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	Committee:
	NTA Health and Disability Ethics Committee

	Meeting date:
	17 March 2026

	Zoom details:
	812 7953 3520



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Kate Parker 
	Non-lay (Observational studies) 
	09/06/2025 
	08/06/2029 
	Present 

	Dr Andrea Forde
	Non-lay (Intervention studies) 
	09/06/2025
	08/06/2030
	Present

	Ms Catherine Garvey 
	Lay (the Law) (Chair)
	09/06/2025
	08/06/2030
	Present 

	Dr Malisa Mulholland
	Non-lay  
	09/06/2025 
	09/06/2028
	Apologies

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	15/09/2025
	14/09/2030
	Present

	Dr Katrina Gibson 
	Non-lay 
	09/06/2025
	08/06/2029
	Present

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

	Dr Filma Anne Phillips
	Lay
	15/09/2025
	14/09/2028
	Present

	Mrs Sophie Woodger
	Non-Lay
	15/09/2025 
	14/09/2028 
	Apologies


Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Mrs Sophie Woodger, Dr Malisa Mulholland and Dr Catriona McBean.  

The Chair invited a Committee Member to give the opening karakia.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 17 February 2026 were confirmed.










New applications 


	1  
	Ethics ref:  
	2026 EXP 24901

	 
	Title: 
	The Asia-Pacific Mitral & Tricuspid Valve-in-Valve/Valve-in-Ring Registry (AP ViV Registry)

	 
	Principal Investigator: 
	Dr Faeez Mohamad Ali

	 
	Sponsor: 
	National Heart Centre Singapore

	 
	05 March 2026: 
	05 March 2026



Dr Faeez Mohamad Ali, Simi (unknown surname), Melissa (unknown surname) and Ms Deborah Yip 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 sought clarification on the recruitment process for participants who have undergone a valve‑in‑valve procedure, specifically whether there is a safeguard to ensure that Researchers do not inadvertently contact individuals who are deceased or otherwise should not be approached. The Researcher advised that they hold an updated list of patients and check each individual against that list before making contact. 
2. The Committee sought clarification regarding the origin of the peer reviewer. The Researcher clarified that the peer reviewer is from Waikato.
3. The Committee noted that the Māori consultation letter encouraged the Research Team to actively recruit equal numbers of Māori and non‑Māori participants. The Committee sought clarification on whether the Researcher had considered this suggestion and how they intended to implement it. The Researcher advised that for prospectively consented participants, they will deliberately seek the recruitment of Māori participants. 


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 sought clarification regarding the study’s stated data‑collection period extending to 2035. The Committee noted that this timeframe relates to the long‑term follow‑up data and asked the Researcher to specify the intended recruitment period for participants. Please update the protocol. 
5. The Committee requested the Researchers please ensure consistency across all study documentation regarding the expected duration of the registry (2045 vs 2050). 
6. The Committee requested that the Researcher review the Data Management Plan (DMP) and remove any references to non-consenting participants taking part in the study. Please also remove references to participants under the age of 16 and consider strengthening the governance section of the Data Management Plan (DMP).

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

7. The Committee requested that the Researcher ensure that any data collected during the follow‑up period is limited strictly to information relevant to the approved study purposes. Please clearly specify the exact data points being collected during follow‑up so that participants are fully informed about what they are consenting to.
8. Please remove references to participants being excluded for safety reasons, noting that this is not applicable for this data collection study. 
9. Please remove the statement in the optional consent form that reads: “I confirm that I have read, understand and consent to the HNZ data protection policy” as participants will have not done this. 
10. Please be clear and explicit in all study documentation about what happens to participants’ information after the data collection period ends in 2035.
11. Please replace the reference to “CEN HDEC” with the correct approving HDEC Committee, “NTA”.


Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).











	2  
	Ethics ref:  
	2026 EXP 24766

	 
	Title: 
	Evaluation of AI-Enabled Diabetic Retinopathy Screening

	 
	Principal Investigator: 
	Dr Cheng Kai Jin

	 
	Sponsor: 
	N/A

	 
	05 March 2026: 
	05 MARCH 2026



Dr Cheng Kai Jin and Mr Alex Brebner 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 Coordinating Investigator (CI) is a member of another HDEC committee and is also a member of NAIAEAG. The Committee further noted that the CI works for Te Whatu Ora in AI policy. These matters were recorded in the minutes for transparency and were considered as part of the application review.
2. The Committee requested clarification on whether the Researcher is seeking ethical approval for both components of the study (Part 1 and Part 2). The Researcher confirmed that they are seeking ethical approval for both Part 1 and Part 2 of the study.
3. The Committee noted that the HRC peer‑review documents referenced a different (greater) number of sites and participants from what has been submitted in the current application. The Committee sought clarification on whether the study design has changed, and if so, whether this affects the application previously submitted to the HRC or alters the study’s intended outcomes and objectives. The Researcher explained that the changes stem from practical considerations related to data extraction. Auckland and Waitematā share the same data infrastructure, allowing for easier and more reliable data extraction. The Researcher advised that this modification is not expected to affect the study objectives.
4. The Committee asked how long it typically takes a human screener to review diabetic retinopathy images per patient, and the Researcher explained that the screening process is multi‑step, involving several human reviewers, with the full workflow taking approximately 2–3 weeks to complete. The Committee also asked for information on annual screening volumes, and the Researcher advised that in the Northern Region approximately 50,000 screenings were completed in 2024–2025.
5. The Committee requested clarification on whether human graders would re‑review images. The Researcher clarified that re‑review would occur only in cases where there is a discordance between the AI output and the initial human review (potentially expected for 25% of cases). The Researcher further clarified that some of the individuals who will undertake the re‑review of discordant images have already been identified, while others still need to be recruited.
6. The Committee asked the Researcher to clarify the process used to decide which AI tools would be included for comparison. The Researcher explained that the selected tools were chosen because they are the most likely to generalise to the New Zealand population. One was developed in New Zealand and the other comparison tool is widely used in Singapore and there is an established relationship through one of the University staff involved in the study.
7. The Committee asked the Researcher to clarify how any potential commercial interest related to possible future adoption by Te Whatu Ora would be managed. The Researcher explained that the selected tools were chosen because they are the most reputable and applicable to the New Zealand population. The Researcher also noted that no procurement process has occurred at this stage, and that procurement would be undertaken separately at a later point if required.
8. The Committee asked whether deep learning would be used within the AI component of the study. The Researcher explained that deep learning is used during the initial training process; however, any further improvement of the model would require access to updated data sources.
9. The Committee noted that the submission states images will be deleted from the AI software after grading. The Researcher clarified that vendor agreements, driven by commercial interests, restrict the use of the data and prohibit any secondary use, ensuring images are not retained beyond the grading process.
10. The Committee asked what processes the Researcher has in place to ensure vendors destroy images in accordance with the agreement. The Researcher explained that this depends on the data‑transfer method used: if an API is used, it will operate in a way that prevents any data retention, and secure transfer via the Te Whatu Ora platform provides similar protections. In other circumstances, the Researcher noted they are reliant on the vendor upholding the terms of the agreement.
11. The Committee discussed whether validation of the AI tool could result in commercial gain for the vendor. The Researcher advised that this is unlikely, noting that the company cannot use the study data to improve their product, does not have ongoing access to the data, and has no influence over whether the study results—positive or negative—will be published.

Summary of outstanding ethical issues

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

12. The Committee asked that, when resubmitting to HDEC, the Researcher provide the anonymised HRC funding peer‑review comments and the NAIAEG review if possible. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.25.
13. The Committee noted that consultation is described in the protocol as involving a broad group of stakeholders, including ongoing engagement with Māori and Pacific health leaders. The Committee requested further detail on who has been consulted and the scope and depth of that engagement. The Committee further requested evidence of consumer consultation or evidence otherwise relevant to consumer perspectives on the use of health data (to the extent required in this research) for the purpose of AI development. The researcher referred to existing consultation and agreed to provide this.  The Committee emphasised that this information is particularly important when an application requests a broad waiver of consent. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.47.
14. The Committee referred to reference in the submission that a Poster will be placed at the study sites to inform the public about the ongoing research. If posters will be used, please submit them to HDEC for review. 
15. The Committee noted that Part 2 of the study lacked relevant detail regarding recruitment, informed consent and data collection and management. The Protocol requires revision in respect of Part 2 including: (a) how the 15 stakeholders will be recruited, including any recruitment material used and outlining how potential participants will be identified (b) an explanation of any relationship between Part 1 and Part 2 participation. The stakeholders will be informed about Phase 1 findings to answer research questions on the AI tool’s potential use and implementation. Please outline how participants in part 2 will receive information about Part 1, and any preparatory time required of them for the study before the interviews. (c) Please clarify who will conduct the interviews and (d) Please advise how the interviews will be conducted (eg face to face, by audio visual link) and where; how long you expect they will take; and outlined of topics; whether the interviews will be recorded and how those recordings will be managed. This includes transcribing of audio recordings, access by participants to transcripts, and how audio (if relevant) is deleted or stored. Please update the study protocol with this information. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8.
16. Part 2 requires a PIS and CF for participants to be prepared and submitted for HDEC review.
17. Please ensure that the DMP incorporates data collected from participants in the Part 2 interviews. 

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:  
	2026 EXP 23638

	 
	Title: 
	LEARN: Learning Environment for Artificial Intelligence in Radiotherapy New technology

	 
	Principal Investigator: 
	Dr Peter Kerstens

	 
	Sponsor: 
	University of Sydney

	 
	05 March 2026: 
	05 MARCH 2026



Dr Suzanne Lydiard 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.

Dr Katrina Gibson declared that she had previously worked with the Coordinating Investigator. The Committee considered this and determined that it did not constitute a conflict of interest and agreed that Dr Katrina Gibson could participate in the review.


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 Researcher confirmed the study is already active in Australia across multiple sites that are currently recruiting participants.
2. The Committee noted that at the Tauranga site the current focus appears to be on recruiting participants with prostate cancer. The Researcher clarified that while prostate cancer is presently the focus at Tauranga, as the LEARN study is not limited to prostate cancer it is possible they might recruit participants with other cancer types. Prostate was chosen because of access to ultrasound at the site which is beneficial for study purposes.
3. The Committee asked how many participants are expected to be recruited at the Tauranga site. The Researcher advised that they are aiming to recruit a target of 30 participants. The Committee further asked how many of these participants are expected to be recruited prospectively, given the Protocol also allows for the use of data from participants who have already been recruited (subject to a waiver). The Researcher clarified that prostate cancer represents a large local cohort at the Tauranga site, and while they had anticipated also using retrospective data in accordance with the protocol, they believe that prospectively recruiting 30 participants would be achievable and will be discussed with the Sponsor. 
4. The Committee asked whether there would be any commercial gain for the New Zealand–based research team arising from participation in this study. The Researcher clarified that there would be no commercial gain for the New Zealand team. The Researcher further noted that if the technology were to be adopted clinically in the future, the site would still be required to purchase the intellectual property. 


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 asked the Researcher to consider recruiting and consenting all participants prospectively.  Given that prospective recruitment appears able to meet recruitment targets at Tauranga and there is no direct benefit to New Zealand participants whose retrospective data would be used. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.47. Please note that this application was provisionally approved for prospective participants only (not retrospective data collection).  
6. Further to this, the Committee noted that the application includes a broad mandatory requirement that participants’ data be used for future unspecified research including in registries, databanks, or similar platforms and without limitation on the purpose of use. The Committee does not consider the extensive future use of data collected in reliance on a waiver to be appropriate. For consenting participants the Committee also requested discussion with the Sponsor with a view to making future unspecified use of data an optional part of study participation.
7. The Committee requested that the Researcher collect ethnicity data for all New Zealand participants and undertake a sub‑analysis in accordance with National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.20. This can be performed locally. 
8. The Committee requested that if the site intends to follow any procedures involving radiation therapists completing questionnaires, the Researcher must submit an amendment to HDEC detailing these procedures. Please include questionnaires themselves in the submission. This must be reviewed by HDEC before implementation. 
9. The Committee requested that the Researcher amend applicable study documents to specify a finite and clearly defined retention period for the study data, consistent with the requirements of National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13. This should not be ‘indefinite’. 
10. Please update the Data Management Plan (DMP) to include further detail about data governance, specifically outlining the procedures and policies that will apply to data handling. Please correct any template errors and ensure that legislative and regulatory references include New Zealand legislation.  

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

11. Please specify what will happen to participants’ de‑identified data if they agree to its use for future unspecified research. In particular, the Committee asked the Researcher to state whether de‑identified data will be made available in public registries, databanks, or other external repositories. 
12. Please provide information on the total number of participants who will be recruited within New Zealand and the total number expected to be recruited internationally across all participating sites.
13. Please provide a clear lay description of the study initiative, written in plain language that can be understood by members of the public without technical expertise. The Committee felt the current wording was too complex. 
14. Please be clear there is no direct benefit to participants taking part in the study and that participation will not influence or alter their clinical treatment in any way
15. Please review the HDEC PISCF template to ensure that the compensation section is relevant and accurate for a New Zealand context. 
16. Given the investigator’s clarification that the optional imaging substudy will not be done in New Zealand please remove any reference to whole‑body imaging or other procedures not applicable in the New Zealand context. 
17. Please specify whether the study is applicable only to people with prostate cancer or whether it will also include participants with cancers of other anatomical sites. 
18. Please remove and replace any reference to New South Wales legislation, as this is not applicable in the New Zealand context. 


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 Kate Parker and Ms Catherine Garvey. 



















	4  
	Ethics ref:  
	2026 EXP 24948

	 
	Title: 
	WO46069: A two-part, seamless, multicenter, randomized, open-label, adaptive phase II/III study of the blood-brain barrier penetrant RO7771950 versus tucatinib, both in combination with trastuzumab and capecitabine, in patients with pretreated unresectable locally advanced or metastatic HER2-positive breast cancer, with or without central nervous system metastases.

	 
	Principal Investigator: 
	Dr Sheridan Wilson

	 
	Sponsor: 
	Roche Products (New Zealand) Limited

	 
	05 March 2026: 
	05 MARCH 2026



Dr Sheridan Wilson and Nel Peiris were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee asked whether the New Zealand site would be undertaking both Stage 1 and Stage 2 of the study. The Researcher clarified that the New Zealand site will be completing both stages.
1. The Committee asked whether participants who took part in the pilot study would be transferred into this study, or whether all participants would be newly recruited. The Researcher clarified that all participants will be newly recruited for this study, and that pilot study participants will remain within the pilot study and will not be transferred.
1. The Committee sought clarification on whether study participants who are experiencing clinical benefit from the intervention would have continued access to the study intervention after the formal conclusion of the study. The Researcher confirmed that participants will have continued access beyond study completion. Please add this information to the participant information sheet (PIS). 
1. The Committee asked whether they anticipate any specific mental health adverse events, given the use of mental health questionnaires. The Researcher advised that there is no specific expectation of such events, and that the pressures/risks associated with the study are no more than standard of care. The Researcher clarified that participants will be informed that the additional mental health‑related questions included in the study assessments are not due to any anticipated increased mental health risk associated with the study drug.
1. The Committee sought clarification regarding the koha and other reimbursements offered to participants. The Researcher confirmed that food is provided during treatment visits, and that this applies particularly to longer visits. The Researcher further clarified that transport reimbursement is being offered as this is considered standard of care. For participants required to stay away from home, accommodation and flights will also be reimbursed. 
1. The Committee asked how the exclusion of participants with hepatitis would operate given that no mandatory hepatitis testing is included in the study procedures, although the protocol advises that participants with known hepatitis should be excluded. The Researcher clarified that hepatitis testing is conducted as part of standard of care (SOC), and therefore the study does not need to include additional testing.

Summary of outstanding ethical issues

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

1. The Committee requested that the Researcher has a valid indemnity certificate for the Coordinating Investigator (CI). Please provide this to HDEC. 
1. Please ensure the Sponsor is aware that the study cannot be stopped for commercial reasons in New Zealand and may only be stopped where participant safety requires it. Per the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 11.37. 

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

Please specify the number of participants who will be enrolled in New Zealand
1. Please provide clearer detail on the expected duration of individual study visits. The Committee felt that the currently stated range of 1–7 hours is too broad and does not give participants sufficient clarity about what to expect
1. Please accurately describe the imaging schedule. The Committee noted that the current wording states that PET/MRI/CT scans will be performed every 6 weeks, which may imply a fixed requirement for all modalities. The Committee requested that the Researcher amend the wording to indicate that scans will be performed only as clinically or study‑necessitated, and that the specific modality used will depend on what is required at that time. 
1. Please provide clearer guidance on the dietary requirements for participants. The Committee noted that the current statement—that participants should consume a diet “high in fibre and fat”—is insufficiently specific and does not give participants a practical understanding of what foods they should or should not consume. 
1. Please replace references to the FDA and EMA with reference to Medsafe and/or add reference to MedSafe
1. Please consider revising the wording with reference to the “final dose”. The Committee noted that this phrasing may incorrectly imply that all participants will stop treatment at a defined point, whereas the protocol allows participants to continue receiving the intervention beyond the formal study period if they are responding well. Please consider removing any stated expectations or estimates of treatment timeframes, noting that treatment duration will depend on each participant’s individual burden of disease at study entry and their response to the study drug. 
1. Please adjust the phrasing regarding pregnancy reporting. The Committee asked that the wording “you must tell the study doctor” be adjusted to “please tell the study doctor”. 
1. Please simplify the optional PIS for the blood sample and lumbar puncture. As these optional procedures apply only to participants who are receiving the study drug, the PIS does not need to restate that the blood sample will be taken only if the participant is on the study drug. Please consider including a clear statement outlining the potential risk that, if a participant’s cancer has spread to the central nervous system (CNS), a lumbar puncture could theoretically lead to tumour cell seeding.
1. The Committee suggested that, where available, the International Non‑proprietary Name (INN) for the study drug be used in the PIS to enhance readability for participants. 
1. Please explain where the safety data for this study originates (prior phase I study), noting the absence of non‑primate studies and reproductive toxicity data. Please clarify what is not yet known about the investigational treatment vs what is known about the comparator standard of care internationally.
1. If the manufacture or development of the investigational medicine, or of the comparator medicine involves the use of a human embryo‑derived cell line, please specify this to ensure transparency for participants. 
1. Please clearly explain that archival tissue samples collected as part of standard of care may be returned to participants on request, while study‑specific tissue samples cannot be returned.
1. Please ensure consistency in the description of what happens to tissue samples, particularly regarding whether samples are destroyed or otherwise disposed of.
1. Please advise as to whether any other treatment options may be available if the participant needs to stop their participation in the study. It can be noted that there may not be further treatment options for some participants. 
1. Please ensure the koha and other reimbursements offered to participants is clearly stated. 

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).

	5 
	Ethics ref:  
	2026 EXP 25019

	 
	Title: 
	PRA-216-101: A Phase 1 Randomized, Double-Blind, Placebo-Controlled, Single Ascending and Multiple Ascending Dose Study Investigating PRA-216 in Healthy Volunteers Followed by a Phase 2a Randomized, Double-Blind, Placebo-Controlled Study in Participants with Mild-to-Moderate Asthma

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Prana Therapies Australia Pty Ltd

	 
	05 March 2026: 
	05 MARCH 2026



Dr Paul Hamilton, Charlene Both and Crawford (unknown surname) were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee asked whether the PCRN had previously worked with the study sponsor and, if not, whether any due diligence processes were undertaken to assess the sponsor. The Researcher clarified that they believe the sponsor is new and that the research team have not previously worked with them. The Researcher further confirmed that the PCRN has its own due diligence checks in place as part of feasibility assessments for any new study.
1. The Committee asked for clarification on the number of sites participating in the study and whether participant reimbursement would be consistent across sites. The Researcher clarified that there are three PCRN sites involved in the study and that reimbursement will be consistent for individual participants across all sites. 

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 asked for clarification on the status of the ongoing Phase I study in Australia, specifically how many participants have been enrolled to date and what clinical rationale underpins the proposed sample size for the Phase 2a study.
1. The Committee requested that the Researcher review the Data Management Plan (DMP) and consider removing the statement that “data sharing cannot occur unless it is explicitly directed to by the sponsor,” as this wording is not appropriate in the New Zealand context. The Committee noted that certain circumstances—such as reporting notifiable diseases—require data disclosure regardless of sponsor direction. 
1. The Committee requested clarification of the submission’s reference to disability considerations being addressed through “conservative eligibility,” noting that the meaning of this wording was unclear. The Committee understood there will be accessibility considerations in place. Please ensure it’s clear how disability issues may exclude people from participating in the study. 
1. The Committee noted that the study requires approximately 45 weeks of participant involvement, which represents a significant time commitment. The Committee suggested that study participation is accompanied by any recognition of participants’ time (e.g stipend) in addition to travel reimbursement. 
1. The Committee requested that the Researcher remove any reference to data being stored “indefinitely,” per the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13. 

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

1. If the manufacturing of the investigational product involves the use of a human embryo‑derived cell line, please specify this to ensure transparency for participants. 
1. Please clarify that participants may receive vaccinations in some instances i.e. during a public health emergency e.g., measles or seasonally recommended vaccines for people with respiratory disease eg. influenza or COVID‑19 vaccination. The Committee emphasised that participants must not be unfairly disadvantaged because they are participating in the study. 
1. Please ensure that all notifiable diseases are clearly covered, noting that hepatitis B (HBV) and hepatitis C (HCV) are also notifiable in New Zealand and this requirement must be reflected accordingly.
1. Please replace the term “side effects” with “adverse events” to ensure alignment with standard clinical research terminology.
1. Please clarify which pre‑existing infections would result in a participant being excluded from the trial, to ensure transparency.
1. Please clarify contraceptive expectations, including that a pregnant person must consent to follow‑up, that any restrictions relating to egg donation are clearly described, that appropriate contraceptive methods are specified (noting that individuals who cannot become pregnant, such as those who have had a hysterectomy, should not be required to use a second method of contraception), and that the required timeframes for contraceptive use before, during, and after the study are included. 
1. Please remove the reference to Medicines New Zealand from the study documentation if the sponsor is not a member of that organisation and revise the compensation section accordingly (refer to HDEC template).
1. The Committee noted that the submission states there are no benefits to participants, and the Researcher advised that it would be inappropriate to anticipate substantial or long‑term benefits. The Committee suggested that the Researcher consider rewording this section to state that potential benefits are unknown at this stage. 
Please clarify the “withdrawal from study” section to ensure it clearly explains how participants may withdraw from the study, including that they can do so by contacting the Researcher or study team.
1. Where it states that “there are other criteria you must meet to be eligible for study participation,” please ensure it explains that these additional criteria will be assessed and discussed with participants during the screening visit.
1. Please consider adding the exclusion criterion from the HDEC submission form, specifically: “any skin condition and/or tattoo that may interfere with the evaluation of safety at the injection site”.
Please populate the “estimate of time at the visit (hours)” in the schedule of events table to ensure participants have clear expectations about the time required for each study visit. 
1. Where it states that screening may take up to four weeks, please ensure that participants understand what this means in practice — for example, that they may only need to attend a site visit once during this period. 

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 Catherine Garvey, Dr Andrea Forde and Mr Jonathan Darby. 













	6  
	Ethics ref:  
	2026 EXP 25208 

	 
	Title: 
	AVS Pulse Intravascular Lithotripsy (Pulse IVL) to Open Vessels with Calcific Walls and Enhance Vascular Compliance and Remodeling for Coronary Artery Disease A First-in-Human (FIH) Study

	 
	Principal Investigator: 
	Dr Jithendra Somaratne

	 
	Sponsor: 
	Amplitude Vascular Systems (AVS

	 
	05 March 2026: 
	05 MARCH 2026



Dr Jithendra Somaratne and Charissa Miller present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee asked whether the study had begun recruiting participants in Australia and whether any up‑to‑date enrolment figures were available. The Researcher clarified that no participants have been recruited to date; although ethical approval has been granted in Australia, the study is not yet active at any sites. 
1. The Committee asked the Researcher to outline the recruitment process. The Researcher explained that angiography results would need to be available to assess whether a patient meets the study eligibility criteria. Accordingly, participants will receive the Participant Information Sheet (PIS) in advance of the stenting procedure, allowing adequate time for participants to review the material before any procedure takes place. 
1. The Committee asked who would be performing the procedure using the new device. The Researcher clarified that the Coordinating Investigator (CI) will perform the procedures initially, after which sub‑investigators may also undertake the procedure. All clinicians involved will receive hands‑on, on‑site training from the sponsor, and the sponsor’s technical team will be present for the first few procedures.
1. The Committee asked whether the use of the new device would add time to the standard‑of‑care procedure. The Researcher clarified that they are not aware of anything about the new device itself that would lengthen the procedure. However, if the device is not successful, it would need to be removed and an alternative method of fracturing calcium would be used, and this scenario would result in a longer procedure. The Researcher noted they sometimes use multiple methods within standard-of-care procedure when necessary. 
1. The Committee asked whether participation in the study would advance a patient on the waitlist. The Researcher clarified that it would not.
1. The Committee asked whether the sponsor would cover any additional nursing time or extra theatre time that might be required for the procedure. The Researcher clarified that the sponsor will not be covering these costs, as no additional support beyond standard practice is expected to be needed. 
1. The Committee asked about the risks to a pregnancy associated with the investigational device. The Researcher clarified that minimising radiation exposure in pregnant people is an important consideration and therefore pregnant people are excluded from study participation as standard of care rather than because of any risks from the device. 

Summary of outstanding ethical issues

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

1. The Committee requested that the Researcher provide a peer review from an appropriately qualified New Zealand peer reviewer, noting that the current peer review is largely a description of the study.  A peer review with substantive critique is required in accordance with the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.25.
1. The Committee requested that the Researchers please clarify the data‑storage timeframe across documentation, noting that data must not be stored for longer than is necessary per the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13.

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

Please clearly state that a member of the sponsor’s team may be present in the theatre during the procedure for technical support. 
Please ensure the risk of death is clearly highlighted. While this risk is currently included as a rare complication of the procedure, the Committee considered that it is not sufficiently emphasised given that this is a first‑in‑human study of a new device. The Committee suggested adding appropriate wording under the device‑associated risks section. Consider stating that risks are unknown.
Please present the eligibility criteria as a table or appendix, to aid transparency and ease of understanding for participants.
Please update the procedures section to clarify what is meant by the statement that “a doctor will treat you as per hospital standard of care.” The Committee asked that a brief explanation be added to help participants understand whether this means i.e. they would undergo a procedure during that visit or may be asked to return later. 
Please include a brief explanation of what the EQ‑5D‑5L questionnaire is, to ensure participants understand that it is a standardised tool used to measure health‑related quality of life.
Please clarify that participants will not receive reimbursement for their time, and to explain the rationale for this. Please ensure participants do not need to provide receipts to be reimbursed for travel costs. 
Please add information about the animal models used in pre‑clinical testing of the device. This should specify the animal species and the number of animals the device has been trialled on, to provide participants with a clear understanding of the extent of prior testing before this first‑in‑human study.
Please consider whether double contraception is required for this study and, if so, to clarify the rationale for this requirement for an investigational device. Please clarify any risk to sexual partners.
Please consider removing the statement regarding the disclosure of abnormal clinical findings “unless contrary to the participant’s best interests.” The Committee noted that if a participant cannot be advised of significant concerns, this would indicate they were not competent to provide informed consent in the first place.
Please remove the reference to an “unborn baby” and instead use “pregnancy/foetus”.
Please rephrase the wording around pregnancy “you must tell the study doctor” to “please tell the study doctor”. 

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).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Andrea Forde. 
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	Ethics ref:  
	2026 EXP 25304

	 
	Title: 
	Effectiveness of auditory training after grommet insertion in improving auditory processing skills: a prospective randomised trial

	 
	Principal Investigator: 
	Dr Michelle Pokorny

	 
	Sponsor: 
	N/A

	 
	05 March 2026: 
	05 MARCH 2026



Dr Michelle Pokorny, Angela Alexander and Rochelle Stansfield were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee asked whether the study includes any children who have undergone grommet surgery. The Researcher clarified that this is correct
1. The Committee asked whether the auditory training programme had already been validated for use. The Researcher clarified that while the programme is currently being used in clinical practice, it has not yet produced results from a formal clinical study. 
1. The Committee asked what external cultural consultation had been undertaken and how feedback from local participants would be sought. The Researcher clarified that the speaker used for the dialect in the auditory training programme is from Māori television and film, and that appropriate adaptations—such as correct use of macrons—have been incorporated. The Researcher also noted that the team has access to individuals in the audiology sector who work with Māori, and that they will be working with schools and directors of curriculum to support appropriate local input.
1. The Committee asked whether only petrol vouchers would be provided and whether any koha would be offered to participants. The Researcher clarified that only petrol vouchers will be used, and that no koha will be provided, in order to keep the approach standardised across all participants.
1. The Committee asked whether the Researcher planned to translate study materials into te reo Māori in addition to Samoan and Tongan. The Researcher clarified that Samoan and Tongan have been prioritised because they represent the largest language barriers in the study area, and that this decision reflects the Researcher’s knowledge of the local population. 
1. The Committee asked who would hold ownership of the New Zealand version of the auditory training programme at the end of the study, the nature of the study team’s link to APD.com, and whether APD.com might benefit from the study through future paid‑access resources. The Researcher clarified that one of the co-investigators will retain the intellectual property for the study, that they are directly linked to APD.com but the study sponsor is Counties Manukau Health New Zealand, and that the auditory training programme may in future be added to APD.com’s online resources on a paid‑access basis for children if the study is successful. The Committee requested that the Researcher remove from the investigator team any individual who owns the intellectual property (IP) associated with the study materials or who has any commercial interest in the project. Individuals with a direct commercial stake should not be involved as investigators to ensure the research remains independent and ethically robust. The Research team agreed to this. 


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 the Researchers consider providing ongoing access to the auditory training programme for all participants if the intervention is shown to be helpful, after the end of the study. 
1. The Committee requested that the Researcher submit the form that the research assistant will complete post‑session to HDEC for review. Otherwise this can be submitted via a study amendment, prior to implementation of the form. 

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

Please update the teacher PIS/CF to clearly explain at the beginning of the document that participation will involve completing two questionnaires.
1. Please update the teacher PIS/CF to clarify under what circumstances a DIBELS test may be performed by the research assistant — for example, when the test has not already been completed. 
Please clarify in the teacher PIS/CF that declining to take part in the study means the teacher will not complete the questionnaires, but the research team will still collect data from the child participating in the intervention.
Please consider whether the reference to ACC in the event that “something goes wrong” section is applicable for teachers, and, if not, to remove it from the teacher PIS/CF.
Please update the teacher PIS/CF to state that the data collected will be kept secure and de‑identified
Please provide a PIS suitable for children younger than 8 years old, to ensure age‑appropriate understanding of the study. 
Please simplify the assent wording in the assent form, noting that the current language is still quite formal and may feel pressurising for children.
1. Please ensure it’s clear in the assent form that participation is entirely voluntary, and that even if a parent or caregiver wants the child to take part, the child can still choose not to participate without having to provide any reason.
1. Please make it clear that if the child does not want to take part that they are advised not to sign the form.
1. Please update the assent form to include a clear example of what would happen if a participant felt embarrassed to leave the classroom during the study session.
1. Please amend the assent form to ensure the wording about declining participation is neutral . Simply state that participants may refuse to take part or stop participating at any time and that there will be no implications or consequences for choosing not to participate.
1. Please consider adding additional images to the assent form to support participant understanding. Suggestions from the Committee are pictures of the clinic room and, if appropriate, an image of the home screen of the training programme.
1. Please consider clarifying in the assent form whether participants will be required to use headsets as part of the study. Please specify the type of headset to be used (e.g., over‑ear or in‑ear). 
1. Please clarify in the assent form whether a teacher‑helper or another appropriate support person may be present during the session. Please briefly explain the reason for this. 
1. Please ensure the information provided to the school clearly states what teachers are expected to do as part of the study and ensure it’s clear that the school will need to complete the consent form. 
1. Please use consistent terminology across PIS and CFs, ensuring that references to the assessment tool are standardised (e.g., consistently using DIBELs or phonics check). Terminology in the information section should match that of the consent form. 
1. Please ensure it is transparent across documents that APD developed the training program. 

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).

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Katrina Gibson and Dr Anne Phillips. 
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	Ethics ref:  
	2026 EXP 24989

	 
	Title: 
	A Phase 2, Multicenter, Open-Label Study to Evaluate the Safety and Efficacy of JADE101 in Participants with Immunoglobulin A Nephropathy

	 
	Principal Investigator: 
	Dr Nick Cross

	 
	Sponsor: 
	Jade Biosciences, Inc.

	 
	05 March 2026: 
	05 MARCH 2026



Dr Nick Cross, Samantha Nie, Julia O’Sullivan and Kayla Malate were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee asked the Researcher to clarify the recruitment process. The Researcher explained that the Coordinating Investigator (CI) will identify and speak with potential participants in his capacity as their doctor, to determine whether they are interested in hearing more about the study. If participants express interest, they will then be referred to the research team at NZCR, who will undertake the formal recruitment process. The Researcher also noted that some direct advertising may be used which will be submitted to HDEC as an amendment. 
1. The Committee asked about ongoing access to the treatment for participants if it proves effective. The Researcher clarified that this will be determined by the sponsor, and that the sponsor has indicated they will provide access should the treatment be shown to be effective.
1. The Committee asked whether Māori consultation results had been received. The Researcher clarified that these results had not yet been received but will be received prior to screening participants.
1. The Committee asked whether a six‑monthly meeting schedule for the Safety Monitoring Committee would provide sufficient oversight. The Researcher clarified that while routine meetings are scheduled every six months, the Safety Monitoring Committee will meet ad hoc if any serious adverse events occur and will bring the meeting forward as needed. 

Summary of outstanding ethical issues

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

1. The Committee requested that the Researcher consider rephrasing the statement that the treatment “weakens the immune system” across documentation, as this wording is overly broad. The Committee suggest using something more specific and accurate. 

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

1. Please specify which cell line is involved in the manufacturing of the investigational product. If it involves the use of a human embryo derived cell line, please specify this to ensure transparency for participants. 
1. Please consider replacing all references to US law with the appropriate New Zealand legal references as US Federal law has no legal effect in New Zealand .and such a reference may confuse participants 
1. Please replace references to “risks to the foetus” with “risks to pregnancy”, noting that this wording is more accurate. 
1. Please update the mental health–related exclusion criterion to clarify that this applies where a person’s mental health condition would make it difficult for them to safely comply with the study protocol.

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).

















General business

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

	Meeting date:
	21 April 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.

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business

The Chair invited a Committee member to give the closing karakia.

The meeting closed at 15:15. 

	HDEC Minutes – NTA Health and Disability Ethics Committee – 17 March 2026
	Page 1 of 3


[image: ]



	HDEC Minutes –NTA Health and Disability Ethics Committee – 17 March 2026
	Page 2 of 3


[image: ]
image1.png
Time
10:00am-10:15am
10:15am-10:45am

10:45am-11:15am

11:15am-11:45am

11:45am-12:15pm

12:45pm-1:15pm

1:15pm-1:45pm

1:45pm-2:15pm

2:15pm-2:45pm

2:45pm-3:15pm

Review Reference

2026 EXP 24901

2026 EXP 24766

2026 EXP 23638

2026 FULL 24948

2026 FULL 25019

2026 FULL 25208

2026 FULL 25304

2026 FULL 24989

Project Title
Secretariat Update
Committee Welcome

Asia Pacific VIV Registry
(NZ)

Evaluation of AI-Enabled
Diabetic Retinopathy Screening

Dr Faecez Mohamad Ali

Dr Cheng Kai Jin

LEARN Dr Peter Kerstens

Break (30 mins)

WO046069: A study to
compare the safety and
effectiveness of RO7771950
plus chemotherapy vs tucatinib
plus chemotherapy in people
with locally advanced or
metastatic HER2-positive
breast cancer.

Dr Sheridan Wilson

PRA-216-101: A Phase 2a
Study Investigating PRA-216
in Mild to Moderate Asthma
Participants

Dr Paul Hamilton

Pulse IVL Dr Jithendra Somaratne

Auditory processing skills after
grommet insertion REVISED

JADE101-02: Assessing
JADEI01 in Participants with
Immunoglobulin A
Nephropathy

Dr Michelle Pokorny

Dr Nick Cross

Coordinating Investigator

Lead Reviewers

Ms Catherine Garvey / Dr
Andrea Forde

Mr Jonathan Darby / Dr
Katrina Gibson

Ms Catherine Garvey / Dr
Kate Parker

Dr Anne Philips / Dr Kate
Parker

Mr Jonathan Darby / Dr
Andrea Forde

Ms Catherine Garvey / Mrs
Sophie Woodger

Dr Anne Philips / Dr Katrina
Gibson

Ms Catherine Garvey / Mrs
Sophie Woodger





image3.jpeg
Health and
Disability Ethics
‘ Committees




image2.png




