, Filipo Katavake-McGrath

	Guest attendees
	Catherine Garvey. Chair, Northern A HDEC
Kate O’Connor. Chair, Northern B HDEC
Joan Pettit. Chair, Central HDEC
Edwina Pio. Chair, Southern HDEC

	Guest speakers
	Deb Matich. Health NZ
Amanda Mark. Health NZ
Ruth Lucas. NZACRes

	
	


[bookmark: _Toc215229269]
Welcome	
1. [bookmark: _Int_TyHAIz6o]The meeting was opened with a karakia.
2. Apologies were noted.
3. The agenda was approved, noting a full agenda with several guests.
[bookmark: _Toc215229270]Chair’s update
4. The Chair acknowledged the progress on the draft advice, to the Minister of Health, about clinical ethics and thanked the working group for their work.
5. The Chair informed members that she had recently met the Interim Research Advisory Group Māori. That meeting addressed several matters including data sovereignty and waivers of consent. The Chair noted that she had shared her written summary with NEAC members in Paper 4, which updated the status of the review of NEAC’s National Ethical Standards.
6. The Chair invited two members to comment on recent, specific activities they were involved with. 
a. One member commented on a session on somatic therapy and individualised treatments. She noted that some researchers would like the HDEC process to be more user friendly and that some of the researchers find the HDEC process difficult. The member also noted the recuring theme of the extent to which the HDECs get involved in scrutinising the science of applications. 
b. The second member told the committee that she had a summer student investigating data justice and how that justice might be affected by AI. This second member noted the likely relevance of the student’s work for NEAC’s review of the National Ethical Standards.
[bookmark: _Toc215229271]Declarations of interest
7. Members noted the declarations of interests and were asked to notify the Secretariat of any amendments. 
Action 
· Secretariat to update members’ declarations of interests before the next meeting. 
[bookmark: _Toc215229272]Approval of minutes from NEAC’s 18 September 2025 meeting 
8. Members approved the minutes from NEAC’s meeting on 18 September. 
Action
· Secretariat to place the 18 September minutes on the NEAC webpage. 
[bookmark: _Toc215229273]Actions arising from NEAC’s 18 September meeting
9. The actions arising were discussed and noted. 
10. A member noted that, for the September 2025 meeting item comparing NEAC Standards to the Declaration of Helsinki, NEAC should ensure the Standards align. The Chair said that NEAC could address the point as it reviews the Standards. The Chair asked for an action, to ensure the Standards are looked at in relation to the Declaration of Helsinki.
11. The Chair noted that two action items presented as ‘pending’ were now complete (the actions were to confirm two sets of guests for this meeting).
Action
· Secretariat to update Actions Arising for the next meeting. 
· In the review of the standards, compare the standards to the Declaration of Helsinki and ICH Good Clinical Practice guideline.
[bookmark: _Toc191482894][bookmark: _Toc215229274]Secretariat’s update
12. The Manager, Ethics, updated the Committee on the status of the annual report and that a draft can be provided before NEAC’s first meeting of 2026.
13. The Manager, Ethics, explained that, in 2026, four NEAC members will need to be either replaced or reappointed. The Ministry of Health has begun the appointment process and advertising for the positions is expected early in 2026.
Action
· Secretariat to send the Chair the draft annual report to the minister.
[bookmark: _Toc215229275]Clinical Ethics. Working group update 
14. The Chair acknowledged the hard work of the Working Group to draft the first phase of advice, on clinical ethics, to the Minister.
15. Members discussed several aspects of the draft advice which might be improved. These aspects included (a) moving the commentary about cases into the background section, (b) amending some headings to make the document easier to read, (c) possibly adding a contents page, and (d) whether to amend the overall tone of the document to more clearly inform the Minister of the need for change in some areas.
16. Members discussed the scope of the advice and the extent to which the advice answers the Minister’s substantive questions. A member emphasised the need to respond to the Minister’s specific requests. The discussion considered how the advice could provide the greatest benefit. Members also noted that NEAC needs to be clear when it is advising on novel treatments or unfunded treatments (or both). 
17. The Chair asked members about the possibility of asking the Minister to support NEAC in investigating a range of specific matters and providing him advice in due course. Doing so would enable NEAC to address a range of ethical (health) matters it believes need attention. Members noted that some of the topics of interest are being dealt with, to some extent, by other parties. 
18. There was a discussion about the extent to which NEAC might provide, or endorse, more detailed clinical guidance right across the health sector. The discussion noted that while such guidance can be helpful it can also restrict the ability of clinicians to treat patients if that guidance limits clinician’s ability to decide what is the best treatment in any particular case. The Chair proposed that the advice comment, early on, on the value and limits of clinical guidance.
19. The Chair asked members to send comments to the Secretariat by Friday, 5 December on any substantive matters to amend in the advice. The Chair proposed that the advice recommend that the Minister prioritise and resource work by Health New Zealand / Te Whatu Ora on ethics support. 
20. Members agreed they would like the document to be submitted to the Minister before the Christmas break.
Actions
· Members to send comments to the Secretariat by Friday, 5 December on any substantive matters in the advice.
· The Chair and the Secretariat to amend the advice as requested.
· The Chair or the Secretariat to send the amended advice to members for a final check.
· Secretariat to submit the advice to the Minister before the Christmas break
[bookmark: _Toc215229276]Standards review. Update and next steps
21. The Chair introduced the review of NEAC’s National Ethical Standards, noting several parallel streams of work are underway. 
22. The Chair noted that, later in this meeting, Ruth Lucas, Chair of the New Zealand Association of Clinical Researchers (NZACRes), would join the meeting to discuss compensation and insurance for participants in clinical trials. The Chair also noted the position statement of the Health Research Council Ethics Committee (HRCEC).
23. The Chair then noted that NEAC now has a working group for the AI chapter of NEAC’s Standards. That chapter is likely to be the focus of NEAC’s first meeting in 2026. NEAC expects to invite several speakers to that meeting to discuss AI. 
24. The Chair then commented on her discussion with the Interim Research Advisory Group Māori (noted above at paragraph 5). The Chair noted that the topics in that meeting had also included the distinction between quality improvement and research and that this distinction is not always easy to make. She noted that there are questions about when a trigger for an ethical review might, or might not, be obvious. The Chair noted that, in some cases, people cannot get their work published if they do not have ethical approval and she asked members what they thought about this. 
25. Members discussed this matter, noting there is also a distinction between scholarly articles and other articles. When the article is not in a scholarly journal ethics approval should usually not be needed. A member noted that for some articles, the author could seek a letter or notification from an ethics committee that simply states that the work does not need ethical approval — such a letter would be sufficient for many journals.
26. The Chair indicated that the implications should be fully considered and that the required standards clearly identified to support any ongoing broader discussions.
[bookmark: _Toc210395712][bookmark: _Toc215229277][bookmark: _Toc650115686]Standards review. New Zealand Association of Clinical Research, insurance
27. The Chair welcomed Ruth Lucas, Chair of NZACRes, and Ruth’s presentation was shared.
28. Ruth and NEAC members had a wide-ranging discussion about the various aspects of compensation for participants in trials, especially the aspects that need improvement. NZACRes has established a working group to examine compensation and insurance. The sector is actively engaged, and there is a strong commitment to resolving the issue. 
29. The matters raised in the discussion included:
a. ACC eligibility circumstances
b. commercial clinical trials are not covered by ACC
c. the wording about “ACC equivalence” causes problems for trials where ACC would not be applicable 
d. why payments are made for some situations and not others 
e. that lump sum payments under ACC are low by international standards
f. the loss of earnings component is inadequate
g. the process claimants must go through is unclear
h. whether compensation for trials of medicines and trials of devices should be treated the same 
i. whether the ACC regime could be amended to include compensation for people in trials.
30. For each of these points, members noted that there can be several factors involved and each point needs to be worked through in detail. 
31. If guidelines were to be developed for setting levels of compensation, the party that pays the compensation would need to be involved in developing the guidelines. This point raised a question about how insurance levels are set.
32. Members agreed they would be happy to work with NZACRes and more widely on these questions to create recommendations.
33. Members agreed to write to the Minister of Health, and the Minister for ACC (either at the same time, or separately), about the benefits of removing the exclusion ACC currently has for people injured in clinical trials. 
34. There was a discussion about getting the support of other people in the sector for the proposals in the letter. Members noted this garnering of support could take several weeks. There was also mention of the importance of maintaining a focus on key ethical principles throughout these discussions. 
Actions 
· Chair to further discuss the NZACRes proposal with the Chair of NZACRes.
· Secretariat to draft a letter from NEAC to the Minister of Health about the benefits of removing the exclusion ACC currently has for people injured in clinical trials.
· Chair to approve the letter, subject to amendments.
· Secretariat to circulate the letter to selected stakeholders, seeking endorsement and input.
· Secretariat to submit the letter to the Minister.
[bookmark: _Toc215229278]Standards review. Health New Zealand; locality assessment, insurance/indemnity changes presentation, and other ethics-related changes
35. The Chair welcomed six guests to the meeting. 
a. From Health New Zealand / Te Whatu Ora, were Deb Matich and Amanda Mark. Deb is the National Group Manager, Health NZ Research, Evidence & Pathways. Amanda is the Principal Legal Counsel, (Northern) Health New Zealand,
b. From the Health and Disability Ethics committees were the four Chairs.
36. Deb and Amanda gave a presentation on Health NZ’s work to improve the way in which participants in clinical trials can be compensated in the event of injury. They noted that while the policies have not been amended the process has been made clearer and people’s entitlements have been more clearly explained.
37. Those present discussed Health NZ’s work and asked about several matters including:
a. the details in insurers’ policies, for trials, are not visible to Health NZ
b. could other support for participants be provided
c. do the parties running the trials have responsibilities to any parties other than the participants?
d. participant information sheets need to be clearer and better structured (generally, not just in the case of Health NZ)
e. will compensation be available for people who take part in trials that are sponsored by private companies but run in public health facilities?
f. if regulations, including for compensation, are too difficult some companies will choose not to run trials here — such decisions could be bad for patients.
38. Deb further explained that Health NZ is introducing a single Administering Research Office for each trial. This change should make the administration of trials much easier for all parties involved.
[bookmark: _Toc215229279]HDEC Chairs and NEAC conversation
39. The four Chairs of the HDECs stayed on and discussed several matters with NEAC. First, those present discussed what the changes at Health NZ sites could mean for the HDECs. 
40. The conversation returned to the matter of getting changes to the ACC settings (i.e. removing the exclusion ACC currently has for people injured in clinical trials) and that attempts had been made in the past to make such changes but have not yet been successful. A NEAC member said that changes might be more likely if ACC would see them as a benefit, not a risk.
41. The HDEC Chairs agreed they could endorse a letter to the Minister that recommends changes to the ACC settings. The letter could explain that, with better compensation settings, New Zealand could be seen more favourably by potential researchers.
42. There was more discussion about the need for Participant Information Sheets to be easier to read. The Secretariat will contact Health NZ about commenting on these sheets. 
43. The discussion then returned to the matter of who can get what level of compensation and why they can (or cannot) get it. No specific conclusion was reached but the matter can be considered in NEAC’s work on the compensation chapter of the standards.
44. A NEAC member noted that participants are at risk from two main sources in a trial of medicines. The first risk is from the medicine itself and the second is from the person administering that medicine.
Actions
· Secretariat to contact Health NZ about commenting on these sheets.
[bookmark: _Toc215229280][bookmark: _Toc1785318493]Health sector emerging and priority ethical issues 
45. This item addressed emerging and priority ethical issues in the health sector and the papers included the scoping papers from NEAC’s July 2024 meeting.
46. The Chair observed that it was timely for NEAC to do a stocktake of its projects and to consider what the priority work should be. She noted that, in 2026, the projects on (a) clinical ethics and (b) the review of some chapters of NEAC’s standards are likely to remain the priorities. The Chair also noted that the report from NZACRes provides a good oversight of the various matters the sector faces and could help NEAC to set its priorities.
47. The Manager, Ethics, commented on the Minster’s request for advice about the possibility of a privately run ethics committee. This work could help address the gap of some research not having a clear process for the researchers to follow. The Manager also noted that the main matter the HDECs face is their capacity to consider all the applications for research in a timely manner.
48. The Chair said that NEAC could write to the Minister about the findings in the NZACRes report and endorse the recommendation for more resources for the ethics committees.
49. A member raised a topic that NEAC could consider as part of its broader remit — should GPs act as initial points of screening for patients to go for further care/diagnostics? The member will contact the Secretariat to explain the query and for NEAC to consider more fully.
50. A member commented on intergenerational equity and the need for NEAC to explore this topic.
Actions
· Prepare a letter from the Chair to the Minister endorsing NZACRes’ recommendation for additional resources for the ethics committees.
· Member to contact the Secretariat to explain the query about GPs doing initial screening of patients.
[bookmark: _Toc215229281]Other correspondence 
51. No items.
[bookmark: _Toc215229282]Any other business
52. Members noted the forward agenda.
53. Members agreed to the revised meeting dates for 2026. There will be one in-person meeting in 2026 and the date is yet to be confirmed.
[bookmark: _Toc215229283]Closing 
54. The Chair thanked everyone for their contributions to the day’s meeting. 

Karakia to close
Meeting ended 4:00pm
Next meeting scheduled for Thursday, 12 Feb 2026
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