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ZOOM Meeting
27 November 2019

Attendees: Neil Pickering, Maureen Holdaway, Kahu McClintock, Dana Wensley, Mary-Anne Woodnorth, Wayne Miles, Gordon Jackman, Liz Richards, Hope Tupara

Apologies: 

Ministry staff present: Nic Aagaard, Mark Joyce, Rob McHawk

Apologies: Hayley Robertson


1. Welcome and Opening Discussion
The Chair opened the meeting at 1:00pm and welcomed Members.

Nic Aagaard reported that video recordings from the APNEC Summit held at Te Papa had been reviewed and were of high quality.


2. Ethical Standards – Final Discussion and Sign-off
NEAC Final Review
Nic explained that the final draft of the Standards has been sent back to working group members as well as Ministry staff and other entities, such as Statistics New Zealand and the HQSC. Feedback was said to be positive.
Ministry of Health staff are currently doing a final proof read of the document.
NEAC agreed to not using the terms ‘hardware’ or ‘software’ in the Standards, which will instead describe more directly the system being referred to.
NEAC considered paragraph 10.45 of the Standards, in relation to the contextual requirement of informed consent in health services research. It was acknowledged that the need for individual consent is rare when research targets the system level. The concern was that a blanket informed consent requirement would present a barrier for some research. The Committee agreed for the Secretariat to review the document to ensure that informed consent remains the default position, while also flagging specific exceptions to this. 10.45 is to be amended in this fashion.
It was agreed to replace the term ‘clinical’ with ‘domain’ in table 10.1 with regard to implementation research. It was also agreed to explain the terms ‘horizontal’ and ‘vertical integration’ in a footnote in this section.
NEAC confirmed that it is happy with the wording around opt-out consent, which flags that this is not an option in intervention studies. Opt-out consent remains appropriate in observational studies such as the establishment of a registry.
NEAC considered the distinction between prospective and retrospective waivers of consent for secondary re-use of health data in health services research, and the Standards’ position on this. Currently the Health Information Privacy Code allows only for a waiver for data which is already stored. It was noted that distinguishing between a prospective and retrospective waiver does not make sense ethically, but the Standards are bound by legislation here. It was also noted that this issue should remain open for future NEAC discussion.
NEAC questioned the use of the term ‘family member’ in the waiver of consent clause for secondary tissue use. Nic explained that the Tissue Act contains more involved processes for a waiver of consent than the HIPC does for data. Whatever definition NEAC uses needs to be in line with the Act.
It was raised that children under the age of 16, while requiring parental proxy consent, should still be able to withdraw participation from a study. The Committee confirmed that the Standards should make clear that children who are not competent to provide consent can still dissent to participation.
NEAC considered the qualifier “real-time measurement” in its definition of quality improvement activities and opted to retain it. The Committee also discussed the role of the phrase “reasonably assume to be beneficial” in the definition of QI, and whether assumptions, and therefore reduced responsibility of the researcher, should be promoted in the Standards. It was decided to change this to “reasonably believe.” Redundant repetition in the definition was removed as well.
The Committee questioned the necessity of repeating the terms “parent, guardian, and other persons interested in the welfare of the child” in the document in relation to research with children. After discussion it was decided that this should remain, as this phrase reflects both the Care of Children Act and good ethical practice internationally. Health Legal had also requested sound legal wording in its review. Additionally, in relation to research with children, the Committee undertook to remove paragraph 6.22e which simply restated the Code of Rights’ position on consent and the assumption of competence. A reference to the Code in a footnote will be added as a replacement.
NEAC noted that the artificial intelligence section remained broad and likely subject to revision in 2020 but decided to leave the content unchanged for the present.
NEAC resolved to add in the disability research chapter that disabled people are often “not included” in research as well as “excluded.” These are two different ideas and both worthy of input. It was also decided to remove standard 5.15 due to poor wording and mixed messaging, and to add disabled people to the category list on page 66.
NEAC gave the Secretariat approval to make editorial changes which did not warrant unit-level consideration by the Committee.
While acknowledging that small edits remain to be completed, and that there is capacity for changes going forward, NEAC agreed to sign off on the Standards.

Next Steps
Nic advised that one of the Secretariat’s Senior Ethics Advisors is currently reviewing the document in completion.
A health report on the document is currently going through the Director-General’s office, with Associate Minister Jenny Salesa being asked to both agree to the Standards and agree to a future meeting with NEAC.
The Ministry of Health Communications Team is working on the publication of the document.
Once ready the Standards will be shared with the Health Research Council Ethics Committee, Health and Disability Ethics Committees, and institutional ethics committees, and will be effective from 18 December. This gives stakeholders and relevant parties time to review the document and be ready for when the ethics process resumes in January.
The HRC intends to promote the Standards in their publications.

3. Ethical Standards – Training
Nic advised that initial connections have been made with venues for the training roadshow. The training package will be developed in January by the Secretariat.
The training will involve both plenary sessions and workshop sessions using World Health Organisation and UNESCO training tools. NEAC will be provided with content once it is prepared.
HDEC training will commence first, either on 29, 30, or 31 January. All HDEC members will attend a meeting held in Wellington.
Roadshow will start on 10 February in Otago. A lecture theatre and breakout rooms have been booked. As many NEAC members in attendance as possible will be sought for these sessions. Dates will be sent through once finalised. Each region will have a full day of training, with a dedicated session on Maori research ethics, and the day following will be an intimate session with clinical trial units, government agencies, and IECs. Christchurch session are proposed for 13 and 14 February.
The Secretariat will run an internal training day for the Ministry of Health, and also for other government agencies such as the Ministry of Social Development, Statistics New Zealand, and ACC.
The Wellington regional meeting is proposed to take place on 20 February, Waikato on the 24th, and Auckland on the 26th and 27th.
Nic explained however that at this early stage the Secretariat is open to suggestions on the process.

4. HDC Report on Non-Consensual Research
Nic updated the Committee on the report released by the Health and Disability Commissioner on research with adults who cannot provide informed consent.
NEAC will write a letter to the HDC with a cursory overview of the report and an invitation to meet; this will preferably be with the Commissioner. Dana Wensley, Mary-Anne Woodnorth, and Neil Pickering will draft a letter to be followed by full committee sign-off.
NEAC discussed the report’s proposed risk threshold and the lack of clarity around ‘minimal risk’. It was noted that the HDECs do not review research which is minimal risk, and that the context of the risk needs to be stated, for example whether this is clinical or additional risk. The Committee was generally pleased with the legal clarity, but stated that dialogue is needed between NEAC, the HDC, and the Ministry of Health.
NEAC observed that the HDC will not consult on suggested changes until the Ministry creates a specialist ethics committee and NEAC updates the Standards in line with the report, and that this was a problematic process. This will be on NEAC’s work program for 2020 and good communication with the HDC is needed. NEAC affirmed that it would not amend the Standards based on recommendations which are yet to be consulted on. The removal of the ‘best interests’ test is a promising new development, but the taxonomy of risk needs work.
It was stated for the record that there is a risk of depriving individuals who cannot consent from access to improved medical interventions.
NEAC noted that the report also seems to categorically exclude a person who is unable to provide consent and does not have an advocate available from participating in research, which raises a justice issue. NEAC’s ‘second step’ of tailoring risk to individual benefit was noted not to be far from the report’s proposal but would require work to action.
It was advised that the addition of a specialist ethics committee, as proposed in the report, is one route to take, though the addition of specialist members to existing HDECs may also solve this problem.
NEAC inquired what will become of the existing draft standards in light of the report’s recommendations. The Secretariat assured that the existing wording is legally robust and should remain.
NEAC emphasised that both it and the HDC are in the business of facilitating research excellence and protecting participants. Non-consensual research is a joint exercise and there is not a large amount of difference between their approaches. The difficulty lies in the process.


5. NEAC Meetings and Work Program
Meetings

There is a preference for 5 to 6 face-to-face meetings per year. 03 February was floated as a first potential meeting for 2020 and prior to the implementation training. The Secretariat will send out a potential set of dates and meeting locations to Members.

2020 Work Program

· Nic advised that the Ministry of Health plans to establish a working group on gene editing technologies following the recent work of the Royal Society in this area. This group will look at what kind of coordinated response New Zealand should have, and will have representation from NEAC, the Secretariat, Medsafe, specialist researchers, and ACART. It will scope the kind of framework should be put in place in New Zealand.
· Ethical implication of euthanasia is likely to be on NEAC’s work program.
· HDEC Standard Operating Procedure Review
· Members should consider what additional work the Committee wishes to take on, as this needs to be agreed with the Minister.


6. Other Business
Legality of Cluster Randomised Trials
This issue has repeatedly arisen in HDEC meetings. Nic will set up a meeting early next year with the Ministry of Health, HRC, key researchers, HDC, and HDEC members. There is a need to address this barrier in the context of the health research strategy. The Ministry does not wish to stifle large systems-level research.

HDEC

It was noted that a meeting between NEAC and HDEC members would be valuable for maintaining a relationship between the committees. Rob McHawk suggested updating the NEAC Terms of Reference so that a NEAC member may attend HDEC meetings akin to the ACART/ECART dynamic.

Rob also gave an overview of the HDEC’s annual reporting process. These reports were completed by the Secretariat and reviewed by the HRC Ethics Committee. Discussed were the functioning of the Secretariat and work flows, and the NEAC Standards. Concern was specifically raised about the appointments process and co-opting culture, and the subsequent pressures on the ethics system. Scrutiny was placed on the Southern HDEC, though these have been resolved. The issue of Māori membership across committees was also raised. Having one specialist member was said to be a risk, and there is a need across the board to upskill existing members and recruit new members accordingly. The question of student representation on committees was posed.

All HDECs continue to have HRC accreditation.

Additionally, the Issue of specialist committees was raised by the HRC, and also of returning to the pre-2012 model where specific HDEC’s take on certain types of review (data ethics, device trials, etc.).

Overall, the HRC was happy with the direction of the HDECs and the modernisation of New Zealand’s national ethics system.

NEAC noted that HDEC is expected to return reports on the number of Māori research applications submitted alongside other ethnicities. Rob replied that the current research ethics IT system is not set up well to accommodate this, but that an assistant advisor is working manually to produce these data.



1000 Letters Study

Rob provided an update on the ‘1000 Letters’ study being conducted by the Key to Life Trust. The study is collecting suicide letters from the families of individuals who have committed suicide and of those who have survived such attempts. The Secretariat has received 127 complaints from the public, mental health professionals, and academics about the scientific validity and safety of the study, and about its ethical oversight. This complaint has been taken to the HDEC Chairpersons for discussion and letters have been sent from both the Ministry of Health and Privacy Commissioner.

The ethical issues with the study centre around the lack of an informed consent process, lack of a withdrawal process, and lack of data security protocols. The ethics team has referred the matter on to the appropriate regulatory bodies for health practitioners.

NEAC noted that this is a situation which may arise again without sufficient clarity in the ethics review process. There is an outstanding issue of where researchers can go when undertaking research which is out of HDEC’s scope and there is no access to an IEC.

The Secretariat agreed to draft a high-level statement from NEAC on this issue. Moreover, HDEC’s scope as defined in its SOPs is being reviewed as part of the ethics modernisation project. NEAC could be involved in the advisory group to address what kind of research should be reviewed at the national level, and where research which does not warrant national ethics review can turn for ethical oversight.


Meeting closed at 4:15pm.
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