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	                  Minutes





	Committee:
	STH Health and Disability Ethics Committee

	Meeting date:
	11 November 2025

	Zoom details:
	812 7953 3520





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00 - 10:30am
	
	Committee welcome
	
	

	10:30 - 11:00am
	2025 FULL 24248
	BGB-11417-304: Sonrotoclax Plus Zanubrutinib Compared With Venetoclax Plus Acalabrutinib in Patients With Chronic Lymphocytic Leukemia
	Dr Henry Ngu
	Maree / Geoff

	11:00 - 11:30am
	2025 AM 19947
	ALN-ANG3-HV-2348: A Study to Evaluate ALN-ANG3-HV-2348 in Healthy Participants
	Dr Jane Kerr  
	Edwina / Nicola

	11:30am - 12:00pm
	2025 FULL 23785
	Wearable Bronchodilator Device in Asthmatic patients
	Associate Professor Yusuf Cakmak
	Lyn / Matthew

	12:00 - 12:30pm
	2025 FULL 23078
	The CANVOS Study
	Professor Geoffrey Shaw
	Alison / Nicola

	
	
	Break (30 minutes)
	
	

	1:00 - 1:30pm
	2025 FULL 24100
	KRIYA-839-101: A Phase 1-2 Study of VV-14300 and VV-14299 for the Treatment of Type 1 Diabetes.
	Associate Professor Martin De Bock
	Nicolina / Matthew

	1:30 - 2:00pm
	2025 FULL 23153
	A New Tool to Fight severe infections
	Doctor Ziv Rosman
	Edwina / Nicola

	2:00 - 2:30pm
	2025 FULL 24003
	Primary care Artificial Intelligence (AI) otoscopy pilot
	Dr Michelle Pokorny
	Alison / Geoff

	3:00 - 3:30pm
	2025 FULL 24080
	The Fizz Fizz First-In-Human Study
	Dr Andrew Holden
	Maree / Matthew

	3:30 - 4:00pm
	2025 FULL 24246
	UKKO-18-101-ANZ: A Study to Assess UKK-0018 in People with Peanut Allergies
	Dr Paul Hamilton
	Nicolina / Geoff


 

	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 
	Apology

	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




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

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 14 October 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 FULL 24248

	 
	Title: 
	A Phase 3, Open-Label, Randomized Study of Sonrotoclax (BGB-11417) Plus Zanubrutinib (BGB-3111) Compared with Venetoclax Plus Acalabrutinib in Patient with Previously Untreated Chronic Lymphocytic Leukemia

	 
	Principal Investigator: 
	[bookmark: _Hlk214886157]Dr Henry Ngu

	 
	Sponsor: 
	BeOne Medicines NZ Unlimited

	 
	Clock Start Date: 
	30 October 2025



Dr Henry Ngu, Karen Yang, Sarah Dorett, Wai Chan, Ruta Padalkar, Thao Le, and Alicia Palomino 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 no evidence of cultural consultation was provided with the application. The Researchers confirmed that cultural consultation for Māori and Pasifika will be undertaken as part of the locality review process after HDEC approval.
2. The Committee queried whether there is twenty-four-hour clinical support available via phone given the long list of possible side effects. The Researchers advised that there is, and a patient card has these details. There is a second patient card with mental health support information.

Summary of outstanding ethical issues

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

3. Please consider giving participants a koha, in addition to reimbursement for travel costs, to acknowledge the participants’ contribution to the research.
4. Please ensure information is consistent across all study documentation. 

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

5. Please revise the PIS for a lay perspective, remove repetition and complex language.
6. Please define any scientific terms. Consider if a glossary would be helpful.
7. Please soften language so that it is clear participants have a choice, for example instead of saying “you must” state “you will be asked to”.
8. On page 7 it states, "You must call your study doctor if at any time you are experiencing side effects that you cannot tolerate.". This is vague, please clarify.
9. Please consider revising the side effects section.
10. Please ensure it is clear what is involved in participation, for example, how long each visit will take.
11. Please include a description of what is expected for visits. Recommend inclusion of a diagram. 
12. Please state which costs will be reimbursed and any specific amounts.
13. Please state ‘New Zealand’ instead of ‘your local country’.
14. Please use New Zealand English and make the PIS/CF New Zealand specific. 
15. Please in the optimal storage PIS consider revising ‘leftover’ to ‘remaining’ samples.
16. Please consider using the HDEC Template. https://ethics.health.govt.nz/guides-templates-and-forms/participant-information-sheet-templates/
17. Please offer karakia at time of tissue collection, if this will not be available at the time of disposal and clearly state this in the PIS.
18. Please include information about the locations of overseas laboratories where tissue will be sent.

Decision 

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

19. Please address all outstanding ethical issues, providing the information requested by the Committee.
20. 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 Maree Kirk and Dr Geoff Noller.





	2  
	Ethics ref:  
	2025 AM 19947

	 
	Title: 
	A Phase 1, Randomised. Double-Blind, Placebo-Controlled Study of the Safety, Tolerability, and Pharmacokinetics of ALN-ANG3 in Otherwise Healthy Adult Participants

	 
	Principal Investigator: 
	Dr Jane Kerr

	 
	Sponsor: 
	Regeneron Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	30 October 2025



Dr Jane Kerr, Mark Warner, and Julia O’Sullivan 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 confirmed that twenty-eight of the listed Protocol Deviations relate to one individual. The Researcher noted that not all listed Protocol Deviations were true deviations.
2. The Committee queried whether any concerns about the protocol deviations have been raised by participants. The Researchers advised that they were not aware of any concerns and rather most listed deviations related to minor things such as blood draws, taken slightly late.

Summary of outstanding ethical issues

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

3. Please update to include safety information determined from the SAD cohort, such as the number of individuals who have received dosing to date and any adverse reactions.

Decision Approve NSC

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

· 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).






	3  
	Ethics ref:  
	FULL 23785

	 
	Title: 
	Exploring the clinically meaningful effects of a Wearable Bronchodilator Device in Asthmatic patients

	 
	Principal Investigator: 
	Associate Professor Yusuf Cakmak

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	30 October 2025



Associate Professor Yusuf Cakmak, Dr Amy Chan, and Holly Wilson 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.

Dr Matthew Moore declared a potential conflict of interest and the Committee decided that the member is still able to give independent 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 queried the apparent intent to recruit participants in Otago but conduct the study in Auckland. The Researchers clarified that Otago University is the Sponsor, but the University of Auckland will be the locality, so recruitment will be targeted in Auckland, however participants from anywhere in New Zealand are welcome to participate.
4. The Committee queried whether any data would be stored about individuals who complete the online screening and do not go onto consent to join the study. The Researchers advised that this would be anonymous, unless they pass the online screening and move to the next stage which will involve getting their consent.

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 note that the peer reviewer suggested some minor revisions, however these do not appear to have been addressed. Please make these revisions.
6. The Committee agree with the peer reviewers’ observation that the study is lacking a statistical analysis plan and recommend consultation with a statistician to ensure that the study is appropriately powered to achieve scientific validity. 
7. Please rephrase “are able to take Salbutamol” to “Have a prescription for” in the protocol and clarify that participants will be using their own inhalers during the study.
8. The Committee queried whether it was necessary to ask participants about their Asthma and health history at every visit. The Researchers acknowledged that this information could be gathered at the beginning of the study and subsequent visits could ask if anything has changed since the last visit.
9. Please align the protocol and PIS regarding the length of time participants will be monitored following the exercise challenge.
10. The Committee noted that in the submission form it is stated that there is an intention to target Māori and Pasifika participants in the study, however the protocol does not outline how this will be achieved. The Researchers noted that they have a good network from a previous study and intend to use the same approach with this study. The Committee requested that this information be detailed in the protocol.

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

11. Please complete the contact information.
12. Pleas ensure ethics approval details are included.
13. Please rephrase “are able to take Salbutamol” to “Have a prescription for”.
14. Please state that participants will be required to bring their own Salbutamol inhaler to use during the study visits.
15. Please amend the statement that participation will not affect the care participants receive, as this is not a health care setting.
16. Please make it clear in the PIS that the future unspecified research is optional, as currently this is not apparent until the CF.
17. Please provide information about the potential for commercialisation. 
18. Please consider using some of the graphics from the protocol in the PIS.
Decision 

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

19. Please address all outstanding ethical issues, providing the information requested by the Committee.
20. 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).
21. 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 Lyn Murphy and Dr Matthew Moore.


	4  
	Ethics ref:  
	2025 FULL 23078

	 
	Title: 
	Calibration of a Non-Invasive Optical Sensor for Estimating Venous Oxygen Saturations

	 
	Principal Investigator: 
	Professor Geoffry Shaw

	 
	Sponsor: 
	University of Canterbury

	 
	Clock Start Date: 
	30 October 2025



Professor Geoffry Shaw and Jordan Hill 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 whether there were any other patient populations in the hospital receiving routine venous blood monitoring that this study could be undertaken in. The Researcher advised that there are not.

Summary of outstanding ethical issues

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

2. The Committee queried how many participants are likely to be unconscious and unable to consent. The Researcher advised that this is likely to be around eighty per cent due to the requirement for study participants to have a central line in place. The Committee note that whilst the study is relatively low risk that they still need to ensure that the study complies with New Zealand law regarding non-consenting participants. The families’ views are being sought through the Whanau information sheet. The Committee queried how being enrolled in the study would be in the best interests of the participant. The Researchers advised that by participating in this study they would be more closely monitored, and as blood gas results would be available in real time this could potentially lead to the identification of patients who are under oxygenated and require further clinical intervention. The Committee requested that this best interest’s argument be articulated in the protocol.
3. The Committee requested that a simple one-page infographic be developed to provide to the family of potential participants, at what is a distressing time, to ascertain their thoughts on whether they believe the patient would consent to participate. The full family information sheet can still be provided for the family to take away and read at their convenience.
4. The Committee noted that the statistical analysis plan requires more information in the Protocol, such as which variables are being collected, how these will be measured, and which tests will be used for analysis. The Committee suggest seeking the assistance of a statistician. 
5. The Committee requested that the advertising is revised to provide information about the study rather than seeking volunteers. Consider using the same infographic as the one-page form for families.
6. The Committee requested that more information about the device is included in the Protocol, such as the specifications and any pre-clinical testing.

7. The Committee request that the process for Māori consultation is described in the protocol.

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

8. Please remove the tick boxes from the consent forms, unless the item is truly optional.
9. Please add a statement to the top of the form advising if a translator is available.
10. Please include in the infographic advice on the consent process, including seeking family input and at what point the participant will be approached for consent to continue.
11. Please include a statement in the information sheet advising that Māori consultation was undertaken as part of process for this study.

Decision 

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

12. Please address all outstanding ethical issues, providing the information requested by the Committee.
13. 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).
14. 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 Alison Gordon and Associate Professor Nicola Swain.


	5  
	Ethics ref:  
	2025 FULL 24100

	 
	Title: 
	A Phase 1/2, First-in-Human, Adaptive, Model-based, Dose-Escalation Study to Evaluate the Safety, Tolerability, and Efficacy of VV-14299 and VV-14300 (Adeno-associated Virus Vector-mediated Insulin and Glucokinase) in Adults with Long-Standing Type 1 Diabetes and Suboptimal Glycemic Control Using a Continuous Subcutaneous Insulin Infusion (CSII) Pump

	 
	Principal Investigator: 
	Associate Professor Martin De Bock

	 
	Sponsor: 
	Kriya Therapeutics, Inc.

	 
	Clock Start Date: 
	30 October 2025



Associate Professor Martin De Bock, Jane Kerr, Julia O’Sullivan, Samantha Nie, Rizalyn Golnar and Brian Furmanski 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 some of the language used in the questionnaires could come across as paternalistic and would not be considered mana enhancing for people with diabetes, however acknowledged that as these are validated tools the Researchers would not be able to change them. The Researchers acknowledged this point and noted that some of these questionnaires have been in use for a long time, so may not reflect current language standards.
2. The Committee sought clarification around whether a karakia would be available at the time of tissue disposal. The Researchers confirmed that this would not be available.
3. The Committee noted that searching participants bags for contraband is paternalistic. The Researchers advised that this is an FDA requirement.
4. The Committee noted that the PIS is very long and the information about the different phases could be confusing for participants. The Researchers advised that whilst the PIS is long the information all needs to be included but the study Doctor will clearly explain everything to each participant and ensure that they understand the specific phase they are in and what that means regarding which drug and at what dose they will be taking.
5. The Committee queried whether any Māori consultation has been undertaken. The Researchers confirmed that this is underway and happens concurrently with ethical review.
6. The Committee queried whether participants could receive payments over the course of the study rather than at the end. The Researchers advised that this would be the case.
7. The Committee queried the process for recruitment and whether patient records would be accessed. The Researchers advised that most participants would be referred by their specialist and asked for permission to be contacted by the study team. If the study team need to review records to assess eligibility, then they will get the potential participants’ permission to do so.

Summary of outstanding ethical issues

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

8. Please include a statement to acknowledge some of the potential issues with the language used in the questionnaires, to reassure participants that these are not the views of the Researchers.
9. Please amend the wording that karakia is not available at the time of tissue disposal due to tissue going overseas, as technically it could still be possible overseas.
10. Please explain why the dose states, ‘to be determined’ and ensure that this is recorded for the participant once known.
11. Please include an explanation for why participants bags need to be searched for contraband, in order to maintain trust.
12. If a participant utilises an interpreter or reader for the PIS/CF that this is documented on the CF.

Decision 

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


	6  
	Ethics ref:  
	2025 FULL 23153

	 
	Title: 
	A New Tool to Fight Sepsis: The Effect of PCSK-9 Inhibitors on Septic Patients in the ICU: A Randomised Clinical Trial

	 
	Principal Investigator: 
	Dr Ziv Rosman

	 
	Sponsor: 
	Te Whatu Ora Southern

	 
	Clock Start Date: 
	30 October 2025



Dr Ziv Rosman 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 for participants interested in seeing the results	of the study the language is very dense. The Researcher advised that given the small number of participants he would be able to personally explain the results to participants who are interested.

Summary of outstanding ethical issues

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

2. The Committee suggested that consideration be given to providing some small koha to participants to acknowledge their contribution to the research.
3. The Committee noted the intention to analyse data by ethnicity and noted that with the current number of participants the study is not powered to make any conclusions by ethnicity. The Committee further noted that cultural consultation would need to be undertaken about the dissemination of these results. The Researcher noted that currently this would only be to inform potential for future research.
4. The Committee recommend the use of an abbreviated consent form where permissible. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.41-7.43)
5. The Committee noted that unconscious participants can only be enrolled into research if Right 7(4) of the Code of Health and Disability Services Consumers’ Rights is satisfied and requested that the explanation for how enrolment into this study will be in the patient's best interests is expanded in the protocol.
6. The Committee requested that more specific information be provided in the protocol and Data Management Plan about the patient data that will be collected for study purposes.
7. The Committee requested that any irrelevant information be removed from the Data Management Plan, for example, references to a Sponsor.
8. The Committee recommended having an abbreviated information sheet for family to look at prior to indicating whether they believe their family member would wish to participate. The fuller version can be given to them to take away and refer to in their own time.


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

9. Please state the name of the person to contact for results rather than just position.
10. Please soften the language in the family PIS to be sensitive to what will be a distressing time for them.
11. Please clarify that the compulsory reporting of data would be to the clinical trial registry, rather than a Sepsis registry. 
12. Please provide an explanation in the PIS that explains why data may be sent overseas in the future, so participants understand why this is in the consent form.
13. Please make GP notification of inclusion in the study compulsory in the PIS and CF.
14. In the information sheet for family members please include a timeline that explains how the consent process works. Please also clarify that an independent doctor from the study, will make the decision about whether enrolment in the study is in the patient's best interest.

Decision 

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

15. Please address all outstanding ethical issues, providing the information requested by the Committee.
16. 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).
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 Professor Edwina Pio ONZM and Associate Prof Nicola Swain.


	7  
	Ethics ref:  
	2025 FULL 24003

	 
	Title: 
	Integrating AI-assisted diagnosis of Middle Ear Disease in children: A Primary Care Pilot

	 
	Principal Investigator: 
	Dr Michelle Pokorny

	 
	Sponsor: 
	Te Whatu Ora Counties Manukau

	 
	Clock Start Date: 
	30 October 2025



Dr Michelle Pokorny and Jess Morgan-French 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 images would be used to train the algorithm. The Researcher advised that they would not.
2. The Committee queried the involvement of the master’s study. The Researcher advised that they will be acting as a research assistant and using deidentified data as part of their dissertation.

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 recommended making ‘local doctors’ smaller in the poster.

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

4. Please add some information about newborn hearing tests and school hearing checks.
5. Please use New Zealand terminology rather than American.
6. Please clarify when referring to the child versus the parent.
7. Please use 12 months or 1 year consistently.
8. Please consider making the assent form more visually appealing. 

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).
	8  
	Ethics ref:  
	2025 FULL 24080

	 
	Title: 
	Prospective, multi-centre, first-in-human (FIH) study of the Shockwave Medical Fizz Fizz Peripheral System for the treatment of atherosclerotic, stenotic peripheral arteries.

	 
	Principal Investigator: 
	Dr Andrew Holden

	 
	Sponsor: 
	Shockwave Medical Inc

	 
	Clock Start Date: 
	30 October 2025



Divina Ofren 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 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 further detail is added to the protocol, including information about pre-clinical testing and a statistical justification for the number of participants.
2. The Committee noted contradictory information across different documents with regards to whether participant data will continue to be analysed if a participant withdraws. Please advise what the approach will be and align this across documentation.
3. The Committee noted inconsistencies in documentation about arrangements for data safety monitoring and stopping criteria. Please advise what the arrangements will be and ensure that this information is clearly detailed in your documentation.
4. The Committee requested an explanation for utilising sites in New Zealand and Georgia.
5. The Committee requested that the Data and Tissue Management Plan (DTMP) be updated to remove the error message.
6. The Committee requested that the DTMP clarifies what data will go overseas, and to which jurisdiction. Also provide information about data security.
7. The Committee requested that information about the Māori and Pasifika consultation process be documented in the protocol.
8. The Committee requested that consideration be given to providing a koha in addition to reimbursement of expenses.
9. The Committee recommended that this trial be registered on the Web Assisted Novel Device database.
10. The Committee requested clarification about how consent will be gained for pre-screening, noting that either verbal consent must be obtained from potential participants or a request for a waiver of consent must be justified as per the National Ethical Standards.

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

11. Please clarify whether tissue samples are all mandatory or if any are optional. If there is an optional tissue sample this should be an option on the CF. If there is no future unspecified research on tissue, please clarify this.
12. The DTMP indicates no return of samples post-overseas analysis and that participants will not be notified of destruction, please state this and offer an option of having a karakia at the time of sample collection.
13. Please include details about Māori and Pasifika consultation. 
14. Please provide details of when, how and how much reimbursement will be provided.
15. Please narrow the scope of future unspecified research, if possible, for example state if it will only be related to this disease setting.
16. Please include information about any disability support that is available.
17. Please include contact information for Māori and Pasifika cultural support.

Decision 

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

18. Please address all outstanding ethical issues, providing the information requested by the Committee.
19. 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).
20. 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 Matthew Moore.



	9  
	Ethics ref:  
	2025 FULL 24246

	 
	Title: 
	UKKO-18-101-ANZ: A First-in-Human, Ascending Dose, Open-label, Multicenter Study to Evaluate the Safety, Tolerability and Preliminary Efficacy of UKK-0018 for Peanut Allergy

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Ukko, Inc.

	 
	Clock Start Date: 
	30 October 2025



Dr Paul Hamilton, Charlene Botha, Sharron Gargosky and Rhona Macdonald 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 reassurance that maximum travel reimbursement would not exclude people with disabilities. The Researcher advised that the travel reimbursement would be sufficient.

Summary of outstanding ethical issues

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

2. The Committee suggested providing the stipend on a per visit basis.
3. The Committee suggested considering whether Hepatitis should be tested for alongside HIV.
4. The Committee requested that advertising remove reference to treatment. Please consider adding a visual.

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

5. Please clarify the likelihood of any risks occurring.
6. Please highlight which risks are related to the food challenge.
7. The committee suggested referring to the “food challenge” rather than using a lengthy acronym which could be confusing.
8. Please state how long site visits will take.
9. Please include information about cultural consultation and implications for Māori and Pasifika.
10. Please narrow who data will be shared with and state how long it will be stored for.
11. Please add a statement about pre-clinical testing.

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:
	09 December 2025

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· Dr Tristan Sames

2. Review of Last Minutes
The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

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

The meeting closed at 4:00pm.
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