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	                  Minutes





	Committee:
	NTB Health and Disability Ethics Committee

	Meeting date:
	2 June 2026

	Zoom details:
	812 7953 3520





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00 - 10:15am
	
	Secretariat Update
	
	

	10:15 - 10:45am
	
	Committee Welcome
	
	

	10:45 - 11:15am
	2026 FULL 25357
	DEARS 
	Dr Amy Gaskell
	Joy / John

	11:15 - 11:45am
	2026 FULL 25100
	 A Study to Evaluate the Effectiveness and Safety of LYT-100 (Deupirfenidone) Compared to Pirfenidone in Adults With Idiopathic Pulmonary Fibrosis (SURPASS-IPF)
	Dr Cat Chang
	Joy / Matthew

	11:45am - 12:15pm
	2026 FULL 25623
	AI Nutrition Coaching for Heart Health
	Dr Amio Matenga-Ikihele
	Catriona / CK

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

	12:45 - 1:15pm
	2026 FULL 25609
	A study assessing ALX1 in Adults with Bronchiectasis.
	Dr Michael Epton
	Catriona / Matthew

	1:15 - 1:45pm
	2026 FULL 25866
	Using Machine Learning to Enhance Cancer Treatment Efficiency for Dunedin Patients
	Dr Jongmin Cho
	Joy / CK

	1:45 - 2:15pm
	2026 FULL 25771
	Defining antibiotic levels in intensive care patients 
	Mrs Leah Chen
	Cordelia / Sharon

	2:15 - 3:00pm
	
	Break (45 minutes)
	
	

	3:00 - 3:30pm
	2026 FULL 25818
	A trial to test if 2 weeks of tablet treatment with AP1189 can improve recovery in people who come to the hospital with difficulty breathing because of infection with breathing viruses
	Dr Michael Borrie
	Catriona / John

	3:30 - 4:00pm
	2026 EXP 25232
	Can AI help spot depression and anxiety?
	A/Prof Anna Serlachius
	Cordelia / CK

	4:00 - 4:30pm
	2026 FULL 25853
	2533601: Clinical Feasibility Study on the Diagnostic Accuracy of the Quicksilver Strep A Test
	Dr Victoria Siriett
	Kate / Sharon

	4:30 - 5:00pm
	2026 FULL 25854
	2533602: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Multiplex Respiratory Panel
	Dr Victoria Siriett
	Kate / Sharon


 

	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	9/06/2025
	8/06/2030
	Present

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

	Dr Chris Hazlewood
	Non-Lay 
	09/06/2025
	08/06/2030
	Apology

	Dr Cheng Kai Jin
	Non-Lay 
	09/06/2025
	08/06/2028
	Present

	Cody Yerkovich
	Lay 
	15/09/2025
	14/09/2028
	Apology

	Dr Joy Panoho
	Lay
	03/03/2025
	02/02/2030
	Present

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

	Lydia Wadsworth
	Lay
	15/09/2025 
	14/09/2029 
	Apology

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

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

	Dr Catriona McBean
	Lay
	03/03/2025
	02/03/2030
	Present




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Cody Yerkovich, Lydia Wadsworth, and Dr Chris Hazlewood.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Matthew Moore, Dr Cordelia Thomas, and Dr Catriona McBean confirmed their eligibility and were co-opted by the Chair as members of the Committee for the duration of the meeting.

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 5 May 2026. were confirmed.








New applications 
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	Ethics ref:  
	FULL 25357

	 
	Title: 
	Depth of anaesthesia in females – EEG biomarkers, Anaesthetic/hormone relationships and Recovery Score: a mechanistic, blinded, non-inferiority randomized controlled trial

	 
	Principal Investigator: 
	Dr Amy Gaskell

	 
	Sponsor: 
	Sydney Local Health Board

	 
	Clock Start Date: 
	21 May 2026



Dr Amy Gaskell and Jono Termaat 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 Researchers confirmed that both the lighter and deeper anaesthesia levels being tested are within normal clinical practice ranges.
2. The Researchers clarified that if an anaesthetist deems it necessary, they can override the study protocol by withdrawing a participant and providing standard care to ensure patient safety.
3. The Researchers explained that they will record participants’ preferences for receiving a summary of results, so those who opt in can be contacted with the study findings.
4. The Researchers confirmed that the two additional follow-up sessions will be conducted as phone calls, requiring no in-person visits or extra costs for participants.

Summary of outstanding ethical issues

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

5. The Committee requested that the researchers consider adjusting the inclusion/exclusion criteria for participants with significant sensory impairments such as paraplegia or tetraplegia, as such conditions could affect pain-related outcome measures.

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

6. Please ensure the Participant Information Sheet introduction is aligned with the study purpose by explaining how brain wave monitoring (EEG) relates to assessing quality of recovery.
7. Please add a title For Māori cultural support:
8. Please remove the irrelevant pregnancy clause from the PIS.
9. Please remove the mention of intraoperative video recording from the PIS.
10. Please remove the consent form heading Please tick to indicate your consent given the yes/no response options are limited to only those specified. 
11. Please add to the PIS a statement that de-identified data may be sent overseas without a New Zealand data governance representative.
12. Please use consistent terminology in the PIS when describing light, deep, or ‘usual’ anaesthesia 
13. Please add the statement to the PIS that whether they decide to participate or not their usual care will not be affected.
14. Please remove the paragraph in the PIS about giving consent to standard anaesthesia.
15. Please remove any reference in the PIS to sending samples overseas and related cultural issues.
16. Please specify in the PIS whether any additional research staff will be present during the procedure and if so obtain consent for their attendance.
17. Please clarify in the PIS which specific information from participants’ medical records will be accessed by the research team.

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 Joy Panoho and Associate Professor John Pearson.
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	Ethics ref:  
	FULL 25100

	 
	Title: 
	A Randomized, Double-Blind, Head-to-Head Phase 3 Trial to Evaluate the Efficacy and Safety of LYT-100 (Deupirfenidone) Compared to Pirfenidone at 52 Weeks in Adults With Idiopathic Pulmonary Fibrosis (SURPASS-IPF)

	 
	Principal Investigator: 
	Dr Cat Chang

	 
	Sponsor: 
	PureTech LYT 100, Inc. a subsidiary of PureTech Health LLC

	 
	Clock Start Date: 
	21 May 2026



Christine Tuffery 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 clarified that patients receiving the standard care are also expected to avoid sun exposure.
2. The Committee noted that future applications should have only the necessary documents provided in the submission.

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 fundamental changes to address data privacy concerns. The IQVIA privacy policy included in the application was deemed overly broad and extractive, allowing extensive use of participants’ personal data, including profiling and third-party sharing, which go beyond acceptable standards. Participant data rights must be better protected and aligned with New Zealand expectations (National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 12).
4. The Committee requested an updated Data Management Plan reflecting the unusual scenario of IQVIA handling identifiable health information. The current plan template does not address this and should be revised to outline proper data handling in the New Zealand context, including ensuring equivalent data protection if information is processed overseas (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
5. The Committee requested that the DMP clearly identify who will have access to what data, why they will have access to that data and for how long they will have access to that data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
6. The Committee requested clarification of the consent process. Two consent forms were included in the submission, a written consent form attached to the Participant Information Sheet, and an electronic consent form via the study hub. Clarification of which consent form will be used and when should be provided (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
7. The Committee requested an updated practising certificate of the CI be provided (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7, 9.8).
8. The Committee requested the application address potential emotional, cultural, or spiritual distress that participants may experience on this study, noting that questionnaires include questions on personal hygiene, which may cause whakamā in participants. The current submission does not specify steps or support systems for participant distress. Future materials should outline what support or actions the research team will take if participants experience significant distress and may include a description of what standard of care processes would be in place for participants on the study as well (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4-8.6; 8.9). 
9. The Committee requested that ethnicity data be collected as is required in New Zealand. Additionally, collection of ‘Race’ data in New Zealand does not accurately capture New Zealand populations and is not a term used in New Zealand (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.23).
10. The Committee requested that any optional genetic analysis be limited to what is relevant to idiopathic pulmonary fibrosis. The current proposal allows broad, unspecified genetic testing.  Genetic testing should be clearly related to the research aims and not open-ended or purely for commercial purposes (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.25).
11. The Committee noted that no Pacific or disabled consultation had been considered in the submission and requested that these take place to ensure these groups are represented and consulted with (National Ethical Standards for Health and Disability Research and Quality Improvement, para 4.4; 5.3-5.4).

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): 

12. Please ensure that the PIS does not mislead the participants by implying that the investigational drug improves lung function, where at most it is looking to slow the decline of lung function in this disease. 
13. Please update the Participant Information Sheet to address the IQVIA data policy. Include a reference or link to the IQVIA privacy policy in the PIS and clearly outline participants’ data rights, with an immediate opt-out option for any secondary use of identifiable data. Alternatively, remove any broad clauses permitting unrelated future use of personal data, to ensure participant data is not misused.
14. Please ensure that any plan to contact participants for future related studies is clearly explained and made optional in the consent form. Participants should explicitly agree if they are willing to be contacted for any sub-study, rather than this being assumed
15. Please clarify in the PIS who will cover the costs of any medications or treatment needed for side effects. The PIS currently implies participants may have to pay for managing side effects, which is not appropriate.
16. Please remove the statement that participant data “might be sent to health insurers.”. Such data sharing is not standard practice and was not justified.
17. Please use standard units of measurement such as mL to ensure clarity and precision in dosing or any other instructions.
18. Please revise the section in the consent form requiring participants to affirm they have read the form in their ‘first language’.
19. Please revise the section in the PIS that indicates that "Your ethnicity is considered sensitive personal information under data protection law. The results of this study will be grouped by race and ethnicity. This will help to decide if race and/or ethnicity affect if the study drug works and how safe it is in different populations.". This statement is not accurate in the New Zealand context.
20. Please refine PIS documents to improve clarity and compliance with New Zealand laws and expectations.
21. Please define acronyms when first used in the PIS.
22. Please provide a duration for clinic visits and explain any precautions that may need to be taken about driving.
23. Please move the statement for Māori organisations of access to data to the consent form and allow participants to indicate their consent for this. 

Decision

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


	3 
	Ethics ref:  
	FULL 25623

	 
	Title: 
	Improving Heart Health through Culturally Centered AI Nutrition Coaching

	 
	Principal Investigator: 
	Dr Amio Matenga-Ikihele

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	21 May 2026



Dr Amio Matenga-Ikihele, Chi Ling, and Junbin 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 Researchers clarified that participants will send photos of their meals via WhatsApp, and the AI-driven coach will respond with real-time nutritional feedback such as identifying ingredients and suggesting portion adjustments
2. The Researchers explained that they have an advisory group with Pacific health experts, including Samoan and Tongan advisors, to ensure language accuracy and cultural appropriateness in the coach’s feedback. They will test the adapted coach with small groups of Samoan and Tongan participants to validate cultural suitability.
3. The Researchers confirmed that all communications are end-to-end encrypted; no data is stored on WhatsApp’s servers, and participant data, including any chat logs, is stored securely on an AWS-hosted database, accessible only to the research team.
4. The Researchers confirmed the AI coach allows two-way conversations between participants, who can ask follow-up questions, and the tool to receive context-aware responses.
5. The Researchers explained that the consent process clearly tell participants that staff might review the chats as a safety measure, and participants can opt out if they are uncomfortable.
6. The Researchers emphasised that the coach will not provide medical advice and that any such queries will prompt an auto-response advising the user to seek professional medical help or emergency services. Additionally, the system has content filters) and has undergone testing to prevent generation of inappropriate responses

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 requested the researchers provide a signed copy of the partnership agreement (MOU) between the collaborating organisations 
8. The Committee requested copies of all proposed survey questionnaires referenced in the application.
9. The Committee requested the talanoa framework outline be provided.
10. The Committee requested the Study Safety Protocol be submitted, given that it was referred to in the application materials but was not provided. This protocol should detail procedures for managing any identified risks, as referenced in the application.

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

11. Please update the PIS to include a brief, lay-language description of the study procedures, clarifying that participants will take photographs of their food and receive feedback from the nutritional coach on those photos.
12. Please include in the PIS a statement advising participants to take photographs only of their own food, not other people or non-study subjects.
13. Please revise the PIS to remove or rephrase the statement that “stopping or leaving the study will never have negative consequences for you,” as this may not be strictly accurate in practical terms.
14. Please add to the PIS that participants’ travel or parking costs will be reimbursed for attending any focus group sessions.
15. Please ensure the PIS includes a footer with the document version number and date, to clearly distinguish the most current version of the information sheet.
16. Please direct participants to the Health and Disability Advocacy Service if they have any concerns.
17. Please remove unnecessary tick boxes from the CF for items that are not optional. Tick boxes should not be included if participants must consent to all listed items.
18. Please amend any references in the study documents to specify that health data will be retained for 10 years instead of 6 years, to align with standard data retention requirements.

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 Catriona McBean and Dr Matthew Moore.


	4  
	Ethics ref:  
	FULL 25609

	 
	Title: 
	A Phase 2a, Placebo-Controlled, Single-Blind, Dose Range-Finding Study of Inhaled ALX1 in Adults with Bronchiectasis.

	 
	Principal Investigator: 
	Dr Michael Epton

	 
	Sponsor: 
	Vast Therapeutics, Inc.

	 
	Clock Start Date: 
	21 May 2026



Dr Michael Epton and Malina Storer 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 researchers explained that participants will be identified via an existing bronchiectasis research registry and referrals from specialist clinics.
2. The Researchers confirmed that participants without video-call capability can instead use telephone calls for daily check-ins, and these calls will not be recorded.

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 sponsor consider bearing any associated costs if the study requires participants to use specific contraception methods.
4. The Committee requested clarification on the wording regarding reviewing patients’ pre-existing health records to identify potential participants. This wording must be tightened to ensure it only involves individuals who have previously consented.
5. The Committee requested that participant reimbursement amounts be clearly defined and standardised across all sites.
6. The Committee requested that the consent form and application explicitly confirm the availability of karakia for tissue sample disposal in New Zealand.
7. The Committee requested that the sponsor re-consider exclusion of participants who are HIV or hepatitis positive.
8. The Committee requested that collection of ‘race’ be removed for data collection in New Zealand as it is not appropriate in the New Zealand context. References to “race” in the PIS should also be removed.

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

9. Please clarify in the PIS that height and weight are being collected to determine normal lung function values, so that participants understand the purpose of these measurements.
10. Please re-order the information about the risk of methemoglobinemia in the PIS, placing the statement that participants receiving the investigational drug could experience this side effect before the reference to prior healthy volunteer data.
11. Please clarify in the PIS what identifiable information is retained indefinitely and by whom. Specify what data will be stored in health records permanently and what remains retained by the study only.
12. Please include standard wording informing participants that they may be responsible for any tax on the payment.

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:  
	FULL 25866

	 
	Title: 
	Using Machine Learning to predict Patient-Specific Quality Assurance for Volumetric Modulated Arc Therapy at Dunedin Hospital

	 
	Principal Investigator: 
	Dr Jongmin Cho

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	21 May 2026



Dr Jongmin Cho 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.

The Committee noted the dual role of Dr Cheng Kai Jin as an HDEC Committee member and NAIAEAG member and do not consider the member conflicted.

Summary of resolved ethical issues 

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

1. The Researchers explained the data handling process for the historical patient records. All patient identifiers will be removed or replaced with codes using a Python script, and the data will be securely encrypted before export to the collaborator at UCL.
2. The committee inquired about whether the model’s performance would be assessed across different ethnic groups. The Researchers explained that current evidence suggests no significant differences in radiotherapy outcomes between ethnicities, so they have not planned specific subgroup analyses by ethnicity in this study.

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 submitted project proceed in stages. Highlighting that the current discussion and decision covers only the initial stage of developing the machine learning model using historical patient data, and any future stage, such as validation, must be submitted later as an amendment. This approach ensures that the committee will reassess ethical considerations, such as consent, when the project moves to testing the model on current patients. 
4. The Committee requested the submission of a data-sharing agreement with UCL.
5. The Committee requested a more detailed justification for the proposed waiver of patient consent to access 1,000 health records. The researchers should update the Data Management Plan to address National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47 – 7.48.
6. The Committee requested that the study protocol include an appendix to focus on the scope required for the UCL Master’s student’s project. Limiting the number of patents data the student will collect and specifying what cancer they will target.

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 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).
· Please provide justification for a waiver of consent for the secondary re-use of identifiable health data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47 - 7.48).
· 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 Joy Panoho and Dr Cheng Kai Jin.
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	Ethics ref:  
	FULL 25771

	 
	Title: 
	Defining Antibiotic Levels in Intensive Care Patients (DALI-2)

	 
	Principal Investigator: 
	Mrs Leah Chen

	 
	Sponsor: 
	Antimicrobial Optimisation Group

	 
	Clock Start Date: 
	21 May 2026



Mrs Leah Chen and Dr Jonathan Chen 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 Researchers confirmed that only 2–3 extra blood samples would be collected during routine blood draws.
2. The Researchers clarified that aside from these few extra blood samples for plasma analysis, the study will not require any additional testing from the laboratory.
3. The Researchers confirmed that only adult intensive care patients will be recruited in New Zealand.
4. The Committee confirmed that the antibiotics are prescribed per the treating clinicians’ choice, and that there is no randomisation occurring in the study. 

Summary of outstanding ethical issues

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

5. The Committee requested that the study be restructured as a non-consenting observational study under a waiver of consent for participants too unwell to consent, with standard prospective consent procedures for those capable of giving informed consent. All relevant documentation will need to be revised with this change to the protocol. The Data Management Plan or protocol appendix should be updated to provide justification for a waiver of consent and address National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47 – 7.48. 

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

6. Please remove the Relative Whānau Family Information sheet from the study documentation. The consent to continue forms may continue to used, noting that routine health information (and additional samples) were collected for research under an HDEC approved Waiver of Consent while the patient lacked sufficient capacity to decide, and that now the participant is considered well enough to decide for themselves about the continued use of data and samples.
7. Please provide the reasoning for more timely review of lab tests results in the benefits section of the PIS, explaining that these will be able to be acted on more quickly.

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).  
· 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).
· Please provide justification for a waiver of consent for the secondary re-use of identifiable health data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47 - 7.48).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Kate O’Connor, Dr Sharon Kletchko and Dr Cordelia Thomas.
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	Ethics ref:  
	FULL 25818

	 
	Title: 
	A randomized, double-blind, multicentre, placebo-controlled, proof-of-concept clinical trial evaluating the safety and efficacy of the biased melanocortin agonist AP1189 versus placebo as an add-on to standard of care (SOC) in participants with RESPIRatory insufficiency expected to be caused by infection with respiratory viruses, including influenza, respiratory syncytial virus, and coronavirus

	 
	Principal Investigator: 
	Dr Michael Borrie

	 
	Sponsor: 
	SynAct Pharma

	 
	Clock Start Date: 
	21 May 2026



Dr Michael Borrie, Tanya Poppe, Morten Lind Jensen and Angie Edwards 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 Researchers clarified that eligible patients will be identified by a research nurse and that a member of the research team, rather than the treating physician, will approach them to obtain consent, in order to avoid any conflict of interest.
2. The Researchers confirmed that a submission had been made to register with a clinical trials registry.
3. The Researchers clarified that Rheumatoid Arthritis (RA) was not listed as an exclusion criteria despite ‘potential worsening of RA’ being listed as a side effect because the primary indication of the study drug is for RA. As such studies have been conducted in this population and the results of these studies included in the information brochure for the study drug. 

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 requested that the data retention period be revised from 25 years, noting that the requirement is to keep such data for 10 years and that keeping records for longer increases any risk of privacy or security breaches.
5. The Committee requested that the study collect participants’ ethnicity data, rather than referring to “race,” which is not a standard measure in New Zealand.

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

6. Please change references to “GP” (General Practitioner) to “medical provider” in the PIS, as not all participants may have a GP.
7. Please include the standard wording about any tax obligations related to participant reimbursement in the PIS.
8. Please explain that height and weight data are being collected to assist with pharmacokinetic information.
9. Please revise page 8 of the PIS regarding the notification of researchers of any pregnancy of participants or their partners. Participants are encouraged to disclose any pregnancy but are not obligated to do so.
10. Please remove any reference to the New Zealand Health Authority and replace with ‘Medsafe’.
11. Please provide more detail on the people who have previously been given the study drug. Explain how many people received it and what the outcomes were.
12. Please include an inclusion criteria for participants to be over 18 years of age.
13. Please remove any mention of concerns around mental health from the PIS as no quality-of-life questionnaires are part of this study.
14. Please include the Māori data sovereignty statement regarding Māori organisations accessing data in the consent form as a Yes/No option.
15. Please revise the wording regarding withdrawal and ‘termination’ from the study if a participant were to become pregnant. 
16. Please include a statement in the PIS about the handling of incidental findings. Explain that if any clinically relevant but not immediately actionable results are found, such as out-of-range lab parameters, a doctor will follow up as part of standard care.

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:  
	EXP 25232

	 
	Title: 
	AI in mental health assessment: Performance across depressive and anxiety disorders

	 
	Principal Investigator: 
	A/Prof Anna Serlachius

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	21 May 2026



Nathan Consendine and Vinyak Dev 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 Matthew Moore declared a potential conflict of interest and the committee decided that the member would sit out on the discussion and decision for this application

Summary of resolved ethical issues 

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

1. The Researchers explained that the long-term aim of this project is provide a tool to aid in triage and screening of patients, not a standalone diagnostic tool. The Researchers acknowledged that the text-based chatbot cannot account for physical appearance or other non-verbal cues in assessing mental health and emphasised that the tool’s role is to assist clinicians and not to replace a face-to-face clinical assessment.
2. The Researchers noted that the chatbot’s performance will be compared to existing standard screening tools in addition to a non-RAG comparator.

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 expressed concern around the design of the study and requested that an additional peer review by a statistician be provided. The Committee requested that this peer review provide feedback on whether the current study design would be viable for calculating performance of the bot and answering the study question, or whether a different design would be needed to do so (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1; 9.8; 9.25).
4. The committee expressed concern about the role of the patient participant’s own health provider recruiting them to the research and receiving renumeration for administering study procedures. Please consider how the inherently unequal power relationships are being managed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.17,6.18).
5. The Committee requested that a cultural advisor review the chatbot’s prompt content and that this review be provided to the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7). 
6. The Committee requested further detail on how the chatbot will be implemented in a culturally responsive manner, including an explanation of how feedback from cultural consultation has been incorporated into its development (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).
7. The Committee requested that the prompts be provided to the Committee for review.
8. The Committee requested a description of any initial adversarial testing of the chatbot conducted on non-patient volunteers, to assess the chatbot’s performance prior to its use with patients.

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): 

9. Please explain in the PIS that health practitioners are receiving payment for the recruitment of participants and their time administering study procedures and that the patients do not need to pay for their visit.
10. Please ensure the PIS explains that the chatbot interaction is text-based and indicates how much writing will be expected so participants are aware of what participation will require.
11. Please ensure the PIS provides clear information about data handling. Explain where participant data will be stored, how it will be kept secure, who will have access to the data, for what purposes data will be accessed, and how identifiable it will be.
12. Please incorporate HDEC PIS template into both Participant Information Sheets. This should include an ACC compensation statement, a Māori cultural consultation statement, an explanation of participants’ right to access or correct their information, and information on any travel reimbursement.
13. Please amend each PIS to clarify that an additional group of participants will also be taking part in the study under slightly different conditions.
14. Please remove the reference to HDEC approval being for 3 years from the PIS. 

Decision

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	FULL 25853

	 
	Title: 
	2533601: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Strep A Test

	 
	Principal Investigator: 
	Dr Victoria Siriett

	 
	Sponsor: 
	Abbott Rapid Diagnostics

	 
	Clock Start Date: 
	21 May 2026



Dr Victoria Siriett, Xavier Ding, Charlene Botha, Supriya Venkataseshan, Asmita Gondhalekar and Dr. Tori Middlemiss 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 researchers confirmed that potential participants will be recruited by separate research staff in a different area of the clinic

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 a revision of the proposed $200 participant payment to ensure it does not unduly influence participation. The Committee noted that $200 is excessive relative to the study procedures and could place undue pressure on families. The Committee requested that the amount be reduced or restructured to a more modest level, delivered in a manner that is child-focused and that any amount is not mentioned in the advertisement.
3. The Committee requested a child focused koha also be provided.
4. The Committee also suggested considering combining the adult and parental PIS into one unified document, identifying in the document that ‘you’ can also refer to ‘your child’ depending on who is given the form.
5. The Committee requested that the demographic and symptoms interview questions be provided.

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

6. Please revise the child participant assent forms to ensure they are appropriate for younger children, for example by simplifying the language, adding child-friendly visuals/diagrams, 
7. Please refer to the assent forms as older and younger child forms as these can be given to children based on their capacity.
8. Please substantially shorten the Participant Information Sheet. Remove repetitive or non-essential content to reduce the PIS to a concise length, focusing only on relevant information.
9. Please ensure the PIS is uses consistent and clear terminology. Currently GP, usual doctor, study doctor are used throughout.
10. Please remove or correct any inaccurate information in the PIS. For example, delete the statement suggesting a participant’s ethnicity is “sensitive personal information under data protection law,” as this is not applicable under New Zealand law.
11. Please clarify that the contact details provided are for Māori cultural support not Māori health support
12. Please remove any statements in participant or child assent forms that promise a refusal to participate will not upset others as this is not within the researchers’ control.

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 Kate O’Connor, Dr Sharon Kletchko.
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	Ethics ref:  
	FULL 25854

	 
	Title: 
	2533602: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Multiplex Respiratory Panel

	 
	Principal Investigator: 
	Dr Victoria Siriett

	 
	Sponsor: 
	Abbot Rapid Diagnostics

	 
	Clock Start Date: 
	21 May 2026



Dr Victoria Siriett, Xavier Ding, Charlene Botha, Supriya Venkataseshan, Asmita Gondhalekar and Dr. Tori Middlemiss 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 researchers confirmed that potential participants will be recruited by separate research staff in a different area of the clinic
2. The Committee noted that the minimum age is 12 months but assent is only being sought from children 5 years and older.

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 payment amount for participants be more child-focused and that any amount is not mentioned in the advertisement.
4. The Committee requested a child focused koha also be provided.
5. The Committee also suggested considering combining the adult and parental PIS into one unified document, identifying in the document that ‘you’ can also refer to ‘your child’ depending on who is given the form.
6. The Committee requested that the demographic and symptoms interview questions be provided.

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

7. Please revise the child participant assent forms to ensure they are appropriate for younger children, for example by simplifying the language, adding child-friendly visuals/diagrams, 
8. Please refer to the assent forms as older and younger child forms as these can be given to children based on their capacity.
9. Please substantially shorten the Participant Information Sheet. Remove repetitive or non-essential content to reduce the PIS to a concise length, focusing only on relevant information.
10. Please ensure the PIS is uses consistent and clear terminology. Currently GP, usual doctor, study doctor are used throughout.
11. Please remove or correct any inaccurate information in the PIS. For example, delete the statement suggesting a participant’s ethnicity is “sensitive personal information under data protection law,” as this is not applicable under New Zealand law.
12. Please clarify that the contact details provided are for Māori cultural support not Māori health support
13. Please remove any statements in participant or child assent forms that promise a refusal to participate will not upset others as this is not within the researchers control.

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 Kate O’Connor, Dr Sharon Kletchko.


General business

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


	Meeting date:
	7 July 2026

	Zoom details:
	To be determined



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.

The meeting closed at 4:30pm.
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