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Minutes
	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	28 July 2026



Agenda
	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am - 10:15am
	
	Secretariat Update
	
	

	10:15am - 10:45am
	
	Committee Welcome
	
	

	10:45am - 11:15am
	2025 FULL 20242
	Brace vs Observation Randomised Control Trial for Developmental Hip Dysplasia
	Dr Nikki Hooper
	Joan / Patries

	11:15am - 11:45am
	2026 FULL 26249
	ABI-6250-201: A Phase 2 Study to Evaluate ABI-6250 in Participants with Chronic Hepatitis D.
	Professor Edward Gane
	Maree / Patries

	11:45am - 12:15pm
	2026 FULL 25969
	DECODE (Diabetes Education and CGM Or Diabetes Education alone) randomised controlled trial
	Dr Tim Salmond
	Sandy / John

	12:15pm - 12:45pm
	
	Break (30 mins)
	
	

	12:45pm - 1:15pm
	2026 FULL 25967
	Measurement of Multiple Steroids in Dried Blood Spots to Monitor the Treatment of Congenital Adrenal Hyperplasia
	Dr Mark de Hora
	Cordelia / John

	1:15pm - 1:45pm
	2026 EXP 25928
	Early bedside echo for the rapid diagnosis of heart failure in breathless patients
	Dr David Jardine
	Joan / Sharon

	1:45pm - 2:15pm
	2026 FULL 25230
	Tū Wairua: Addressing self-identified problematic methamphetamine use within Māori in relationship with taonga psilocybe species
	Dr Patrick McHugh
	Sandy / Sharon

	2:15pm - 2:30pm
	
	Break (15 mins)
	
	

	2:30pm - 3:00pm
	2026 FULL 26176
	Child and Youth Mental Health Survey
	Mr Neil Tee
	Maree / John

	3:00pm - 3:30pm
	2026 FULL 25566
	CST-Māori over Zoom. A pilot study for kaumātua with mate wareware.
	Dr Tai Kake
	Cordelia / Sharon

	3:30pm - 4:00pm
	2026 FULL 25820
	COX-2 Inhibitors for Postoperative Analgesia in Bariatric Surgical Patients
	Mr Suheelan Kulaseagaran
	Joan / John



Attendance
	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies

	Ms Joan Pettit
	Lay (Intervention Studies) (Chair)
	08/07/2022
	02/03/2030
	Present

	Mrs Sandy Gill 
	Lay (Consumer/Community perspectives) 
	22/05/2020 
	02/03/2030 
	Present 

	Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	02/03/2030 
	Present 

	Dr Cordelia Thomas 
	Lay (the Law) 
	15/09/2025 
	14/09/2029 
	Present 

	Dr Andrea Furuya
	Non-Lay
	03/03/2025
	02/03/2029
	Apology

	Dr Rebekah Jaung	
	Non-Lay
	13/07/2025
	12/07/2028
	Apology

	Mr Russ Opland
	Lay
	15/09/2025 
	14/09/2028 
	Apology

	Dr Maree Kirk
	Lay (Consumer/Community perspectives)
	03/07/2023
	02/07/2026
	Present

	Dr Sharon Kletchko
	Non-Lay 
	09/06/2025
	08/06/2029
	Present 

	Associate Professor John Pearson
	Non-Lay
	09/06/2025
	08/06/2029
	Present



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.
Confirmation of previous minutes
The minutes of the previous meeting were confirmed.

New applications
	1
	Ethics ref:
	2025 FULL 20242

	
	Title:
	Brace vs Observation Randomised Control Trial for Developmental Hip Dysplasia

	
	Principal Investigator:
	Dr Nikki Hooper

	
	Sponsor:
	University of British Columbia's Children's Hospital

	
	Clock Start Date:
	16 July 2026



Sally Rogan 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 discussed the recruitment experience to date. The Researcher explained that parents had generally declined randomisation because they wished to choose either bracing or observation for their child. 
2. The Committee considered the observational registry component of the wider study. The Researcher explained that children were being followed through the registry and that the site was a strong international registry recruiter.
3. The Committee discussed the possibility of collecting questionnaire data within the observational study. The Committee noted that including the questionnaire data in the separate observational study would change the approved protocol, Data Management Plan and participant-facing information of that study and indicated that any proposed change to the observational study, including use of questionnaires, be submitted as an amendment.
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 whether continued enrolment into the randomised component remained ethically justified given the lack of recruitment and the researcher reports of widespread international recruitment difficulties. The Committee considered that a study that is unlikely to answer its research question raises ethical concerns because participants may be exposed to research burden and potential harm without a reasonable prospect of generating useful knowledge. An amendment may be made to justify reopening the study if information that demonstrates a feasible and ethically acceptable pathway forward is provided.
5. The Committee discussed the use of quality of life or mental health questionnaires, including any questions that may address suicidality or distress. The Committee considered that such questions can raise participant safety issues and require clear justification and a response pathway. The Committee requested that, if such questionnaires are used, the Researcher justify their use and provide a safety plan for responding to participant distress.

Decision
Approval for this study was Suspended by consensus, subject to the following information being received:

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. Please provide an amendment revising and justifying a new recruitment strategy for this study. Appropriate document revisions will also need to be made (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1, 9.8).  




	2
	Ethics ref:
	2026 FULL 26249

	
	Title:
	ABI-6250-201: A Phase 2 Study to Evaluate ABI-6250 in Participants with Chronic Hepatitis D.

	
	Principal Investigator:
	Professor Edward Gane

	
	Sponsor:
	Assembly Biosciences, Inc.

	
	Clock Start Date:
	16 July 2026


Professor Edward Gane, Kayla Malate and Laura Keighley 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 drug mechanism and dose selection. The Researcher explained that the mechanism is intended to target hepatitis D and that the Phase 1 information supported the proposed dose range.
2. The Committee discussed the Data Safety Monitoring Board and arm-level stopping rules. The Researcher explained that this was an international multi-centre study with independent safety oversight and are happy with safety management.
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 protocol clarify what the permitted dose range is, whether it can exceed 1mg and the decision process for cohort dosing.
4. The Committee requested that optional liver biopsies be submitted as a separate amendment if they are to be offered as they require their own participant information sheets and consent forms.
5. The Committee requested that the protocol and participant-facing documents describe the proposed post-study access plan and whether post-study access may be available if the medicine appears beneficial.
Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
6. Please add on page 3 that in addition to fasting for 10 hours prior to dosing at the study site, participants must fast for 4 hours post-dosing. 
7. Please clarify in the PIS how retention period of samples and data differs; current indication is that samples will be kept for 9 years and coded information used indefinitely.
8. Please clearly state what travel, parking, accommodation, meals, beverages, and any koha will be provided.
9. Please provide a separate optional future research Information Sheet and Consent Form to clarify the scope of future research, sample retention, coded information retention, and any commercial access.
10. Please list the countries and overseas laboratories that may receive participant data or samples.
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).


	3
	Ethics ref:
	2026 FULL 25969

	
	Title:
	DECODE (Diabetes Education and CGM Or Diabetes Education alone) randomised controlled trial

	
	Principal Investigator:
	Dr Tim Salmond

	
	Sponsor:
	University of Otago

	
	Clock Start Date:
	16 July 2026


Dr Tim Salmond 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 Researcher clearly described locality approval and engagement with local providers and communities for this project. 
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 protocol Page 6, first listed Exclusion Criteria "Not previously used CGM monitoring for more than 2-weeks" be revised and clarified if it should state that people who have used CGM monitoring for more than 2 weeks are excluded.
3. The Committee requested that the application, protocol, and participant-facing documents consistently state the target population and eligibility criteria regarding prediabetes and type 2 diabetes.
4. The Committee requested an additional scientific review from a reviewer with experience conducting similar research in a community or primary care setting.
5. The Committee requested that the future research section clarify who may use the data, whether any commercial use is involved, and that Dexcom is not leading further research if that is the case.
6. The Committee noted that the storing of samples for future research requires a clear repository description and separate consent, which may create unnecessary complexity if not essential. The Committee requested that the Researcher either remove future blood sample storage or provide a separate participant information and consent process, repository details, access controls, storage location, scope of future research, and re-contact or opt-out arrangements.
7. The Committee requested that the protocol describe how literacy and understanding will be supported for remote and clinic-based completion.

Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
8. Please make clear that the CGM device is investigational for people with pre-diabetes.  After the study, continued access to the devices is not guaranteed.
9. Please ensure the PIS clearly explains masking monitoring.
10. Please simplify the PIS, this may include reordering the layout in the sequence of study procedures and written in plain language. The Committee noted that the provision of the graphics as a separate one-page participant aid or card could assist in simplifying the PIS.
11. Please ensure that the reimbursement and koha are clearly separated in the PIS.
12. Please remove any references to the intervention as “treatment” and use neutral research wording such as “study intervention”.
13. Please use consistent wording for “usual doctor” or “GP”.
14. Please clarify in the future research section whether data are anonymised or whether participants can be informed about later use, as both cannot apply in the same way.
15. Please ensure it is clear that future use of samples or de-identified data is optional and that participants may decline this while remaining in the main study.
16. Please ensure that participants understand whether data are uploaded anonymously, whether Dexcom may access their information, and the option of using a receiver.
17. Please add a safety plan and information about potentially confronting questions be added to the Participant Information Sheet
18. Please completely revise the Exploratory Group PIS and ensure it provides all of the necessary information as required by the National Ethical Standards 7.15-7.17.
19. Please remove the graphic page describing the main study as it is not necessary in this document.
20. Please revise the graphic on page 3 to focus ONLY on the sub study procedures.  This will simplify the graphic and will allow more detail to be provided about that research activity.
21. Please revise to make clear that the participants in the sub study are already part of the main DECODE study.  Duplicate information about the rationale for the DECODE study in the sub study PIS can be removed, additionally the eligibility criteria for the main study can be removed as these participants are already known to be eligible.  Please remove all information that duplicates what is in the main PIS and provide the rationale for the sub study and along with the procedures specific to it.
Decision
This application was provisionally approved by consensus, subject to the following information being received:

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 Mrs Sandy Gill and Associate Professor John Pearson.


	4
	Ethics ref:
	2026 FULL 25967

	
	Title:
	Measurement of Multiple Steroids in Dried Blood Spots to Monitor the Treatment of Congenital Adrenal Hyperplasia

	
	Principal Investigator:
	Dr Mark de Hora

	
	Sponsor:
	Liggins Institute

	
	Clock Start Date:
	16 July 2026


Dr Mark de Hora and Craig Jefferies 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. Committee requested that the assent documents be simplified into younger and older assent versions, with the appropriate version selected according to the child’s capacity.
2. The Committee discussed contact arrangements for withdrawal. The Committee considered that not all participants may know how to contact their paediatrician or treating clinician and that the study doctor may be the clearer contact. The Committee requested that withdrawal and concern pathways direct participants to the study doctor or appropriate study contact.
3. The Committee requested that page numbers be added to the protocol and any other study documents.
Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. Please use “parent or guardian” where substituted consent is required and remove wording suggesting caregivers or caretakers can consent on behalf of children. Additionally, please refer to the child consistently as “your child” where the parent or guardian is being addressed.
2. Please review all information sheets to ensure that each document is directed to the correct participant group and uses consistent terminology.
3. Please use plain language, state acronyms in full the first time they are used, and use consistent terminology for, CAH, PKU, and phenylalanine testing.
4. Please separate koha wording from statements about voluntary participation so children are not confused about whether they receive a token if they do not participate.
5. Please include a Māori cultural statement regarding blood samples in the older child assent form.
6. Please ensure that the 14 to 16 year old form refer to assent rather than consent.
7. Please ensure that all documents refer to participants rather than patients, where appropriate.
Decision
This application was provisionally approved by consensus, subject to the following information being received:

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 Cordelia Thomas and Associate Professor John Pearson.


	5
	Ethics ref:
	2026 EXP 25928

	
	Title:
	Early bedside echo for the rapid diagnosis of heart failure in breathless patients

	
	Principal Investigator:
	Dr David Jardine

	
	Sponsor:
	Te Whatu Ora

	
	Clock Start Date:
	16 July 2026


Dr David Jardine and Alieke Dierckx 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 researchers consider renaming the intervention as Cardio-pulmonary Point of Care Ultrasound (CP-POCUS) which distinguishes this intervention for the formal radiological echocardiogram.
2. The Committee Requested that the study Protocol clearly distinguish point of care ultrasound, bedside ultrasound, cardiopulmonary ultrasound, and formal cardiac echocardiography. The Participant Information Sheet should describe the procedure accurately and include the pulmonary component where relevant.
3. The Committee considered that the protocol should mention the "exception" described in the Response letter.  Please revise to explain how the exception will be implemented and how you will treat the data of control participants who fall within the exception. 
4. The Committee requested that the protocol be amended to include the blinded adjudicator’s role, qualifications, and independence.
5. The Committee requested that the protocol state when unblinding will occur, how such events will be analysed, and how they will be reported.
6. The Committee requested that the Researcher define feasibility outcomes, recruitment window parameters, expected numbers, and how missed or delayed ultrasounds will be captured, and how and when protocol deviations will be reported for the feasibility study.
7. The Committee considered that breathless or distressed patients may not have capacity or sufficient comfort to consider a full Participant Information Sheet at presentation and requested that the protocol describe how capacity will be assessed, when patients will be approached, whether a short-form consent process is needed, and how full consent will be obtained later if relevant.
8. The Committee requested that recruitment follow the process in which the care team first asks permission for the study team to approach the patient as names of potential participants should not be shared with the research team before the patient has consented to that contact.
9. The Committee requested that the Researcher clarify whether a waiver is required for use of data from deceased participants and amend the protocol accordingly.
Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
10. Please explain randomisation, blinding, the group in which ultrasound results are not routinely disclosed, and the exception for unblinding in the cases of urgent clinically significant findings.
11. Please use consistent terms for the study doctor, treating doctor, clinical team, and research team to avoid confusing the participants.
12. Please explain the ultrasound procedure in plain language, including the distinction from standard care and from formal cardiac echocardiography.
13. Please clarify that notification of study participation to GP or current health provider is not optional and any information up to the point of withdrawal should remain in the research.
Decision
This application was provisionally approved by consensus, subject to the following information being received:

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 Joan Pettit and Dr Sharon Kletchko

	6
	Ethics ref:
	2026 FULL 25230

	
	Title:
	Tū Wairua: Addressing self-identified problematic methamphetamine use within Māori in relationship with taonga psilocybe species

	
	Principal Investigator:
	Dr Patrick McHugh

	
	Sponsor:
	Rangiwaho Marae

	
	Clock Start Date:
	16 July 2026


Dr Patrick McHugh, Anna Forsyth, Anna-Leigh Hodge, and Suresh Muthukumaraswamy 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 whether the impact of kaitiaki support should be separated from the effect of the study product. The Researcher explained that the intervention is designed as a whole package and that the study does not intend to separate those components. The Committee accepted that the intervention is appropriately framed as a whole package within the kaupapa and theoretical approach described.
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 discussed the timing and recipients of questionnaires. The Committee considered that the Participant Information Sheets do not clearly explain when questionnaires occur or which groups complete them. The Committee requested that the Participant Information Sheets include a clear schedule, such as a diagram, showing questionnaire timing and the groups involved.
3. The Committee discussed questionnaires that may address suicide, mental health, addiction, cultural identity, pain, and other sensitive matters. The Committee considered that such questions may trigger distress and that the safety plan must be concrete and participant-facing. The Committee requested that the protocol and Participant Information Sheets include a clear safety plan setting out what will happen at each level of risk, who will act, and how participants will be supported.
4. The Committee discussed information sought from whānau or support persons about the main participant. The Committee considered that the main participant must know and consent to others being asked about them. The Committee requested that the consent process obtain permission from the main participant before whānau or support persons are asked questions about the participant.
5. The Committee discussed the apprentice kaitiaki group receiving the study product and completing questionnaires. The Committee considered that the rationale, support person role, and safety arrangements for apprentice kaitiaki require clearer explanation. The Committee requested that the apprentice kaitiaki documents explain why they receive the study product, why a support person is required, what the support person will do, and how risks will be managed.
6. The Committee discussed regulatory controls for the study product. The Committee considered that the study product is a Class A controlled drug and that the protocol should clearly describe the licence pathway, storage, dispensing, administration, and diversion controls. The Committee requested that the protocol and participant-facing documents describe the controlled drug licence requirements and the procedures for safe storage, dispensing, supervised administration, and prevention of diversion.
7. The Committee discussed contraception information. The Committee noted that NuvaRing is not available in New Zealand. The Committee requested that the contraception information be corrected for the New Zealand context.
8. The Committee discussed multiple Participant Information Sheets and Consent Forms that appeared to include information for the wrong group. The Committee considered that each group’s documents should be specific to that group’s involvement and risks. The Committee requested that all Participant Information Sheets and Consent Forms be reviewed to remove irrelevant references to interviews, health information, screening and safety tests, pregnancy or urine samples, GP notification, and controlled drug information where those do not apply.
Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
9. The Committee requested that the Participant Information Sheets include warnings about potentially triggering questionnaires and explain the safety plan.
10. The Committee requested that the comparison group Participant Information Sheet not state that there are no risks, as questionnaire completion may involve risks of distress.
11. The Committee requested that the comparison group Participant Information Sheet and Consent Form remove references to interviews or recorded interviews if that group only completes questionnaires.
12. The Committee requested that the whānau Participant Information Sheet explain the control group, the comparison of groups, and the whānau member’s role in the study.
13. The Committee requested that “medicine” be replaced with neutral wording such as “study product” where the product is not an approved medicine.
14. The Committee requested that the apprentice kaitiaki Participant Information Sheet explain the support person requirement and the reason apprentice kaitiaki receive the study product.
Decision
This application was provisionally approved by consensus, subject to the following information being received:

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 Sandy Gill and Dr Sharon Kletchko




	7
	Ethics ref:
	2026 FULL 26176

	
	Title:
	Child and Youth Mental Health Survey

	
	Principal Investigator:
	Mr Neil Tee

	
	Sponsor:
	Manatū Hauora (Ministry of Health)

	
	Clock Start Date:
	16 July 2026


Mr Neil Tee and members of the research team from Ipsos and the Ministry of Health 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 noted that the study will be conducted in two phases, the cognitive testing and Pilot, then the full study. The Committee indicated that this review pertains only to the first phase and that the full study would requires an Amendment submission via the post approval pathway with all changes to study materials.

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 Child Mind Toolkit be submitted
1. The Committee discussed the evidence base for the use of the survey questionnaire and the Child Mind Toolkit in New Zealand. The Committee requested that references, website links, version number, technical or validation documents be provided. Additionally, the Committee requested documentation of cultural and environmental adaptation to the New Zealand context, and an explanation of how earlier questionnaire development informed the current questionnaire.
1. The Committee noted that a draft version of the questionnaire was provided and requested the final questionnaire, anticipated session time, and a summary of changes following cognitive testing be provided before the full data collection begins.
1. The Committee discussed the need for children’s rights and child agency lens. The Committee considered that the documents were too adult-centric and did not sufficiently distinguish child and caregiver perspectives. The Committee requested that the protocol and participant information sheets distinguish caregiver proxy reports for children aged 5 to 11 from child or young person self-reports and that the analysis plan be revised to reflect these separate sources of reporting. 
1. The Committee discussed terminology for caregivers, parents, guardians, and support workers and requested that the Researcher define the terminology used and ensure it is applied consistently. 
1. The Committee considered that privacy may be compromised if interviews occur in homes, if another person remains within earshot, or if a parent refuses to leave. The Committee requested clear procedures for ensuring privacy and confidentiality. Processes for postponing or stopping interviews when confidentiality cannot be assured should be described in the protocol and information sheets. 
1. The Committee raised confidentiality concerns and considered that children and young people must know who can access their responses, whether responses will be shared with parents and/or guardians, and when confidentiality may be breached for safety. The Committee requested that the protocol and information sheets explain who has access to responses, non-sharing between parent and young person responses, confidentiality limits, and whether participants will be informed before disclosure where safe and practical. 
1. The Committee requested further information on the operational details about the study execution, for example, how the “show cards” activity works in practice, and how the surveyors will introduce themselves to the household. 
1. The Committee discussed participant support and risk response. The Committee considered that the support policy needs more operational detail for reviewing responses, triaging risk, contacting participants, and escalating concerns. The Committee requested details of who reviews at-risk responses, how quickly risk is assessed, who makes the clinical risk decision, how many contact attempts will be made, who manages follow-up, and when and how emergency or statutory agencies will be contacted. 
1. The Committee considered that referral to an outside agency such as Youthline requires clear consent, data transfer details, and age-appropriate confidentiality protections and assurance that the third party is equipped to deal appropriately with any referrals. The Committee requested that the process state what information is transferred, how transfer is recorded and protected, what happens if contact is declined or unsuccessful, and when caregivers are informed for different age groups. 
1. The Committee requested a child protection pathway that identifies responsible decision-makers and required staff training. The protocol should define action for suspected abuse, neglect, exploitation, or caregiver-related harm.
1. The Committee discussed assent, consent, and legal capacity. The Committee considered that the consent and assent approach required review for clarity within the documents, particularly for capable young people and confidentiality issues. The Committee requests more information on the consent procedures for the minors in the event the caregivers do not have legal authority to provide consent. The Committee requested that the researchers consider seeking legal advice on consent, assent, and capacity arrangements and revise and clarify assent and consent documents as needed. 
1. The Committee discussed accessibility of the consent and questionnaire materials.  Please clarify what accessible participation such as; Easy Read participant information, screen-reader-compatible materials, audio or video information, communication support, additional processing time, supported decision-making, and any other reasonable accommodations. The availability of accommodations should be communicated before the interview rather than relying on participants or whānau to request them after recruitment. 
1. The Committee discussed the sampling design and coverage of hard-to-reach groups (rural, male, non NZEuro/Asian, immigrants, non-english speakers). The Committee requested further documentation of sample design, stratification, outreach, and coverage strategies, for the first phase of this project (cognitive testing and the Pilot) and for the full study.  Please describe how you will access marginalised youth who may not reside in traditional households.
1. The Committee requested a substantially revised Data Management Plan addressing Ipsos data security, data safety standards, data-administrator qualifications, and protections for a national survey involving a vulnerable population. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee requested that participant-facing documents be revised to reflect the different participant groups, capacity and consent arrangements, privacy protections, confidentiality limits, support pathways, and child protection processes.
16.  5–11 years: caregiver consent and caregiver proxy interview, with age-appropriate involvement of the child;
16. 12–15 years: caregiver consent and young-person assent;
16. 16–17 years: the competent young person provides their own informed consent; and
16. 16 - 24 years: independent adult consent.
1. Please clarify whether breaks can be taken.
1. Please explain whether interviews can be completed in more than one session
1. Please explain whether participants can skip individual questions.
1. Please explain how fatigue or distress will be monitored
1. Please explain whether cognitive testing confirms that the duration is acceptable for each age group.

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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).  
4. 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 Dr Maree Kirk and Associate Professor John Pearson.

	8
	Ethics ref:
	2026 FULL 25566

	
	Title:
	CST-Māori over Zoom. A pilot study for kaumātua with mate wareware.

	
	Principal Investigator:
	Dr Tai Kake

	
	Sponsor:
	Waipapa Taumata Rau, University of Auckland

	
	Clock Start Date:
	16 July 2026


No researchers attended the meeting 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.
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 ongoing assessment and support for participants’ ability to use the system throughout the study be documented in the protocol as support persons also may not be able to adequately assist with Zoom functioning.
2. The Committee requested that the flyer include the time commitment and the availability of a tablet loan.
3. Committee considered that if an assessment identifies dementia, it should be clear whether and how this will be recorded or communicated to clinicians. The Committee requested clarification of whether dementia assessment findings will be entered into clinical records as it should be clear whether and how this will be recorded or communicated to clinicians.
4. The Committee requested that the retention wording be revised to state when the 10-year period starts.
5. The Committee requested that whānau documents state that the kaumātua has agreed to that person’s involvement and clarify what happens if a whānau member withdraws. The Committee requested clarification of whether the participant can continue, whether a replacement support person is required, and whether the whānau member attends the initial 90-minute session.
6. The Committee requested that the Researcher state whether whānau members will receive koha, a thank you card, or other acknowledgement.
7. The Committee requested removal of a question in the facilitator Participant Information Sheet about living situation or justification be provided for including the question.
Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
8. Please ensure the correct name for the Health and Disability Commissioner is provided and distinguish the Advocacy Service from the Office of the Health and Disability Commissioner.
9. Please ensure it is clear to participants that they may withdraw from the study, rather than “from studying”.
10. Please include a Māori data statement recognising information and data as taonga.
11. Please ensure consistency in the use of “whānau”, “friend”, and “support person”, and clarification that a friend may be treated as whānau where appropriate.
12. Please explain the comprehension check for eligibility before enrolment.
13. Please ensure the PIS provides clear and consistent information around whether GP notification is mandatory or optional.
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).
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	Ethics ref:
	2026 FULL 25820

	
	Title:
	COX-2 Inhibitors for Postoperative Analgesia in Bariatric Surgical Patients

	
	Principal Investigator:
	Mr Suheelan Kulaseagaran

	
	Sponsor:
	Te Whatu Ora Waitematā

	
	Clock Start Date:
	16 July 2026


Dr Aziz Mehmood 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.
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 a more robust independent scientific review from someone familiar with this population addressing feasibility, participant selection, and participant risk as the existing scientific review was too limited to support ethical approval, particularly given likely comorbidities in the public bariatric surgery population (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.25-9.31). 
2. The Committee requested that the protocol identify risks of COX-2 inhibitors and parecoxib in participants with possible cardiovascular, renal, and cerebrovascular comorbidities consistent with the information in the IB. Additionally, more information on risk minimisation measures, contraindications, and whether significant cardiovascular or other comorbidities should be exclusion criteria should be included (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
3. The Committee requested that the protocol include a Data Monitoring Committee or equivalent oversight arrangement, adverse event definitions, seriousness assessment, reporting requirements, and unblinding procedures (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).
4. The Committee requested that the protocol be substantially expanded to describe recruitment, participant approach, risks and benefits, risk minimisation, exclusion criteria, safety monitoring, and study governance (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
Participant Information Sheet and Consent Form changes
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17):
5. Please ensure that the PIS includes the clinically relevant risks of COX-2 inhibitors and parecoxib for the participant population. Please ensure that the PIS also reflects this information if any further changes are made after the additional peer review.
6. Please explain exclusion criteria, safety monitoring, adverse event follow-up, and unblinding in plain language.
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 reminded the Committee of the date and time of its next scheduled meeting:
	Meeting date:
	25 August 2026

	Zoom details:
	To be determined


Close of meeting
The meeting closed at 3:30pm.
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