	
	                  Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	14 October 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:30am
	
	Committee Welcome
	
	

	10:30am-11:00am
	2025 FULL 19677
	Women’s Aneurysm Research: Repair Immediately or Routine Surveillance
	Dr Oliver Lyons
	Professor Edwina Pio / Dr Nicola Swain

	11:00am-11:30am
	2025 FULL 23997
	A Phase 0 Imaging Study to Assess the Feasibility, Biodistribution, and Dosimetry of a Carbonic Anhydrase IX (CAIX) Binder in Subjects with Metastatic Clear Cell Renal Cell Cancer (RCC).
	Radiologist Lead - Molecular Imaging and Therapy Stefan Gabrielson
	Dr Maree Kirk / Dr Geoff Noller

	11:30am-12:00pm
	2025 FULL 23109
	An Early Stage, Imaging Study to Assess the Feasibility, Biodistribution, and Dosimetry of a Trophoblast Cell Surface Antigen 2 (TROP2)
	Radiologist Lead - Molecular Imaging and Therapy Stefan Gabrielson
	Dr Maree Kirk / Dr Geoff Noller

	12:00pm-12:30pm
	
	Break (30 mins)
	
	

	12:30pm-1:00pm
	2025 FULL 23107
	TroFuse 032: Sac-TMT + Pembrolizumab before chemotherapy in early Triple-Negative Breast Cancer or Hormone Receptor-low Positive/Human Epidermal Growth Factor Receptor-2 Negative Breast Cancer
	Dr Abbey Wrigley
	Ms Neta Tomokino / Dr Matthew Moore

	1:00pm-1:30pm
	2025 FULL 24007
	GATEWAY: Safety of the MiniMed NMX8 AID System
	Professor Benjamin Wheeler
	Dr Cordelia Thomas / Dr Andrea Furuya

	1:30pm-2:00pm
	2025 FULL 24006
	PYC-001-CL-102: Safety of Single and Repeat Dose of PYC-001 Eye Injections in People with Autosomal Dominant Optic Atrophy (HDEC)
	A/Prof Andrea Vincent
	Ms Neta Tomokino / Dr Nicola Swain

	2:00pm-2:30pm
	2025 FULL 24076
	Bihormonal Bionic Pancreas with XRS-0104 Glucagon
	A/Prof Martin de Bock Martin de Bock
	Professor Edwina Pio / Dr Andrea Furuya

	2:30pm-3:00pm
	2025 FULL 23970
	A Study Evaluating the Safety, Tolerability, and Efficacy of AP02 in Participants with Idiopathic Pulmonary Fibrosis.
	Dr Michael Epton
	Dr Cordelia Thomas / Dr Matthew Moore


 


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

	Associate Prof Nicola Swain
	Non-lay Intervention/Observational studies)
	22/12/2021
	22/12/2024
	Present

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

	Ms Neta Tomokino
	Lay (Consumer/Community perspectives)
	15/09/2025 
	14/09/2029 
	Present

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

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

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

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

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

	[bookmark: _Hlk211334374]Dr Cordelia Thomas 
	Lay (the Law) 
	15/09/2025 
	14/09/2029 
	Present 

	[bookmark: _Hlk211334388]Dr Andrea Furuya
	Non-Lay
	03/03/2025
	02/03/2029
	Present




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

The Chair invited one of the members to start the meeting with a karakia.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Cordelia Thomas and Dr Andrea Furuya 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 09 September 2025 were confirmed.








New applications 


	[bookmark: _Hlk211326803]1  
	Ethics ref:  
	2025 FULL 19677

	 
	Title: 
	Women’s Aneurysm Research: Repair Immediately or Routine Surveillance, Trial and Registry; A randomised trial to assess the clinical effectiveness of early endovascular aneurysm repair in women with small abdominal aortic aneurysm.

	 
	Principal Investigator: 
	Dr Oliver Lyons

	 
	Sponsor: 
	Imperial College London

	 
	Clock Start Date: 
	02 October 2025



Dr Oliver Lyons was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The committee noted that the study has obtained some funding but is applying for further funding and queried whether sufficient funding is secure to carry out the research. The Researcher noted that they have sufficient funding for five years and are applying for additional funding to support the follow up phase of the study but note that they will be able to complete this even without additional funding.
2. The Committee queried the statement that the study is using kaupapa Māori methodology. The Researcher advised that they have a Hauora Māori Professor involved in the study but acknowledge that an international study will not be a true Kaupapa Māori study.
3. The Committee queried whether quality of life questionnaires can be reviewed in a timelier manner, ideally within a day. The Researcher noted that is the intention.
4. The Committee queried whether if data shows that an intervention should have been given if this would then be offered to the participants who had not received it. The Researcher noted that this would be a clinical decision rather than a researcher decision.

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 noted the interchangeable use of women and female and queried whether the intent is to include genetically female regardless of gender identification. The Researcher noted that they would need to clarify this with the Sponsor.
6. The Committee noted that contacting the GP around any concern regarding the provided responses to the quality-of-life questionnaires, should first involve a discussion with the participant.
7. The Committee queried what is in place for data governance of the registry. The Researcher advised that this is the same as for the trial. The Committee requested that a section describing the details be included in the protocol.
8. Please consider whether some questionnaires could be done over the phone during the follow up period to assist with questionnaire fatigue and participant retention.

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

9. The Committee noted that the PIS is quite long and recommended reviewing for any repetition that may be able to be removed. 
10. The Committee recommended having a lay person review for readability.
11. Please ensure terms such as randomisation and equal standard of care are explained in lay language.
12. Please remove the statement that further information will be provided about the registry, if there is not an intention to provide further documentation.
13. Please align the inclusion age, in one place it states 49 whilst 50 in another.
14. Please include information about what data will be collected from the participants’ medical records and included in the registry.
15. Please clarify whether participants will be covered by ACC or sponsor insurance in New Zealand.
16. Please ensure that the PIS contains all the information from the CF about future research, as the CF should not introduce any new information.
17. Please include advice that participants may have whanau support if desired. 

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:  
	2025 FULL 23997

	 
	Title: 
	A Phase 0 Imaging Study to Assess the Feasibility, Biodistribution, and Dosimetry of a Carbonic Anhydrase IX (CAIX) Binder in Subjects with Metastatic Clear Cell Renal Cell Cancer (RCC).

	 
	Principal Investigator: 
	Dr Stefan Gabrielson

	 
	Sponsor: 
	Bristol-Myers Squibb Australia Pty Ltd

	 
	Clock Start Date: 
	02 October 2025



Dr Stefan Gabrielson was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried how unwell participants will be. The Researcher noted that this will be on a spectrum, with some being quite well, although all will have incurable cancer.
2. For future reference please include information in the submission about the incidence in Māori and include information about Data Sovereignty when discussing Māori cultural issues.
3. The Committee queried how participants will be identified for the study, as the information provided indicates that patient records will be accessed. The Researcher advised that the first approach will be made by the clinician who will get consent from their patient for researchers to review their file and contact them about the study.
4. The Committee queried whether participants will be given the opportunity to consult with their whanau prior to consenting. The Researcher confirmed that they would.

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 further information about what consultation has occurred.
6. The Committee requested a more detailed peer review which explains why it the reviewer believes it meets each of the criteria and is more independent.
7. The Committee queried why samples would be kept for twenty years, noting that they should be disposed of unless there is a specific reason to keep them.
8. The Committee queried the justification for storing identifiable data for twenty-five years, unless there is a specific reason it should not be kept for this long, as this introduces risk.
9. The Committee noted that participants would not receive payment until the end of the study, and this would leave participants out of pocket and requested that the payment be paid on a pro-rata basis throughout the study.
10. The Committee requested that a lay summary be provided to participants at the end of the study.
11. The Committee noted that if the preference is to use the terminology ‘incurable cancer’, rather than ‘terminal’, please use this consistently across documentation.

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

12. [bookmark: _Hlk211948971]Please include a contact for Māori cultural support.
13. Please include advice that participants may have whanau support if desired.
14. Please use lay language in the risk section regarding radiation and provide further detail. 
15. Please provide further clarification around participants’ options with regards to making insurance claims if required.
16. Please make the distinction between coded data which can be withdrawn up to the point of anonymisation. 
17. Please remove references to teaspoons when talking about volumes of blood.
18. Please add a point on the CF about future research.
19. Please add that karakia will be available on tissue disposal.
20. Please amend the black box warning to say that this is the first time being used in humans, rather than the current wording which could be interpreted as it is the first time it is being used this way.
21. Please revise the wording around payments to clarify what participants can expect at each visit and what will be paid at the end.
22. Please amend the consent form to make it specific to this study.
23. Please rephrase the wording “binds to your cancer”.

Decision 

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

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

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














	3  
	Ethics ref:  
	2025 FULL 23109

	 
	Title: 
	A Phase 0 Imaging Study to Assess the Feasibility, Biodistribution, and Dosimetry of a Trophoblast Cell Surface Antigen 2 (TROP2) Binder in Metastatic Urothelial Cancer (UC), Hormone Receptor–Positive (HR+) and Human Epidermal Growth Factor Receptor 2–Negative (HER2–) Breast Cancer, Triple-Negative Breast Cancer (TNBC), and Non-Small-Cell Lung Cancer (NSCLC)

	 
	Principal Investigator: 
	Dr Stefan Gabrielson

	 
	Sponsor: 
	Bristol-Myers Squibb Australia Pty Ltd

	 
	Clock Start Date: 
	02 October 2025



Dr Stefan Gabrielson 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. For future reference please include information in the submission about the incidence in Māori and include information about Data Sovereignty when discussing Māori cultural issues.
2. The Committee queried how participants will be identified for the study, as the information provided indicates that patient records will be accessed. The Researcher advised that the first approach will be made by the clinician who will get consent from their patient for researchers to review their file and contact them about the study.
3. The Committee queried whether participants will be given the opportunity to consult with their whanau prior to consenting. The Researcher confirmed that they would.

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 and Tissue Management Plan specify the length of time tissue will be stored for.
5. The Committee requested further information about what consultation has occurred.
6. The Committee requested a more detailed peer review which explains why it the reviewer believes it meets each of the criteria and is more independent.
7. The Committee queried why samples would be kept for twenty years, noting that they should be disposed of unless there is a specific reason to keep them.
8. The Committee queried the justification for storing identifiable data for twenty-five years, unless there is a specific reason it should not be kept for this long, as this introduces risk.
9. The Committee noted that participants would not receive payment until the end of the study, and this would leave participants out of pocket and requested that the payment be paid on a pro-rata basis throughout the study.
10. The Committee requested that a lay summary be provided to participants at the end of the study.
11. The Committee noted that if the preference is to use the terminology ‘incurable cancer’, rather than ‘terminal’, please use this consistently across documentation.

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

12. Please reword the statement about the use of condoms, as currently it is quite wordy and not easy to understand.
13. Please provide more detail about the risks of micro-dosing radiation, including for partners.
14. Please remove the statement about paying for costs related to tests, as this should be covered under the health system.
15. Please amend the statement about how long radiation stays in the body, as it is currently inaccurate, and understates the length of time.
16. Please include a contact for Māori cultural support.
17. Please include advice that participants may have whanau support if desired.
18. Please use lay language in the risk section regarding radiation and provide further detail. 
19. Please provide further clarification around participants’ options with regards to making insurance claims if required.
20. Please make the distinction between coded data which can be withdrawn up to the point of anonymisation. 
21. Please remove references to teaspoons when talking about volumes of blood.
22. Please add a point on the CF about future research.
23. Please add that karakia will be available on tissue disposal.
24. Please amend the black box warning to say that this is the first time being used in humans, rather than the current wording which could be interpreted as it is the first time it is being used this way.
25. Please revise the wording around payments to clarify what participants can expect at each visit and what will be paid at the end.
26. Please amend the consent form to make it specific to this study.
27. Please rephrase the wording “binds to your cancer”.

Decision 

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

28. Please address all outstanding ethical issues, providing the information requested by the Committee.
29. 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).
30. Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

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


	4  
	Ethics ref:  
	2025 FULL 23107

	 
	Title: 
	A Phase 3, Randomized, Open-label Study to Evaluate the Efficacy and Safety of sac-TMT (Sacituzumab Tirumotecan, MK-2870) Followed by Carboplatin/Paclitaxel vs Chemotherapy, Both in Combination With Pembrolizumab as Neoadjuvant Therapy for High-Risk, Early-Stage, Triple-Negative Breast Cancer or Hormone Receptor-low Positive/Human Epidermal Growth Factor Receptor-2 Negative Breast Cancer

	 
	Principal Investigator: 
	Dr Abbey Wrigley

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited (MSD)

	 
	Clock Start Date: 
	02 October 2025



Dr Abbey Wrigley, Dr Hassendrini Peiris and Terese were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried the duration of the study in New Zealand. The Researcher noted that this would be around ten years.
2. The Committee queried how parking will be managed for participants. The Researcher noted that there is a car park specifically for cancer patients.
3. The Committee queried how the researchers will engage with Pasifika participants to ensure that they are not disadvantaged in any way. The Researchers noted that there is an outreach team that can see people if they cannot get to site, and there are patient navigators that are available to help patients. 
4. The Committee queried why the MRI is optional. The Researchers noted that this is not part of standard of care but would be to provide extra data for research.
5. For future reference please provide summarised answers in the submission form rather than copy pasting from the protocol or referencing other documents.
6. The Committee queried how the first approach will be made to potential participants. The Researcher noted that this would be the clinician advising them of their options, including this study. The Committee noted that they should just ask the patient if they would be happy for a member of the Research team to contact them to discuss, to avoid any feeling of undue influence from their treating clinician. The Researchers agreed this would be the process.
7. The Committee queried whether the researchers were expecting any male participants. The Researchers advised that they were not as this specific type of breast cancer does not typically affect males.

Summary of outstanding ethical issues

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

8. The Committee requested clarification about the use of MRI, CT and multi-gated acquisition, as MRI is listed under extra ionising radiation, which is not accurate, and CT is mentioned in the PIS. The Researcher noted that it would be common for CT to carried out as part of standard of care and acknowledged that putting MRI in this section is an error.
9. The Committee queried why Bowen hospital is only paying costs and not paying an additional fifty dollars like Auckland.
10. The Committee queried why there is a separate optional biopsy, when there is a compulsory biopsy as part of screening.
11. The Committee queried whether the optional biopsy is for future unspecified research, as while the intent is outlined it is extremely broad.
12. Please amend the Data and Tissue Management Plan to remove templated wording that is not relevant to this study.

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

13. The Committee noted that this document is quite long and recommended that it is reviewed and consider removing aspects that are standard of care.
14. Please rephrase the statement about participants’ care not being affected if they do not participate in the study, as the study concerns the participants’ care. 
15. Please clearly state the total length of the study for participants.
16. Please make the number of participants in New Zealand consistent with other study documentation.
17. Please clearly state what the purpose of the optional versus compulsory biopsies are.
18. Please state that no karakia will be available at the time of tissue destruction due to samples going overseas.
19. Please reword the statement about the follow up of any pregnancies being with the participants’ consent.
20. Rather than saying ‘avoid alcohol’ please clearly state if they should not consume alcohol.
21. Please review for technical language and substitute with lay language to improve readability.

Decision 

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

22. Please address all outstanding ethical issues, providing the information requested by the Committee.
23. 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 Neta Tomokino and Dr Matthew Moore.







	5  
	Ethics ref:  
	2025 FULL 24007

	 
	Title: 
	GATEWAY: Safety Evaluation of the MiniMed™ NMX8-AID System in Children and Adults Living with Diabetes

	 
	Principal Investigator: 
	Professor Benjamin Wheeler

	 
	Sponsor: 
	Medtronic MiniMed, Inc.

	 
	Clock Start Date: 
	02 October 2025



Professor Benjamin Wheeler and Dr Alisa Boucsein were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried whether participants will already have a device before the study. The Researcher advised that over ninety five percent of their patients do have an earlier version of a device and those that do not are by choice. If a participant does not have a device and wishes to have one after the study, they will also be offered an earlier version of the device.
2. The Committee queried what will happen if the child refuses to eat the observed meal. The Researchers advised that this is not an issue so long as something is consumed so that they can observe that they system is working properly. The Committee advised that the PIS should explain this.

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 noted that questionnaires will need to be submitted to HDEC for review. The Researcher noted that they had not yet received them from the sponsor but would provide them once received.
4. The Committee request that the Researchers review the questionnaires once they receive them for any potential to cause distress and then include statements as appropriate into the PISs about how this will be managed.
5. In the Data and Tissue Management Plan please state how long samples will be stored for.
6. Please align the timeframes that Data will be stored for, as currently it variously states 2 years and 25 years. New Zealand requires it is stored for 10 years after the youngest child turns 16.

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

7. Please use General Practitioner, which is the New Zealand meaning of GP rather than General Physician. 
8. If notification of the GP about study participation is optional, please add this as a yes / no tick box on the consent form.
9. Please remove reference to teaspoons when referring to amounts of blood.
10. Please provide some reassurance that parents will not have to try and force a child to eat the observed meal if they do not want to.
11. Please review the parents PIS, as currently it refers to ‘you’ when it should say ‘your child’. The CF should state that they are consenting for their child to participate.
12. Please state that karakia will not be available at the time of tissue destruction due to samples going overseas.
13. Please either refine or remove the statement around all costs being covered by the New Zealand health system.
14. Please clarify that the reimbursement amount is going to the parent to cover costs.
15. Please provide a separate koha for the child.
16. Please add a statement that for individuals having to travel long distances, additional reimbursement will be provided.
17. Please add that the child can withdraw their assent.
18. Please remove reference to a legally authorised representative as this is not applicable to New Zealand.
19. Please soften the language in the 7-11 assent form, for example ‘we will ask you to wear’, rather than stating that they will wear.
20. Please rename the 12-15 form, as it is an assent form, not a consent form.
21. Please rephrase “nothing bad will happen”.
22. Please add a statement about keeping what happens at the observed meal confidential to respect other participants’ privacy.
23. Please remove the word “unplanned” when requesting the Research team are notified about any pregnancies. 
24. Please clarify how and when the sensor will need to be changed and state that the costs will be covered by the sponsor.
25. Please state which insulin preparations can be used, as the current statement about using preparations from an approved list would be confusing for participants.
26. Please rephrase the statement about the child completing questionnaires, as depending on the age of the child and the questionnaires, parental involvement may be required.

Decision 

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

27. Please address all outstanding ethical issues, providing the information requested by the Committee.
28. 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 Cordelia Thomas and Dr Andrea Furuya.




	6  
	Ethics ref:  
	2025 FULL 24006

	 
	Title: 
	A Phase 1b Open-Label, Randomized, Single Dose and Repeat Dose Study to Evaluate the Single and Repeat Dose Safety and Tolerability of Intravitreally Administered PYC-001 in Participants with Confirmed OPA1 Mutation-Associated Autosomal Dominant Optic Atrophy

	 
	Principal Investigator: 
	A/Prof Andrea Vincent

	 
	Sponsor: 
	PYC Therapeutics, LLC

	 
	Clock Start Date: 
	02 October 2025



A/Prof Andrea Vincent, Mahmoud Al-Dabbas, Ash and Emma Treacy 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 childhood onset is indicated in this disease and queried whether there is any intent to include children. The Researcher advised that children will not be involved in this early phase while safety is still being assessed. Also noting that to meet inclusion criteria vision needs to have sufficiently deteriorated, which generally does not occur until they are older.
2. The Committee queried how the PIS/CF has been adapted to cater to people with low vision. The Researcher advised that there will be verbal discussions, and an electronic copy will be provided so that individuals can use technology such as text to speech.
3. The Committee queried whether participants will be able to receive ongoing access if they are receiving therapeutic benefit. The Researchers advised that they intend to roll participants over to an open label phase for two years.
4. The Committee queried whether ongoing doses will be required. The Researchers advised that as this is an RNA therapy ongoing doses will be required for life. Part of what the study is assessing, is how far apart each dose needs to be to remain effective.
5. The Committee queried why participants cannot access their own results. The Researchers advised that throughout the study, participants can be provided with their results and noted that they may have misunderstood the question in preparing the application.
6. The Committee queried why incidence in Māori and Pasifika is not known. The Researcher advised that incidence in general is not well categorized in this disease setting, however they are aware of six Māori individuals and possibly one Pasifika individual in New Zealand out of forty-three in total.

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 noted that New Zealand ethnicity data needs to be captured.
8. The Committee recommends that participants are given koha in addition to reimbursement for costs, to acknowledge their contribution to the Research.
9. Please revise the advertising for lay language. Also amend the statement to say that the ethical aspects of the study have been approved by HDEC and include the reference number.
10. The Committee request an explanation for why identifiable data will be kept for fifteen years.
11. The Committee request a justification for the exclusion of people with HIV or Hepatitis, noting that this should only be for safety or scientific reasons and should not be a routine exclusion.
12. The Committee request confirmation that sufficient funding is secure for the life of the trial.

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

13. The Committee note that this document is quite long and technical. Please have a lay person review the PIS/CF for readability. Ensure it is appropriate to a New Zealand audience.
14. Please clarify the type of animal that testing was conducted in, for example non-human primates.
15. Please be transparent on page 25, about what costs will be covered and how much a stipend will be.
16. Please clarify what the time commitment will be for participants.
17. On page 8 please clarify when an ‘unscheduled study visit’ might be required.
18. On page 5 please clarify what ‘other eligibility criteria’ participants need to meet.
19. Please provide clarity for participants that only one eye will be treated.
20. Please state where in the US samples are being sent.
21. Please state that no karakia will be available at the time of sample disposal.
22. The PIS states that alcohol and drugs should not be used excessively. Excessively needs to be defined. Drug use is also listed as an exclusion criterion, so these points need to be made consistent.

Decision 

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

23. Please address all outstanding ethical issues, providing the information requested by the Committee.
24. 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 Neta Tomokino and Dr Nicola Swain.








	7  
	Ethics ref:  
	2025 FULL 24076

	 
	Title: 
	A First-in-Human Study of a Bihormonal Bionic Pancreas with XRS-0104 Glucagon

	 
	Principal Investigator: 
	A/Prof Martin de Bock

	 
	Sponsor: 
	Beta Bionics, Inc.

	 
	Clock Start Date: 
	02 October 2025



A/Prof Martin de Bock, Sue Heard, Dr Mercedes Burnside and Dr Renee Meier were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried whether the device has FDA approval. The Researcher advised that the hardware has FDA approval for insulin use but this dual-hormonal approach has not yet been approved.
2. The Committee queried the number of participants, as two different figures have been stated. The Researcher advised that sixty would be the maximum number of participants if they must recruit new participants for each of the test periods, but their preference would be to continue with the same participants, reconsenting for each test period, which would then only need to be twenty.
3. The Committee queried whether participants would be able to keep the device at the end of the study. The Researcher advised that they would not as it is not approved in New Zealand, but they would go onto another automated delivery system, noting that most participants will already be on one. 
4. The Committee queried when the Māori consultation will be carried out. The Researcher advised that Māori consultation is underway. 
5. The Committee noted that the documentation refers to the adult group as being eighteen and over but note that the age of consent in New Zealand is sixteen. The Researchers advised that they are clear that sixteen-year-olds can provide their own consent, and reference to adults eighteen and over relates to the analysis cohorts only.

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

6. The Committee queried whether Pasifika consultation will be undertaken. The Researcher advised that they did not have specific plans to undertake this but could if the Committee feel it would be appropriate. The Committee noted that as per the Researchers own comments this study could have impact for Pasifika peoples and therefore it would be appropriate to consult with this interest group.
7. The Committee queried the overseas lab not being specified in the Data and Tissue Management Plan. The Researcher advised that a specify assay needs to be developed and a lab contracted to carry this out and that the Sponsor has not yet got this arrangement in place. The Committee noted that this needs to be clarified in the documentation and communicated to participants.
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

8. Please amend the adult PIS where it states their parent may complete a questionnaire on their behalf.
9. Please consider whether it would be possible to estimate the number of days between visits. 
10. Please remove yes / no tick boxes from the CF unless truly optional.
11. Please clarify how long data and samples will be stored for.
12. Please include risks related to software malfunctions.
13. Please review the visuals across all the PIS forms, as some are better than others. For example, on page 2 the diagram details are hard to read.
14. Please clarify who will take the phone calls, the parent or child.
15. Please add the full ACC statement to the adolescent PIS and information about the right to access information held about them.
16. Please add to the statement on the parents’ PIS about the parent having to sign the consent form, that the child must also give their assent.
17. Please add a statement that karakia will not be available at the time that samples are destroyed due to being overseas.
18. Please add a statement that the child will receive a koha or gift.
19. Please clarify what the role of the companies involved in the study are.

Decision 

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

20. Please address all outstanding ethical issues, providing the information requested by the Committee.
21. 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).
22. Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Professor Edwina Pio and Dr Andrea Furuya.
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	Ethics ref:  
	2025 FULL 23970

	 
	Title: 
	A Randomized, Double-Blind, Placebo-Controlled, Phase 2 Proof of Concept (POC) Study Evaluating the Safety, Tolerability, and Efficacy of Nintedanib Solution for Inhalation (AP02) in Participants with Idiopathic Pulmonary Fibrosis (IPF) (AURA-IPF)

	 
	Principal Investigator: 
	Dr Michael Epton

	 
	Sponsor: 
	Avalyn Pharma Inc.

	 
	Clock Start Date: 
	02 October 2025



Dr Malina Storer, Pavels Anetko, Debi Murwin, Christine Nietubicz, P. Pandya, and N. Antonio were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The committee queried how ethnicity data will be collected. The Researcher advised that will be collected from the participants directly and that the site will collect New Zealand specific ethnic data 
2. The Committee noted that this is a US based company and sought assurance that no funding is coming from government sources. The Sponsor were able to confirm that there is no federal funding involved.

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 raised concerns about participants on the placebo arm having treatment withheld. The Researcher advised that they would not remove anyone from treatment to enrol them into the study, instead only individuals who are not currently receiving treatment (either due to intolerability or personal choice) would be considered for the study. The Committee noted that this needs to be made clear in the documentation. 
4. The Committee noted that there is a statement that the study may be stopped for administrative reasons and advised that in New Zealand studies may not be stopped for commercial reasons.
5. The Committee noted that if recruitment intends to involve reviewing patient records for screening without their prior consent, then a waiver of consent needs to be requested from and justified to HDEC.
6. The Committee queried whether participants will be able to have ongoing access to the medication if receiving therapeutic benefit. The sponsor advised that there is not an open label extension available at this time. 
7. The Committee queried whether consultation has occurred with any groups such as Māori, Pasifika or disabled communities. The Researcher noted that Māori consultation will occur as part of the locality approval process but noted that as the protocol was developed overseas, they are unaware whether the sponsor consulted with any disability groups.

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

8. Please make biobanking of samples optional both in the PIS and as a yes / no tick box on the CF.
9. Please provide clarity around what costs will be covered and any payments participants should expect to receive.
10. Please remove reference to ‘treatment’, as this is research, instead use a term such as ‘study medication’. 
11. Please add a safety plan that outlines what action will be taken should a participant experience significant distress because of the quality-of-life questionnaires. 
12. Please amend for gender neutral language throughout.
13. In the biomarker PIS please state that participants may withdraw their samples.
14. Please soften language around signing informed consent to make it clear that it is the individuals’ choice.
15. Please state on the CF where the samples are being sent.
16. Please state that when the study ends participants will no longer have access to the investigational product.

Decision 

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

17. Please address all outstanding ethical issues, providing the information requested by the Committee.
18. 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).
19. Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

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



General business


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

	Meeting date:
	11 November 2025

	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.

A Committee Member gave the closing karakia.

The meeting closed at 2.55pm.
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