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ZOOM Meeting

Attendees: Neil Pickering (Acting Chair), Maureen Holdaway, Wayne Miles, Liz Richards, Gordan Jackman, Dana Wensley, Kahu McClintock, Mary-Anne Woodnorth

Apologies: Hope Tupara

Ministry staff: Nic Aagaard, Mark Joyce, Rob McHawk

Apologies: Hayley Robertson


Welcome

The meeting was opened by the Chair at 1300.

The minutes of 18 September 2019 were approved.


Ethical Standards – Update

The Secretariat gave an update on the work completed since NEAC’s last meeting.

Nic Aagaard reminded attendees that NEAC’s last meeting was attended by the external health data working group members and resulted in a plan to contact Beverley Braybrook at StatsNZ. Beverley and Hamish James subsequently gave comments which, in conjunction with Maui Hudson, have informed the current iteration of the health data chapter. Matthew Strother and Rochelle Style have since provided final comments on this version.

The Committee was advised that Belinda Clark from Health Legal is also reviewing the document, and will provide formal sign-off on 13 November following peer review. No major revisions are anticipated.

At present, the document has been cleaned of reviewer comments aside from final high-level issues which NEAC is asked to address.

The document is also with the formatter Liz Bentley, who will be sending her design proposal on 06 November. The final formatted version will be sent on 11 November, but will continue to be edited. Following publication on 17 December, which allows time for people to become acquainted with the document during the HDEC and IEC shut-down period, the online format gives capacity to action relevant feedback from the sector.

Nic stated that the objective of the meeting was to address all remaining reviewer comments on the current document and generate action points for the Secretariat to follow up over the next 2 weeks. Ideally, the document should be signed-off by NEAC on 27 November. Following publication there may be feedback and with the online format there may be capacity to amend.




Ethical Standards – NEAC Review

Nic advised that the Family Violence Act has been added to the list of legislation as per NEAC’s request, and a hyperlink has been provided.

Terminology

Regarding the issue of the term ‘Researcher’ in the Standards, the Secretariat has provided a definition of researcher which clarifies who the document is intended to address. Researcher is used as a broad term to cover anyone involved in research or quality improvement activities (e.g. all those involved in data guardianship during these activities.

NEAC agreed that this definition fit well and was happy with the addition.

Categories of Participants and Vulnerability

Material on research with woman and pregnant participants was all that remained in the former ‘Categories of Participants’ chapter following the addition of specific group content. This chapter has been re-written to address the sources of vulnerability, with a focus on managing vulnerability, what causes it (e.g. power imbalances), and so on. NEAC approval was sought of the new title ‘Ethical Management of Vulnerability.

NEAC approved the new title and focus of the chapter, and particularly with the sentiment of paragraph 6.1.

Material on research with woman and pregnant participants has been moved to the research population section, and emphasises the need for inclusivity (as traditionally excluded groups) as opposed to categorical and paternalistic protection via exclusion.

NEAC approved and highlighted importance of the above in terms of inclusion.

A general comment was made about paragraphs which had been seemingly inserted by Health Legal. Nic assured the Committee that the legal content will be retained but improved for readability. The Committee’s concerns about the need to separate legal issues from ethical ones were registered, and Nic suggested that legal content can be amended upon specific request to the Secretariat from NEAC.

Informed Consent Chapter

It was explained that standards for consent future unspecified research on tissue remain in line with Ministry of Health guidance. However, there is an on-going issue as to whether specific consent is required for data. The Standards acknowledge that there are different levels of consent which can be obtained. For example, when it is known what will be done with data there are bullet-points to follow with regard to the level of information to be provided to participants.

NEAC agreed with this approach, and stated that data should indeed be considered to require the same ethical considerations as tissue. Just as much care is required with this resource as the other.

Research with Adults Who Cannot Provide Informed Consent

Guidance was sought from Health Legal on what decisions can be made for adults, by adults. The section now clearly outlines the appropriate and legal roles of welfare guardians, EPOAs, etc. It also advises generally what level of enrolment can be used when involving adults who cannot consent. Language has also been updated for the New Zealand context, i.e. ‘proxy consent’ to ‘substituted decision-making’.

The Committee commended these additions, but made the same comment about the readability of Health Legal’s excerpts. It was asked as well that it be reaffirmed that the Standards are adhering to the Helsinki Declaration with regard to unconsented participation.


Categories of Risk

All that has been added are examples of minimal risk scenarios incorporated from the existing 2012 NEAC Guidelines.

The existing four levels of risk: minimal risk, more than minimal risk, low-risk, significantly greater than minimal risk. These categories are the trend internationally. An example of significantly greater than minimal risk studies would be phase 1 clinical trials. These give ethics committees the ability to tailor requirements, such as the provision of peer review, to the level of risk.

NEAC questioned the distinction between low risk and more than minimal risk, and asked that the headings and ordering be revised. It was stated the relationship between the number of people affected by research and the level risk should be signalled.

NEAC also asked that cultural considerations be added to paragraph 8.10.b.

Cluster Randomised Control Trials

Nic updated the Committee that the Health and Disability Commissioner has responded to the Health Research Council letter, and that once the HRC Ethics Committee has reviewed the response this will be shared with NEAC. The HRC plan to work together on addressing the absence of a prospective general waiver for cluster research, as this is not provided for in the HDC Code and Health Information Privacy Code.

NEAC expressed interest in this issue being on its work program for 2020.

NEAC agreed that CRCTs are on ongoing issue and resolved to signal that NEAC wishes to produce guidance for these but that ultimately it remains an HDC issue. The ethical reasonableness of these trials conflicting with the legal reality, and the lack of a mechanism for New Zealand ethics committees to approve these (which exists internationally, i.e. a series of conditions which need to be met) were also to be signalled.

A further problem was said to arise, as researchers are deterred and avoid labelling their studies as ‘research’ in order to avoid declinature.

Nic stated that an HDC report on non-consensual research is expected to be issued the week of 11/11/19, and a meeting will subsequently be set up between NEAC and the HDC.

It was suggested as a way forward on this issue, within next two weeks, to look at the link between cluster control trials and quality improvement activities, and to figure out a signposting strategy for these.

Neil, Mary-Anne Woodnorth, and Wayne Miles agreed to look at this section further regarding health services research.

Innovative Practice

Neil Pickering gave an update on the innovative practice section. He explained that internationally there has been a move away from guidelines for conducting innovative practice and towards guidance for when innovative practice would or should become research. However, it should also not be suggested that innovative practices do not contain ethical issues when not a research activity.

Nic stated that reviewer comments in this section had been addressed, and that the section can be updated as feedback comes in post-publication. It was considered whether to remove financial reasons as a reason for not conducting research, and the Committee noted that it could state financial reasons as possibly justifying not undertaking research, though this does not necessarily justify it.

NEAC agreed that all reviewer comments had been addressed.

It was proposed that links to the disability and inequity sections be added to provide a disability perspective.


Health Data

Nic explained that Beverley Braybrook and Hamish James supported everything which NEAC proposed with document regarding health data, but suggested changing the structure. As a result, the Secretariat has created new sub-sections relating to general data considerations, to those for the re-use of existing data, and to those for the collection of new data. A table has been incorporated from the data sovereignty group, and the chapter will be updated to include the Tikanga framework from Stats NZ once it is published.

NEAC stated that the document could also look to link in with upcoming Ministry of Health data sovereignty work.

With regard to the new technologies section, the Secretariat has deleted repetition and simplified and restructured the section. The chapter focusses on general considerations and has been run by the Ministry’s emerging technology team who are happy with the content. The chapter is now finalised.

The Committee commented that the chapter looks readable, internally consistent, and useful.

Quality Improvement

Nic reported that a meeting between the Secretariat and the Health Quality and Safety Commission is upcoming. It will be asked what is meant by ‘quality improvement’ specifically, and about consent in relation to quality improvement, such as when consent is only required at a system level versus individual consent. It will be suggested that risk factors determine whether individual consent needs to be sought. 

In general, it was stated that the definitions in this chapter have been well received.

Pacific Peoples

NEAC discussed the appropriateness of the term ‘Pacific Peoples’ in the document, and it was understood that this term is in wide use in the public sector and should therefore remain. However, Nic will run this by relevant Ministry advisors.

Researcher conduct

NEAC decided to retain the reference to whakapapa in this chapter, as it shows the relationship of broad bioethical principles to Māori value as evidenced throughout the document.


NEAC approved sign-off of the Ethical Standards.


Ethical Standards – Implementation

Nic explained that he has met with the HRCEC and a plan is in place to distribute the document to the Health and Disability Ethics Committees and institutional ethics committees. A call has gone out to the IECs to ask that they put forward venues and dates for training. These dates will be shared with NEAC and training will need to cover government, universities, and district health boards.

Kahu McClintock expressed a desire to be an observer during the Māori content training sessions.

NEAC was advised it will need to review the training material that the Secretariat will begin developing in January, and will assist in its implementation in early February.

Liz Richards expressed a desire to attend sessions.

Gordon Jackman recommended that Hilary Stace be recruited to assist with disability training.

APNEC II – Secretariat Update

Nic gave an overview of the recent Asia-Pacific National Ethics Committee Regional Meeting. He explained that it had been challenging to organise and that the WHO had strict requirements for the meeting, covering topics such as climate change, indigenous ethics, and emerging technologies, and ranging across the streams of public health ethics, clinical ethics, and research ethics. However, the meeting was a success and there had been good representation across countries in the region. A focus had also been on developing national ethics capacities.

A debrief with UNESCO and the WHO will occur on 06 November and they will be sending out evaluations. The WHO has praised the organisation of the meeting.

It was suggested that it be put on NEAC’s work program to address what can be done to assist New Zealand’s pacific neighbours in developing their national ethics capacities.

NEAC inquired after the expected higher-level outputs of the meeting, and Nic noted that the solutions-based theme of the meeting had resulted in short, mid, and long-term plans being drawn up by participating countries. A written report will also be delivered at the global summit in Portugal. Additionally, contacts have been made with attendees, and the WHO and UNESCO will allocate funds in the region as necessary.


Other Business

NEAC was asked to consider its work program for 2020.

It was noted that Associate Minister Salesa had been impressed with the work at APNEC II.

27 November was proposed as NEAC’s next meeting date. A program of dates was also proposed for 2020. A final version of the Ethical Standards will be sent on the 15th with a list of changes made.


Action Points for Secretariat

· Re-write Health Legal additions for readability. NEAC also to make formal request to frame legal issues as secondary to ethical ones (i.e. the former not ‘central’ in the document).
· Re-affirm Standards’ adherence to the Helsinki Declaration with regard to unconsented participation.
· Revise risk level headings and orderings, addressing the distinction between minimal-risk and low-risk.
· Cultural considerations to be added to paragraph 8.10.b.
· Signalling of ethical and legal tensions around cluster randomised control trials.
· Neil, Mary-Anne, and Wayne to look at cluster randomised control trials in relation to health services research. Looking at the link between cluster controls and the QI section to figure out a signposting strategy.
· Innovative practice: state financial reasons as a potential reason for not conducting research though not a categorical justification. Also link chapter to disability and inequity content.
· Nic to check appropriateness of ‘Pacific Peoples’ terminology.
· Signal the relationship between the number of people affected by research and the level risk, i.e. how the former translates into the latter.
· Nic to remove ‘traditionally’, and use slides from APNEC as a better way of wording that only exceptional circumstances allow research without consent, but these do exist.


The meeting closed at 1515.
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