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	                  Minutes





	Committee:
	Ad hoc Health and Disability Ethics Committee

	Meeting date:
	31 March 2026



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:45 - 11:15 am
	2026 FULL 25404
	EVOLUTION T1D Study
	Dr Mercedes Burnside
	Professor Edwina Pio / Dr Rebekah Jaung

	11:15 - 11:45am
	2026 FULL 25164
	GB-0895-302 SOLAIRIA-2 - A Study to Assess the Effectiveness and Safety of GB-0895 in People with Severe Uncontrolled Asthma
	Dr Michael Epton
	Mr Russ Opland / Dr Sharon Kletchko

	11:45 - 12:15pm
	
	BREAK (30 mins)
	
	

	12:15 - 12:45pm
	2026 FULL 24785
	A Substudy to Test Drug-drug Interactions as Part of Study WO43919: A study to Compare Inavolisib with Fulvestrant vs. Alpelisib with Fulvestrant in Participants with HR-Positive, HER2-Negative, PIK3C
	Dr Catherine Han
	Dr Cordelia Thomas / Dr Rebekah Juang

	12:45 - 1:15pm
	2026 FULL 25057
	BATTMAN: Botensilimab + balstilimab versus best supportive care in chemo-refractory colorectal cancer
	Dr Weng John Mak
	Professor Edwina Pio / Dr Sharon Kletchko

	1.15 - 1.30pm
	
	BREAK (15 mins)
	
	

	1:30 - 2:00pm
	2026 FULL 25025
	Humidified flow therapy in people with Chronic Obstructive Pulmonary Disease (COPD) and/or bronchiectasis
	Dr Yasmin Kesser
	Mr Russ Opland / Dr Rebekah Juang

	2:00 - 2:30pm
	2026 FULL 24567
	Surv1ve-2-Trial
	Dr Lindsay Mildenhall
	Dr Cordelia Thomas / Dr Sharon Kletchko






Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members. 

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.









New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25404

	 
	Title: 
	Evaluating Glucose Control using a Next-Generation Automated Insulin Delivery Algorithm in Adults with Type 1 Diabetes: EVOLUTION T1D

	 
	Principal Investigator: 
	Dr Mercedes Burnside

	 
	Sponsor: 
	Insulet Corporation

	 
	Clock Start Date: 
	20 March 2026



Dr Mercedes Burnside, Robert Rapoza, Danielle Jango, Jack Peters, Martin De Bock and  Bonnie Dumais 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 requested clarification as to whether access to a lay summary was the only data sharing arrangement proposed in relation to Māori data sovereignty. The Researcher advised that a summary of results would be presented locally. It was further noted that any presentation of data would be undertaken in consultation with the sponsor, including whether results could be presented at local conferences or shared with Māori communities and healthcare practitioners.

Summary of outstanding ethical issues

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

2. The Committee requested that the platform used for the secure storage of identifiable source documentation at the research site be specified. 
3. The Committee requested that gendered language throughout the study documentation be removed.
4. The Committee requested clarification on the nature of the data analytics, their purpose, who would have access to them, and how long they would be retained in relation to section 8.4 of the Data Management Plan, data copied from Insulet cloud to the Artificial Pancreas Remote Monitoring System (APRMS).
5. The Committee requested that if the data copied from the Insulet cloud to the APRMS are confined strictly for research purposes, and not aggregated with any other data, this should be clearly stated. 
6. The Committee requested correction of the typographical error “either” before “Canterbury Health Laboratory” on page 9 and review of the wording on page 11 following the phrase “approve the study,” noting some wording appears to be missing.

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

7. Please consider providing free parking and travel reimbursement, beyond the $100 being offered for each in-person clinic visit.
8. Please review whether the benefits of the study are overstated and consider toning them down, noting that the device would be returned at the end of the study.
9. Please rephrase that the 45-minute walk is optional for participants. 
10. Please clarify the role of the sponsor, including what personal information would be accessed by the sponsors, when sponsors would meet the participants and become aware of their identity, and whether sponsors are required to sign a confidentiality agreement. Additional information should be provided regarding confidentiality arrangements to ensure participant information would not be disclosed by sponsor.
11. Please revise the use of the phrase “participants must” in the PIS to better reflect informed consent, including on page 13 under “Use of Dexcom G6 CGM.” There was suggestion that this could be amended to wording such as “participants will be asked to agree,” to better reflect participant agency.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the 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).




	2  
	Ethics ref:  
	2026 FULL 25164

	 
	Title: 
	A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Assess the Efficacy and Safety of GB-0895 Adjunctive Therapy in Adults and Adolescents with Severe Uncontrolled Asthma

	 
	Principal Investigator: 
	Dr Michael Epton 

	 
	Sponsor: 
	Generate Biomedicines, Inc.

	 
	Clock Start Date: 
	20 March 2026



Dr Michael Epton, Maralina Storer, Amy Tong, Lynn Eva Katz and Suzanne Toton 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 suggested that guidance be provided to participants on how to distinguish between a “normal” anaphylactic or asthmatic event and one potentially arising from the study drug, as outlined on page 14 of the risks section. The Researcher clarified that asthma varies between individuals and that these matters would be discussed during the consent process, with the research team providing individualised guidance to participants on expected actions, noting that the PIS cannot cover all possible scenarios. 
2. The Committee clarified if SCOTT clinical would apply in New Zealand. The Researcher clarified that Canterbury Respiratory Research Centre would use SCOTT service and this would be addressed in the ICF. The Committee advised that with SCOTT involved, there would be more privacy risk.   

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
3. The Committee requested that it be clearly stated in the protocol and PIS that there are no plans to enrol adolescent participants. 
4. The Committee noted that, as an international study, the protocol does not include Māori or Pasifika considerations and suggested that a local appendix be considered to address this.
5. The Committee requested that the Researcher clarify that locality approval will be obtained in accordance with the requirements of each locality, including where some localities may require HDEC approval prior to granting locality approval.
6. The Committee requested that given it is an international study, Researchers to endeavour to comply to Te Ara Tika Research Framework. 
7. The Committee requested that an appendix to protocol to address the Māori/Pasifika consideration be provided. The Committee noted that there were no details of Maori/Pasifika engagement on page 19.
8. The Committee requested that details about eCRFs, sponsor “clinical database” and Clario eDiary be provided in the Data Management Plan.

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

9. Please update that in the inclusion criteria which currently states 12 - 80, given there is no adolescent involved. 
10. Please provide the counter-factual accurately in the PIS that “Tesepelumab” is currently available on prescription in New Zealand. 
11. Please outline clearly in the PIS that there is a high level of Grade 2 adverse events (89.6% of subjects) in the Phase I study.
12. Please provide a separate PIS/CF with updated information for the optional Open-Label Extension (OLE). 
13. Please clarify that the sponsoring insurer is ACC equivalent on page 17, as the sponsor insurance provided has met the equivalency. 
14. Please explain the term “Placebo” under aims of study on page 2. 
15. Please identify the mild to moderate side effects in previous study and list them in the PIS on page 14 as the Committee notes that the introduction references mild to moderate side effects in previous study.
16. Please consider a proportionate Koha on page 16 cost.
17. Please provide a document or preferable a link to the Clario e-diary to ensure the Committee can review the latest version to address privacy concerns.
18. Please provide more details on the data that is sent overseas on page 19 – what is sent; where it is sent; who has access; how it is protected/safeguarded. 
19. Please indicate that samples would be sent overseas and if there are any Maori involvement, to include Māori/Pasifika considerations (Karakia) 
20. Please ensure the PIS is written in the first person throughout.
21. Please specify that vaping is included in the exclusion criteria.
22. Please ensure it is clear that the early termination visit on page 7 is with participants’ consent. 
23. Please review the text “this” ethical aspects of the study under page 20 under section “who has approved this study”. 

Decision 


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

24. Please address all outstanding ethical issues, providing the information requested by the Committee.
25. 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).
26. 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). 
27. Please update the data management plan, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).   

After receipt of the information requested by the Committee, a final decision on the application will be made by Professor Edwina Pio, Mr Russ Opland and Dr Sharon Kletchko.
 




	3 
	Ethics ref:  
	2026 FULL 24785

	 
	Title: 
	A DRUG-DRUG INTERACTION SUBSTUDY IN ASSOCIATION WITH STUDY WO43919: A PHASE III, MULTICENTER, RANDOMIZED, OPEN-LABEL STUDY EVALUATING THE EFFICACY AND SAFETY OF INAVOLISIB PLUS FULVESTRANT VERSUS ALPELISIB PLUS FULVESTRANT IN PATIENTS WITH HORMONE RECEPTOR-POSITIVE, HER2-NEGATIVE, PIK3CA-MUTATED, LOCALLY ADVANCED OR METASTATIC BREAST CANCER WHO PROGRESSED DURING OR AFTER CDK4/6 INHIBITOR

	 
	Principal Investigator: 
	Dr Catherine Han

	 
	Sponsor: 
	Roche Products (New Zealand) Ltd

	 
	Clock Start Date: 
	20 March 2026



Dr Catherine Han, Julia O’Sullivan, Samantha Nie, Kayla Malate, Jemma Norman, Olivia Lester 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 asked about the anticipated duration of treatment for participants, the potential for long‑term side effects and the requirement for long-term contraception. The Researcher explained that treatment is intended to continue for as long as possible. They noted that participants in this study are expected to have a similar treatment duration to that identified in a previous phase III study. The Researcher also advised that participants would require ongoing management of blood glucose levels (while on treatment and afterwards).
2. The Committee discussed the use of pre‑existing health information to assess eligibility for enrolment. The Researcher advised that potential participants are referred by specialist clinicians who have already discussed the study with them prior to referral. Before accessing any medical records, the research team checks whether the patient has already provided verbal consent for their information to be reviewed. This consent check should be documented in the clinical record
3. The Committee asked whether the application would be reviewed by SCOTT, noting that the intervention is not a new medicine. The Researcher confirmed that SCOTT review will occur in this case.


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 discussed the absence of participant reimbursements and sought clarification on how costs would be managed for participants who may need to change their diet, use contraception or who may experience hypoglycaemia or require diabetes‑related treatment during the study. The Committee noted these costs may exceed study duration. The Research team indicated that some side effects may be managed in‑house, and that any additional visits, medications or other costs arising directly from study participation would be cost‑recovered by the Sponsor. This includes reimbursement for specialist appointments. Routine blood tests are conducted during monthly study visits, and the Sponsor can also provide home blood glucose monitoring kits, including a regular supply of testing strips. Please ensure participants are not left out of pocket for costs associated with study participation, including contraception, even where these requirements extend beyond the active study period. 
5. The Committee requested that the Researcher clarify the tissue storage arrangements by explicitly stating that samples will be de‑identified using year of birth only (and not partial date of birth), along with gender and age. 

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

6. The Committee requested that the Researcher specify the number of participants who will be enrolled in New Zealand.
7. Please ensure that any restrictions associated with midazolam (i.e. being unable to drive or operate heavy machinery) are clearly stated. 
8. Please replace the term “treatment” with “study medication” or “investigational medicine”, to avoid therapeutic misconception. Please be consistent throughout the document with whichever terminology is utilised. 
9. Please remove and replace gendered language with neutral wording, for example using “if you could become pregnant”, to ensure inclusive and appropriate language.
10. Please specify which costs will be recovered by the Sponsor in relation to any additional treatments or medical care that may be required because of participation in the study (for example, if a participant develops diabetes or another new health condition). 

Decision 

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

· Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).







	4  
	Ethics ref:  
	2026 FULL 25057

	 
	Title: 
	A Phase III Study of Botensilimab + Balstilimab versus Best Supportive Care in Chemo-Refractory Unresectable Colorectal Adenocarcinoma: The BATTMAN Trial

	 
	Principal Investigator: 
	Dr Weng John Mak

	 
	Sponsor: 
	GI Cancer Trials

	 
	Clock Start Date: 
	20 March 2026



Dr Weng John Mak and Anna Bendrikovskaia 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 Māori and Pacific engagement. The Researcher advised that, as this is an international protocol, the study design has already been established, with Māori and Pacific consultation to occur as part of the locality review process. The Researcher noted that local practices, including karakia, have been incorporated into the study procedures. 

Summary of outstanding ethical issues

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

2. The Committee noted that the application was submitted as an investigator‑initiated study. The Researcher advised that the original study concept was developed by investigators based in Canada and that Agenus, as the provider of funding for the study treatments, has no role in the design or conduct of the trial. The Committee further noted, however, that Agenus is funding the study and will receive study data. In light of this, the Committee requested further justification and confirmation regarding participant protection arrangements. Please advise whether the Researchers have received any guidance supporting participants being eligible for cover under the Accident Compensation Corporation (ACC) for any treatment‑related injury. Please ensure full transparency regarding the roles and responsibilities of all parties involved in the study in both the study protocol and PIS. 
3. The Committee noted that Researchers plan to review pre-existing health data and requested assurance that participants’ information is only shared with the research team following explicit consent. The Committee requested that the Researcher ensure consent is obtained for referral to the research team and that the participant’s agreement is clearly documented in the clinical record.
4. The Committee requested that the Researchers please ensure that questionnaires are reviewed regularly and in a timely manner by the study doctor, so that any matters of concern are identified and responded to promptly. Please create a safety plan and add the details to the protocol and PIS. 

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

5. Please consider whether it would be helpful to include a concise summary at the beginning of the document, and to review the document for any repeated information that could be removed to improve readability for participants
6. Please consider providing koha in recognition of participants’ time and contribution to the study. The Committee advised this could be something such as a card. The Committee noted that participants will already be reimbursed for expenses.
7. Please state that the study protocol is international in scope and that it originated with an investigator group based in Canada.
8. Please add the total number of participants planned to be enrolled in New Zealand. 
9. Please include clear information introducing the optional future research component in the main PIS. Please ensure it is explicit that tissue will be banked for unspecified future research, including the possibility of genetic analysis, and ensure participants are clearly informed about how their tissue and personal data will be stored, used, and protected
10. Please consider issues of whakamā, given the colorectal nature of the study, and how this will be appropriately acknowledged and managed in participant‑facing materials.
11. Please avoid using the term “treatment,” as this may be misleading, and instead use wording such as “study medication period” or similar. 
12. Please remove gendered language where possible e.g. replace “If you are assigned female at birth and childbearing is a possibility…” with “If childbearing is a possibility”.

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 Sharon Kletchko and Professor Edwina Pio. 



	5  
	Ethics ref:  
	2026 FULL 25025

	 
	Title: 
	A feasibility study evaluating user comfort and tolerability of humidified flow therapy in people with Chronic Obstructive Pulmonary Disease (COPD) and/or bronchiectasis with sputum burden.

	 
	Principal Investigator: 
	Dr Sarah Candy

	 
	Sponsor: 
	Fisher & Paykel Healthcare

	 
	Clock Start Date: 
	20 March 2026



[bookmark: _Hlk225841045]Dr Sarah Candy, Alicia Evans and Tracy Foo 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 asked about recruitment and whether there would be a targeted number of Māori and Pasifika participants included in the study. The Researcher advised that while there is an intention and hope to actively recruit Māori and Pasifika participants, there is no specific numerical target set for these groups.
2. The Committee discussed plans for the publication of study results, noting that information provided in the submission appeared contradictory. The Researcher clarified that there is no anticipation of publishing results for a minimum of five years, and that any decision to publish would depend on the study results. 

Summary of outstanding ethical issues

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

3. The Committee requested that the Researcher submit a new peer review that addresses all required elements in accordance with the HDEC peer review template. The Committee considered that the current peer review lacks sufficient detail. 
4. The Committee requested that the study protocol be updated to clearly document a safety plan during the intervention if a participant becomes unwell during the study (i.e. will the intervention be stopped). The Committee also requested the Researchers clarify the management of participants whose symptoms do not improve or worsen during the intervention. Please clarify if alternative clinical management options will be considered and used as appropriate. Please clearly state whether the intervention will be delivered during routine clinical visits or through study‑specific visits. 
5. The Committee requested that the retention period for voice recordings be amended to 10 years and one day, to ensure alignment with New Zealand law. See National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13. Please ensure this is accurately reflected in the PIS and across all study documentation. 
6. The Committee requested that the Researcher provide an updated insurance certificate, noting that the current insurance certificate has expired.
7. The Committee requested that references to de‑identifying voice recordings be removed from the data management plan (DMP), noting that voice recordings cannot be fully de‑identified.

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

8. Please clearly explain how delayed adverse events will be identified and followed up. The Researcher confirmed during the meeting that, although there is no set study‑specific follow‑up schedule, participants are enrolled in a rehabilitation programme and will be reviewed regularly through standard clinical care. Please add this information. 
9. Please correct any typographical errors. 
10. Please outline the procedures that will be followed if participants become unwell during the intervention.
11. Please add contact information for Māori cultural support. 
12. Please consider a more appropriate reading level, and provide simplified language where possible to support participant understanding. 
13. Please remove reference to de‑identifying voice recordings, noting that voice recordings cannot be fully de‑identified.
14. Please replace the term “legal person” with “legal advisor”.
15. Please remove references to the study being approved by HDEC and to HDEC assessing the study as “safe and fair” as HDEC only review ethical aspects of the study. 
16. Please remove yes/no tick boxes unless the item is genuinely optional.
17. Please consider adding a graphic to aid participant understanding. The Committee noted that some figures included in the protocol may be suitable for inclusion in the PIS.
18. The Committee noted that it is stated that additional hui and consultation may take place (under the Māori data sovereignty section). Please update to clearly specify who any such hui or consultation would be conducted with, and who participants’ data may be shared with as part of these processes.
19. The Committee noted that the current definition of data sovereignty is primarily focused on data protection. Please provide additional information on governance arrangements, including how decisions about data access, use, oversight, and stewardship will be made, particularly in relation to Māori data.


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 Rebekah Jaung and Mr Russell Opland. 





































	6 
	Ethics ref:  
	2026 FULL 24567

	 
	Title: 
	SURV1VE-Trial - Sustained inflation and chest compression versus 3:1 chest compression to ventilation ratio during cardiopulmonary
resuscitation of asphyxiated newborns – a cluster randomised control trial

	 
	Principal Investigator: 
	Dr Lindsay Mildenhall

	 
	Sponsor: 
	University of Alberta

	 
	Clock Start Date: 
	20 March 2026



Dr Lindsay Mildenhall, Sumudu Ranasinghe and Tanya Poppe 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 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 update the study design to remove any provision for deferred consent, noting that this is not accepted in New Zealand under the Code of Health and Disability Services Consumers’ Rights 1996, Right 7(1). The Committee advised that the study design must demonstrate compliance with New Zealand ethical and legal requirements. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.21a.
2. The Committee expressed concern that for deceased babies, parents may be unaware their infant has been included in research and may attribute the death to the CPR intervention. The Committee advised that conducting research without parents’ knowledge in these circumstances raises ethical concerns, particularly in relation to transparency, trust, and respect for participants and whānau. The Committee therefore requested that the Researcher re-consider this approach and outline how awareness for the trial might be raised. See the National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7. 
3. The Committee requested that the Researcher submit evidence that the participating hospital or Te Whatu Ora have agreed to this allocation approach in which the hospital will be allocated to one of the CPR methods. The Committee suggested that the Researcher seek independent legal advice in relation to the study. 
4. The Committee requested further information be included in the study protocol regarding who will be performing CPR within the study. Noting the Researcher’s indication that CPR will be limited to members of the neonatal team so that staff can be exclusively trained, and that only babies under the care of this team will be eligible for inclusion, the Committee requested that the Researcher outline the proposed training programme, describe how staff competency will be assessed and maintained over time, and explain how the study will address situations where clinicians may revert to previously learned or standard clinical practices rather than the study‑specific procedures. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8.
5. The Committee discussed that clinicians involved in the study should use whatever clinical procedure is appropriate on the day and act in the best interests of the participant at all times. The Committee emphasised that clinical judgement and participant welfare must take precedence. 
6. The Committee requested that the Researcher update the study protocol to explicitly identify barotrauma as a potential risk associated with the intervention and to clearly describe the procedures that will be followed should barotrauma occur. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8.
7. The Committee requested that the Researcher provide details of appropriate Māori and Pasifika consultation, noting that the mentioned participating hospital, Middlemore Hospital, serves one of the largest Māori and Pasifika populations in Aotearoa New Zealand. See the National Ethical Standards for Health and Disability Research and Quality Improvement, Chapters 3 & 4. 
8. The Committee requested that the Researcher update the study documentation to reflect that all identifiable health data will be retained for a period of 10 years after the youngest child turns 16, to ensure alignment with New Zealand law. See National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13.
9. The Committee requested that the Researcher submit copies of any questionnaires or survey instruments used in the study to HDEC for review
10. The Committee noted that the 2010 CONSORT checklist was used and suggested using the updated CONSORT standard released in 2025.

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

11. Please clarify what information is being collected about the mother, as outlined in the Data Management Plan (DMP). The Committee emphasised that mothers must be made aware of, and provide their own informed consent for, the collection and use of their personal and health information. The Committee advised that the consent process and participant information materials should clearly distinguish between infant data and maternal data. See the National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7. 
12. The Committee requested that the Researcher review the current HDEC PIS template and ensure that all required sections are completed, with any missing or incomplete information added (i.e. compensation statement). See the National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7.
13. Please remove references to “flipping a coin” from the study documentation, noting that this does not accurately reflect the process participants are being asked to consent to (as the randomisation has already occurred).
14. Please ensure references to participants are consistently and clearly framed as “you and/or your child” throughout.
15. Please add advocacy contact details. 

Decision 


This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.











































General business

The Chair gave the closing karakia.

The meeting closed at 14:15. 
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