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	Committee:
	STH Health and Disability Ethics Committee

	Meeting date:
	10 February 2026

	Zoom details:
	812 7953 3520
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	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Professor Edwina Pio ONZM
	Lay (Chair)
	08/09/2025 
	07/09/2030 
	Present 

	Dr Tristan Sames
	Non-lay 
	09/06/2025
	08/06/2028
	Apologies

	Associate Professor Nicola Swain
	Non-lay
	22/12/2021
	08/06/2030
	Present

	Dr Lyn Murphy
	Lay 
	15/09/2025 
	14/09/2029 
	Present

	Ms Neta Tomokino
	Lay 
	15/09/2025 
	14/09/2029 
	Present

	Dr Maree Kirk
	Lay 
	03/07/2023
	02/07/2026
	Present

	Dr Geoff Noller
	Non-Lay
	03/03/2025
	02/03/2029
	Present

	Dr Matthew Moore
	Non-Lay
	09/06/2025
	08/06/2028
	Present

	Dr Alison Gordon
	Lay
	15/09/2025 
	14/09/2028
	Present

	Dr Nicolina Newcombe
	Lay
	15/09/2025 
	14/09/2028 
	Present




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that  apologies had been received from Dr Tristan Sames.

The Chair invited the Secretariat to give the opening karakia.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 09 December 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 FULL 23501

	 
	Title: 
	EXTEND-AGNES TNK: Post-thrombectomy intra-arterial tenecteplase for Acute manaGement of Non-retrievable thrombus and noreflow in Emergent Stroke.

	 
	Principal Investigator: 
	Dr Teddy Wu

	 
	Sponsor: 
	The University of Melbourne

	 
	29 January 2026: 
	29 JANUARY 2026



Dr Teddy Wu and Sara Parkin were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee discussed the likely proportion of participants who would be competent to undertake the short‑form consent process. The Researcher advised that this cannot be predicted in advance but noted that participants who experience right‑sided stroke (and therefore typically do not have language impairment) may be able to do so. The Researcher estimated that approximately 40% of potential participants might fall into this category; however, actual eligibility would depend on the severity of each individual’s clinical presentation. The Researcher further clarified that only a small proportion of participants are expected to be competent to complete informed consent, with the majority requiring a best‑interests pathway.
2. The Committee requested clarification on the anticipated enrolment figures for the study and whether all participants will be recruited from Christchurch. The Researcher confirmed that the study is based in Christchurch and that they expect to enrol slightly more than 15 participants.
3. The Committee asked whether the study involves an additional CT or MRI scan beyond what is provided as part of standard clinical care. The Researcher clarified that while the protocol mentions a sub‑study, it is not part of this study and is not included in the scope of this HDEC review. The Researcher confirmed that all imaging follow‑up is part of standard care. 
4. The Committee asked whether the follow‑up call to participants would come from the University of Melbourne. The Researcher clarified that while they are affiliated with the University of Melbourne, they also intend to see the participant in person and follow‑up will not be limited to a phone call.
5. The Committee queried why the study is described as a Phase IIb trial given that no dose‑optimisation component is included. The Researcher clarified that the designation reflects the Sponsor’s statistical protocol. The Researcher also noted that some participants have not yet completed the first part of the study.
6. The Committee asked whether a koha would be provided to participants. The Researcher advised that, due to funding constraints, no koha would be offered. However, travel expenses will be reimbursed through the provision of taxi chits.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

7. The Committee discussed the status of Māori and Pasifika consultation. The Committee advised the Researchers to follow the recommendations provided by Māori consultation and disseminate findings back as requested. The Committee also suggested that the Researchers undertake Pasifika consultation. 
8. The Committee suggested the Research undertake appropriate disability consultation.
9. The Committee requested that the Researcher amend the study documentation to ensure ethnicity data is collected within the research dataset. This is compulsory and forms part of NEAC standards. Please use the statistics New Zealand 
10. The Committee discussed the stated intention to retain study data for 15 years. The Researcher advised that this duration reflects Australian requirements. The Committee requested that the Researcher consider aligning with New Zealand norms by reducing the retention period to 10 years, unless there is a clear justification for maintaining the 15‑year period. 
11. The Committee requested that the Researcher ensure the study documentation clearly states that disability data will be collected.
12. The Committee requested documentation be aligned on whether agreeing to information being used in future research is optional or mandatory for study participation. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

13. The Committee requested that the Researcher clarify the inclusion criteria to ensure it is explicit that participants must have already undergone a thrombectomy procedure prior to recruitment. This should be clearly stated in the protocol and PIS. 
14. The Committee requested that reimbursement of travel costs is provided for the participant and friends and whānau. Please add a reimbursement section to all applicable forms. 
15. The Committee noted that the current wording in the friends and whānau expression of wishes form implies that friends or whānau may consent on behalf of participants, which is not permitted under NEAC standards. Please standardise the forms and remove wording that could suggest decision‑making authority on behalf of the participant and replace with wording that records expression of wishes only. 
16. The Committee suggested that the Researcher expand the explanation of best‑interests decision‑making. Any reference to participants’ rights should include clear context so that readers understand what specific rights are being referred to.
17. Please revise the continuation form so that it begins with a clear explanation of why the participant has been invited to continue, including an explicit statement that the participant has had a stroke. Please ensure the description of risks, particularly the risk associated with receiving an additional dose of tenecteplase, be rewritten in clearer, more accessible language to support participant understanding. 
18. The Committee suggested that the continuation form be updated to more clearly communicate that all research participation is voluntary, while also explaining that the initial enrolment for these participants occurred under a best‑interests’ pathway.

Decision 


This application was provisionally approved by consensus, subject to the following information being received:

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Professor Edwina Pio and Dr Matthew Moore. 






















	2  
	Ethics ref:  
	2026 FULL 24770

	 
	Title: 
	A Phase 1 Study in Chronic Hepatitis B Patients to Evaluate the Safety, Tolerability, Pharmacokinetics and Pharmacodynamics of AHB171.

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	AusperBio Therapeutics Inc

	 
	29 January 2026: 
	29 JANUARY 2026



Dr Edward Gane, Dr Christian Schwabe, Lucy Druzianic and Samantha Nie were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

Dr Geoff Noller declared a prior professional association with the Coordinating Investigator. The Chair determined this did not constitute a conflict of interest, and Dr Geoff Noeller proceeded as lead reviewer. This application has two reviewers Dr Alison Gorden and Dr Geoff Noller. 

Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee asked for clarification regarding sponsor insurance. The Researcher confirmed that the sponsor holds insurance cover of $20 million per occurrence, which the Committee considered adequate.
1. The Committee asked for clarification on how participant reimbursement would be structured, including whether payments would be made twice or spread across study visits. The Researcher advised that there is flexibility and that reimbursements will be provided after each visit. For participants completing an in‑patient stay the Researcher noted that it is appropriate to acknowledge their time at that point, with subsequent payments made following each additional visit. 
1. The Committee asked whether there would be any formal assessment or qualification of participant substance use when considering eligibility for study participation. The Researcher advised that this would be determined through clinical discretion, specifically considering whether a person’s alcohol use may impact their suitability for participation. The Researcher also noted that concurrent alcohol use disorder is rare in the intended participant population. The Researcher advised that previous injecting drug use would not necessarily be an automatic exclusion.
1. The Committee asked whether the Researcher had considered oversampling Māori and Pasifika participants, given the higher prevalence of hepatitis B in these populations. The Researcher advised that they expect the recruitment approach to result in a representative sample and therefore are not planning targeted oversampling at this stage.


Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

1. The Committee recommended that the Researcher ensure data and tissue are not retained indefinitely. Retention should be for a minimum of 10 years and no longer than is required for the purposes for which the information may lawfully be used. See the National Ethical Standards for Health and Disability Research and Quality Improvement,paragraph 12.13.

Decision 

This application was approved by consensus, subject to the following non-standard conditions:

Please address all outstanding ethical issues raised by the Committee





































	3  
	Ethics ref:  
	2026 FULL 24786

	 
	Title: 
	A FIRST-IN-HUMAN DOSE-ESCALATING STUDY TO EVALUATE THE SAFETY, TOLERABILITY, PHARMACOKINETICS, AND PHARMACODYNAMICS OF SINGLE AND MULTIPLE DOSES OF ARO-033 IN ADULT PARTICIPANTS

	 
	Principal Investigator: 
	Dr Millie Wang

	 
	Sponsor: 
	Arrowhead Pharmaceuticals, Inc

	 
	29 January 2026: 
	29 JANUARY 2026



Dr Millie Wang, Samantha Nie and Lucy Druzianic were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee queried whether the total volume of blood to be collected over the course of the study was justifiable, noting that it appeared substantial. The Researcher advised that the volume is standard for many NZCR studies, as samples are required for safety monitoring, pharmacokinetic, and pharmacodynamic assessments. While the total volume exceeds that of a standard blood donation, it is collected across approximately 169 days, and the Researcher noted there have been no significant adverse outcomes associated with this sampling schedule in comparable studies. 
1. The Committee asked for clarification on the structure of participant reimbursements, and how the frequency of payments is determined. The Researcher explained that reimbursements are typically spread across the study to support participant retention and ensure a complete dataset. The schedule can be customised to individual needs, with participants able to request more frequent payments if required. 
1. The Committee queried the decision not to reimburse participants for screening visits, noting that screening can represent a significant time commitment. The Researcher advised that reimbursement is not offered at screening because they wish to avoid incentivising screening for its own sake, particularly where individuals might screen‑fail and still receive payment. The Researcher explained that once participants are formally enrolled—at which point they must abstain from alcohol and comply with ongoing study requirements—they will be reimbursed appropriately. 


Decision 

This application was approved by consensus.

	4  
	Ethics ref:  
	2026 FULL 24413

	 
	Title: 
	Endobronchial VAlves for Pneumothorax to Reduce Admission Time (EVAPoRATe) - a pilot feasibility randomised clinical study

	 
	Principal Investigator: 
	Dr Elaine Yap

	 
	Sponsor: 
	Institute of Respiratory Health

	 
	29 January 2026: 
	29 JANUARY 2026



Nai Chien Huan, Ai Ling Tan, Gary Lee and Dr Elaine Yap were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee queried the extent to which standard of care (SOC) for this condition is clearly established in New Zealand. The Researcher acknowledged that, internationally, SOC is also not well defined. They explained that endobronchial valves have been an established treatment option for approximately five years and are used regularly in clinical practice. However, the optimal timing and placement of valves within the care pathway remains unclear, which is the focus of the proposed study—specifically, assessing whether earlier placement provides benefit to participants. The Committee sought clarification on whether participants randomised to the SOC arm might experience delays that deviate from usual care. The Researcher clarified that the study does not deviate from standard of care, and that participants allocated to the SOC arm would receive treatment consistent with current practice.
2. The Committee asked whether consent to future research was mandatory for participation in the study. The Researcher confirmed that consent to future research is required for participants to take part. 
3. The Committee asked how participant follow‑up would occur if study data are de‑identified. The Researcher clarified that follow‑up will be undertaken by local investigators, who retain access to a password‑protected spreadsheet containing limited identifiable information (participant name and study identification number). This will be stored on the institution server. All eCRF data will be de‑identified before it is sent to the main study site. 




Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

4. The Committee recommended that the protocol be updated to include New Zealand‑specific localisation, noting that several sections currently reference Australian standards. 
5. The Committee requested that the Researcher provide further detail on cultural considerations within the application, noting that Māori consultation is planned for the locality process. The Committee reminded the Researcher that early and meaningful engagement with Māori and Pasifika peoples is expected under the National Ethical Standards for Health and Disability Research and Quality Improvement, and that cultural considerations should extend beyond data sovereignty alone. Please provide more information. 
6. The Committee recommended that the Researcher use more secure data‑storage methods and suggested adopting a system such as REDCap which offers audit capabilities. Please consider this. 
7. The Committee requested that the Researcher update the Data Management Plan (DMP) to clearly define the study’s data‑storage and data‑retention methodology.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

8. Please consider whether it’s appropriate to update the document to clearly reflect the actual research questions of the protocol. The Committee noted that the study is assessing feasibility, not efficacy, and requested that any description of potential benefits be presented from a feasibility perspective rather than implying efficacy outcomes. 
9. Please remove repetitive information and address grammatical errors. 
10. The Committee requested that GP notification be made mandatory. Please remove the yes/no option from the consent form. 
11. The Committee suggested that Researchers should not promise “the best possible care”. Please consider whether it is appropriate to rephrase or remove.  
12. The Committee noted that the current document spends a significant amount of time describing endobronchial valves, which would ordinarily be addressed as part of clinical informed consent. For research purposes, please consider whether the focus should instead be on explaining the timing of the implant, as this is the key aspect under investigation. 
13. Please consider whether it is appropriate to shorten the description of the study recruitment process. 
14. Please add reference to who will be funding the study. 
15. Please provide information as to where the participant’s data will be stored. 
16. Please add information specifying the number of participants to be recruited in New Zealand. 
17. Please ensure the description of the randomisation process reflects the minimisation described in the protocol.

Decision 


This application was provisionally approved by consensus, subject to the following information being received:

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Alison Gordon and Dr Matthew Moore. 






























	5  
	Ethics ref:  
	2026 FULL 24787

	 
	Title: 
	Wireless HAemodynamic Monitor. The Wham Study. An observational, feasibility study investigating the ability of a novel, non-invasive, semi-continuous under bed monitoring device (Fisher & Paykel, Vital Detect) to track heart rate and respiratory rate, compared with usual practise post-surgical care at Waikato Hospital in New Zealand.

	 
	Principal Investigator: 
	Dr Kate Goldstone

	 
	Sponsor: 
	N/A

	 
	29 January 2026: 
	29 JANUARY 2026



Mr Jonathan Termaat, Nicola Whittle, Brett (unknown surname) and Grace (unknown surname) were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee whether study advertising could help appropriately engage with Māori and Pasifika participants. The Researcher clarified that most patients are scheduled for surgery only 1–2 weeks in advance, which limits the usefulness of broader advertising as a recruitment strategy.
1. The Committee noted concerns regarding potential power imbalances between clinicians/research staff and participants, given that informed consent will be obtained close to the scheduled surgery. The Researcher advised that informed consent will be undertaken solely by members of the research team, not by the treating clinicians, thereby reducing the risk of participants feeling pressured to agree.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

1. The Committee requested that the Researcher clarify and correct inconsistencies regarding data use upon withdrawal from the study. The Committee noted that the Data Management Plan (DMP) states that data collected will not be used or analysed if a participant withdraws, whereas the Participant Information Sheet (PIS) states that data will be used. Please ensure the documents are aligned and accurate. 
1. The Committee requested that the Researcher provide clear and consistent information on data retention periods across all study documents. The Researcher should explicitly define the different categories of data (e.g., identifiable, coded, de‑identified) and state the retention period for each. This clarification is required to resolve the current inconsistency between the DMP—which states de‑identified data will be archived for 15 years before destruction—and the PIS, which states coded data will be kept indefinitely. Please ensure the documents are aligned and accurate.
1. In regard to study recruitment, the Committee noted that the treating clinician should make the initial approach to determine whether a potential participant is willing to be contacted about the study. Only after receiving the potential participant’s permission may the research team follow up to provide full study information and obtain formal consent. The Committee further emphasised that the Researcher cannot independently screen or select participants from patient lists, and clinicians cannot share identifiable patient information with the research team unless the participant has explicitly agreed. 
1. The Committee requested that the Researcher document a clear mitigation strategy for the proposed peer reviewers, noting that one reviewer has a declared conflict of interest and the other presents clinical overlap. The Committee suggested that, if appropriate mitigation cannot be demonstrated, the Researcher should instead supply new peer review. 
1. The Committee felt that the current exclusion criteria treated disability as a barrier to participation rather than an accommodation issue. The Committee suggests the Researcher reconsider this approach and explore whether supported decision‑making or other appropriate accommodations could be offered to enable people with disabilities to participate. 
1. The Committee requested that the Researcher ensures the study title on the insurance certificate matches the title in the protocol. Please confirm the correct certificate has been uploaded. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

Please provide a clearer distinction between the clinical data being collected as part of standard care and any data being gathered for potential commercial purposes. Please explain any intended future commercial use of the data and outline the governance arrangements for the secondary use of data
1. Please consider adding images of each device to the document. 

Decision 

This application was provisionally approved by consensus, subject to the following information being received:

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Neta Tomokino and Dr Geoff Noller. 























































	6  
	Ethics ref:  
	2026 FULL 23874

	 
	Title: 
	A Virtual Human for Improving Cognitive Health in Older Adults with Mild Cognitive Impairment: A Feasibility Study

	 
	Principal Investigator: 
	Professor Elizabeth Broadbent

	 
	Sponsor: 
	N/A

	 
	29 January 2026: 
	29 JANUARY 2026



Professor Elizabeth Broadbent was present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee suggested that the Researcher consider engaging directly with people who have lived experience of Mild Cognitive Impairment (MCI), to ensure the study design, materials, and procedures reflect their perspectives and needs. The Researcher clarified that insights from a previously conducted study involving people with MCI have already informed the development and operational aspects of the current study.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

1. The Committee noted that, under New Zealand law, support persons including a person holding Enduring Power of Attorney (EPOA) cannot enrol another individual into medical research on their behalf. The Committee requested that the Researcher ensure this restriction is clearly reflected in the study’s eligibility criteria, consent processes, and participant materials. See the National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7. 
1. The Committee requested that the Researcher amend the study advertising to remove any reference to the study being “approved for 3 years,” noting that such statement is not applicable for HDEC. 
1. The Committee requested that the Researcher update the protocol to clearly explain that the Mild Cognitive Impairment (MCI) assessment used in the study is a research assessment and not a clinical diagnosis. The Committee further requested that participants be informed of where they fall on the assessment scale and that the protocol outline how this information will be communicated and managed. The Committee emphasised the importance of ensuring that participants understand that the assessment does not constitute a formal diagnosis but may indicate certain cognitive features (e.g., xyz)
1. The Committee requested that the Researcher re‑submit the MACE questionnaire in an appropriate format (pdf). If this is not possible, please email the questionnaire to the Secretariat. 
1. The Committee suggested that the Researcher consider providing study devices (ipads, laptops etc) to participants who do not already have access to a suitable device to allow study participation.
1. The Committee queried whether meaningful analysis by ethnicity (per the submission) would be feasible given the small, proposed sample size of 15 participants. Please consider. 
1. The Committee suggested that the Researcher consider using a two‑step approach to participant information, whereby an initial brief flyer is used for first contact, followed by the full Participant Information Sheet (PIS).
1. The Committee noted that Soul Machines is currently in receivership and queried how this might affect the ongoing research, including whether the technology would remain commercially available after the study. Please consider updating the statement in the PIS about the technology being available after the study has concluded. 
1. Please correct all grammatical errors in the demographic questionnaire (i.e. “how older are you). 
1. The Committee noted the need to consider cultural acceptability for Māori participants regarding the use of virtual agents and robots. The Committee acknowledged that the Researcher had enrolled Māori participants in earlier work and had undertaken some consultation to date. The Committee requested that the Researcher expand the cultural considerations beyond a focus on data sovereignty to include broader engagement with Māori to understand any real or emerging issues that could affect participation or the conduct of the study.
1. The Committee suggested that the Researcher clarify and strengthen the methodological description of how Māori involvement will guide the interpretation of findings and the planned dissemination approach (per the submission). 
1. The Committee suggested that the Researcher ensure all study forms and participant materials are accessible and appropriate for people with low vision. This includes attention to font size, contrast, layout, and format.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

The Committee requested that the Researcher consider adding images illustrating what participants may see when interacting with the virtual human. 
The Committee suggested that the Researcher consider adding a photograph of the contact person to create a friendlier and more approachable point of contact for participants. 
Please be explicitly clear about when informed consent is obtained within the study process (e.g., before or after any conversations, questionnaires, or research interactions).
Please consider updating the “risks” section to state that the exact version of the virtual human used in this project is not currently available to the public (currently mentioned in “benefits” section). 
Please consider rephrasing statements that indicate study participation is “free,” noting that participants may need to use their own internet connection and may incur travel costs for certain study visits (though it is noted that the Researchers can travel to the participants homes to avoid travel). 
Please make the language plainer in the consent form (i.e. replacing “I have been given sufficient time” with “I have had enough time” or “I understand the compensation provisions in case of injury during the study” with “I know that ACC will not cover me if I am injured during the study” etc). 

Decision 


This application was provisionally approved by consensus, subject to the following information being received:

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Nicolina Newcombe and Dr Nicola Swain. 























	7  
	Ethics ref:  
	2026 FULL 24922

	 
	Title: 
	SENSAI - Smartwatch early notification system for asthma intervention: randomised controlled trial of DIGIPREDICT risk prediction algorithm

	 
	Principal Investigator: 
	Dr Amy Chan

	 
	Sponsor: 
	N/A

	 
	29 January 2026: 
	29 JANUARY 2026



Dr Amy Chan and Holly Willson were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee expressed concern that participants in the intervention arm may receive an alert but may choose not to act on it, potentially creating uncertainty about risk management and participant safety. The Researcher clarified they’ll inform participants at baseline to manage their asthma as they normally would. 
The Committee sought clarification on the benefits to participants enrolled in the control group. The Researcher advised that, in addition to receiving standard care, control participants will have access to a support telehealth service throughout the study. At the conclusion of the study, they will also be offered access to the intervention should they wish to use it. The Researcher further explained that the app available to control participants provides useful links to reputable asthma resources and allows participants to log episodes when their asthma symptoms worsen.
The Committee discussed whether artificial intelligence (AI) technologies would be used at any stage of the study. The Researcher advised that AI will not be used at this point in time. The Researcher confirmed that, should the study team later decide to incorporate AI‑enabled tools or methods, they will submit an amendment to HDEC for review prior to implementation
The Committee asked whether there is any commercial interest in the investigational product. The Researcher clarified that there is no current commercial interest. However, the Researcher noted that if the study results are positive, the University may consider commercialising the product in the future.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

1. The Committee noted that the current risk analysis is weighted toward clinical risks and does not provide sufficient exploration of potential psychological or behavioural risks, including anxiety, hyper‑vigilance, or behavioural over‑response for example to alerts generated by the system or ongoing monitoring. Please comment on this and expand the risk analysis. Please explain how it will be monitored and managed by the Researchers.  
1. The Committee requested clarification on how Māori and Pasifika partners influence ethical decision-making during the study lifecycle (and once the study has stopped). Please update applicable documentation. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

Please make the data‑collection purpose of the study explicitly clear and upfront across all versions of the PIS/CF. 
Please add a warning upfront stating that the investigational product does not replace standard asthma treatment.
Please provide details of any emotional support that will be available to participants should they experience distress or other emotional responses during the study.
Please ensure it’s clear that participants will know whether they are enrolled into the intervention arm or control arm.  
Please ensure it’s clear that participants in the control arm who completed the previous study will have the same data collected from them as part of this study.
Please clarify what will occur at study closure, specifically what procedures will be followed when the smartwatch is withdrawn from participants.
Please ensure that children’s future autonomy regarding data use be explicitly acknowledged.
Please explain why the risk of re‑identification is heightened specifically in this study, noting that this should be attributed to aspects of the study’s own processes rather than to a general risk. 
Please consider using alternative terminology to “precedence” in the parent/guardian PIS/CF. Suggested terminology would be “come before” or “take priority”. 
Please add a clear reminder to both the assent form and the Parent/Guardian PIS/CF stating that participants will be asked to re‑consent for themselves once they reach the legal age of 16.
Please consider providing participants with a participant card containing clear instructions on what to do if they experience an emergency outside of business hours.

Decision 


This application was provisionally approved by consensus, subject to the following information being received:

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Maree Kirk and Dr Geoff Noeller. 



General business


1. The Chair reminded the Committee of the date and time of its next scheduled meeting:

	Meeting date:
	Tuesday 10 March 2026

	Zoom details:
	https://mohnz.zoom.us/j/81279533520



	
2. Review of Last Minutes
The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business

The Chair gave the closing karakia.

The meeting closed at 14:45 pm. 
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