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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	26 May 2026

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2026 FULL 25798
	Cool Kiwi Kids (revised application)
	Dr Amy Kercher
	Dr Cordelia Thomas / Dr Sharon Kletchko

	11:15am-11:45am
	2026 FULL 25345
	Cochlear implantation for one sided deafness after head injury
	Dr Rachael Bentall
	Ms Sandy Gill / Dr Patries Herst

	11:45am-12:15pm
	2026 FULL 24980
	Transforming Radiology in New Zealand
	Dr Cheng Kai Jin
	Mr Russell Opland / Dr Andrea Furuya

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

	12:45pm-1:15pm
	2026 FULL 25540
	SONAR-ICE
	Dr Andrew Martin
	Mr Chris Bernhardt / Dr Patries Herst

	1:15pm-1:45pm
	2026 FULL 25734
	Legal Agency and the LGBTQIA+ and/or Takatāpui Disabled Community
	Professor Anna High 
	Dr Cordelia Thomas / Dr Sharon Kletchko

	1:45pm-2:15pm
	2026 FULL 23737
	Using Advanced Imaging Technology to Improve Education in Patients with Congenital Heart Disease
	Dr Natalie Soszyn
	Mr Russell Opland / Dr Patries Herst

	2:15pm-2:45pm
	2026 FULL 25592
	Isotretinoin treatment for Keratinising Desquamative Squamous Metaplasia
	Professor Stephen Robertson
	Ms Jessie Lenagh-Glue / Dr Andrea Furuya

	2:45pm-3:15pm
	2026 FULL 25690
	KT502-001: A Phase 1, Open-Label, First-in-Human Study to Investigate the Safety, Tolerability, Pharmacokinetic and Pharmacodynamic of KT502 in Adult Participants with Rheumatoid Arthritis   
	Dr Paul Hamilton
	Mr Chris Bernhardt / Dr Sharon Kletchko

	3:15pm-3:30pm
	
	Break (15 mins)
	
	

	3:30pm-4:00pm
	2026 FULL 25753
	Precision Functional Mapping of the Human brain using Resting State functional Magnetic Resonance Imaging – Ketamine Validation Study
	Dean/Professor Bruce Russell
	Dr Cordelia Thomas / Dr Sharon Kletchko

	4:00pm-4:30pm
	2026 FULL 25708
	GEn-1124-004: A Study to Assess GEn-1124 in Healthy Volunteers
	Dr Chris Wynne
	Ms Jessie Lenagh-Glue / Dr Andrea Furuya

	4:30pm-5:00pm
	2026 FULL 24874
	Prime-0201: A Study To Evaluate The Safety, Tolerability and Optimal Dose of PM577 In Adults and Adolescents With Wilson Disease.
	Professor Edward Gane
	Ms Sandy Gill / Dr Andrea Furuya


 

	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies  

	[bookmark: _Hlk230345366]Ms Joan Pettit
	Lay (Intervention Studies) (Chair)
	08/07/2022
	02/03/2030
	Apology

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

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

	[bookmark: _Hlk230345519]Dr Cordelia Thomas 
	Lay (the Law) 
	15/09/2025 
	14/09/2029 
	Present 

	Ms Jessie Lenagh-Glue 
	Lay (Ethical/Moral reasoning)
	15/09/2025
	14/09/2028
	Present

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

	[bookmark: _Hlk230620584]Dr Rebekah Jaung	
	Non-Lay
	13/07/2025
	12/07/2028
	Apology

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

	Mr Chris Bernhardt 
	Lay
	15/09/2025 
	14/09/2029 
	Present

	[bookmark: _Hlk230345427]Dr Sharon Kletchko
	Non-Lay 
	09/06/2025
	08/06/2029
	Present 




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Ms Joan Pettit and Dr Rebekah Jaung.

As the Chair of Central HDEC was an apology, Dr Cordelia Thomas was voted in as acting Chair for the duration of this meeting.
The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Sharon Kletchko confirmed their eligibility and were co-opted by the Chair as a member 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 28 April 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25798

	 
	Title: 
	Cool Kiwi kids - a pilot anxiety intervention for primary-aged children

	 
	Principal Investigator: 
	Dr Amy Kercher

	 
	Sponsor: 
	Auckland University of Technology

	 
	Clock Start Date: 
	14 May 2026



Dr Amy Kercher and A/Professor Liesje Donkin 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 note that this is a resubmission and acknowledged that most of the issues have been resolved.
2. The Committee raised the concern about the amount of class time children will miss and queried as this is a feasibility study whether it would be appropriate to conduct at the CAHMS sites first. The Researchers advised that the intent is to fill a gap that exists in schools and that there is strong support from schools and parents for this program. Additionally, the Researchers believe that the potential benefits outweigh the risks, noting that many children with anxiety miss class time due to their anxiety.

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 consent being an online process could exclude some potential participants who either, do not have internet access, may be less literate, or who prefer a face-to-face discussion. The Researchers suggested that they could have paper copies of the PIS/CF available at the Hui and could provide an option to meet face-to-face. The Committee agreed that this would be an appropriate solution. Additionally, the parent’s interview is currently only offered online, however other options should be made available to those who request it.
4. The Committee requested that the focus group and interview guides be provided for review.
5. The Committee recommend combining the PISs for participation and the focus groups, so that they do not need to consent twice. 
6. The Committee noted that participants who turn 16 will need to be re-consented.
7. The Committee noted that it is important that the researchers have a good understanding of whakamā, as this something that participating families are likely to be experiencing.
8. The Committee queried the submission form stating that parents and children will not find out what the teacher said about them, noting that the Privacy Act allows for individuals to request information held about them and the ability to request correction.
9. The Committee requested that the protocol and Data Management Plan be updated to include information about privacy and security protections for the online platform being used for data collection.

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

10. Please add footers with version numbers.
11. Please change care giver to parent/guardian.
12. The CAMHS child PIS mentions it will occur at the school, which it will not, please amend. Additionally, please clarify who is making the referral. 
13. Please explain how disclosure of abuse will be managed in the child’s PIS.
14. Please include a Māori cultural statement, acknowledging whakamā and stating that their information is a taonga. 
15. Please include ACC information in the children’s PISs.
16. Please include contact details in the children’s PISs. See the HDEC template for an example.
17. The children’s consent form needs a place for them to sign their assent.
18. Please include some examples of what rewards the children might expect for doing their homework and advise the parents that they will be giving the children rewards.
19. In the child’s PIS please provide more information about the focus groups, such as where they will be held, how long they will take and explain that other children will hear their answers.
20. Please state whether this will occur during or outside of school hours.
21. Please remove the statement that ‘no one will be upset with you’.
22. Please provide an explanation for why they will be asked the same set of questions twice.
23. Please use the same terminology throughout, for example ‘focus groups’, rather than ‘group chat’.
24. Please state how long data will be retained for.
25. Please state that if they withdraw both the parents and the child’s data can be removed.
26. Please remove reference to interviews from the principals PIS.
27. Please advise if focus groups and/or teacher interviews will occur in school time in the principals PIS.
28. In the teachers PIS please state that it is their choice when they complete the surveys, however if this will be in school time, this will need to be approved by the principal. Additionally, please state when the teacher interviews will occur. 
29. Please remove any information that would be irrelevant, for example in the teachers PIS they do not need to know about the parent/child interviews.
30. Please expand the description of the safety plan. What is in E3.1 and E3.2 of your submission can be used for the adult information sheets and an age-appropriate version in the assent forms.
31. Please include some information about the platform the interviews will be conducted on, including assurances about data privacy and security.

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 Cordelia Thomas and Dr Sharon Kletchko.



	2  
	Ethics ref:  
	2026 FULL 25345

	 
	Title: 
	Outcomes of cochlear implantation for unilateral traumatic sensorineural hearing loss

	 
	Principal Investigator: 
	Dr Rachael Bentall

	 
	Sponsor: 
	Southern Cochlear Implant Programme

	 
	Clock Start Date: 
	14 May 2026



Dr Rachael Bentall 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 acknowledged that this is a resubmission and that most of the issues have been resolved.
2. The Committee queried the exclusion of children under ten for the patient reported questionnaires and whether a proxy measure had been considered. The Researcher advised that the only alternatives they had identified were still for a quite advanced reading level but noted that it was only this one aspect of the study that they would be excluded from and would still be able to participate in the wider study.

Summary of outstanding ethical issues

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

3. The Committee raised concerns about the approach to recruitment and felt that cold calling puts people on the spot, noting that it would be preferable for the clinics to contact potential participants first and either provide contact information for the Researchers or get consent for the clinic to pass on contact information to the Researchers. The Researcher acknowledge that this approach would be workable.
4. The Committee noted that the safety plan in the protocol lacks sufficient detail. Please detail what structures are in place to respond to any issues that arise in relation to the quality-of-life questionnaires. 
5. The Committee requested that the Data Management Plan be updated to include information obtained through interviews and from the implant. Additionally, please detail the cloud servers being used and in paragraph three please include details of the information security programs.
6. The Committee stated that repeated follow up of potential participants is not appropriate. The Researcher noted that by changing the approach to recruitment, this should negate that need for further follow up.

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

7. Please increase the font size.
8. On page 2 under benefits, please state that the participants will not get any direct benefits from participating in the study. Also remove the repeated sentence.
9. Please include information about data management such as where information is stored, for how long and who will have access to it.
10. Please include Māori cultural contact details.
11. Please add some pictures to the children’s information sheet.
12. Please include details of a safety plan in response to the quality-of-life questionnaires.
13. Please change any reference to ‘patient’ to ‘participant’.

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).
· [bookmark: _Hlk231803982]Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Sandy Gill and Dr Patries Herst.


	3 
	Ethics ref:  
	2026 FULL 24980

	 
	Title: 
	Transforming Radiology in New Zealand – From Accuracy to Implementation of Artificial Intelligence Protocol

	 
	Principal Investigator: 
	Dr Cheng Kai Jin

	 
	Sponsor: 
	Health New Zealand - Te Whatu Ora

	 
	Clock Start Date: 
	14 May 2026



Dr Cheng Kai Jin and Musheerah Nuha were present via videoconference for discussion of this application.

Potential conflicts of interest

The Committee noted that the applicant is a member of the Northern B HDEC.

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 there are three parts to the study and that a waiver is being sought for part 1 and 2 and that part 3 will obtain informed consent. The Committee confirmed that a waiver is appropriate for the retrospective aspects of the study.
2. The Committee queried how patients under 16 would be excluded from the AI tool. The Researcher explained that routing rules can be applied to the AI, so that the AI will not be provided with scans of anyone who is under 16.
3. The Committee queried whether this AI tool would be implemented as standard of care regardless of this study going ahead, noting that if this were the case it would make this an observational study, rather than an intervention. The Researcher advised that this would likely happen down the track but it is unclear whether this would be the same AI.
4. The Committee queried whether radiologists use 4 levels of acuity like the AI tool. The Researcher advised that they do not have any form of acuity currently and scans are listed for assessment based on the order they are completed. The Committee clarified that the purpose of the AI tool is to prioritize the list based on the level of acuity. The Researcher advised that during implementation a local radiology team will determine the acuity rules for the 120 identifiable conditions.
5. The Committee queried how reviews would be managed to stop the radiologist from overly relying on the AI. The Researcher advised that the radiologist would complete their review prior to looking at the AI review.
6. The Researcher clarified that this is not a language model and there is no teaching of the AI occurring as part of this study. That has already been completed, validated and approved overseas, the Researchers are using a stock model, that requires little modification.

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 queried whether the prospective parts of part 1 and part 2 are an intervention. The Researcher advised that in the prospective parts the AI tool would determine in which order reports are viewed by the Radiologist. The Committee confirmed that this makes this an intervention, which means that a waiver cannot be granted for the prospective parts of part 1 and part 2. Additionally, transparency measures alone do not meet the requirements for informed consent. The Committee note that any future application will need to include a revised consent strategy. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.2)
8. The Committee noted that an integrated consent model could be appropriate for the prospective parts of part 1 and part 2, where there are posters and flyers available in the waiting areas, then patients can be verbally told about the research and their consent recorded in their patient record. For this to be an option the Committee queried if it is possible that scans of people who do not wish to participate are not be sent to the AI tool. The Researcher advised that this is not currently possible due to the way the AI is integrated, and all scans would be processed by AI. Additionally, it would mean that two workflows would be required for the radiologist. The Committee suggested exploring the possibility of adding a consent rule into the software, so that only scans of participants who have consented are routed through the AI tool. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.2, 7.38, 7.39)
9. The Committee raised concerns about whether the safety monitoring plan is sufficient to identify all relevant risks, and requested any future applications include clarification of whether safety monitoring mechanisms are appropriate to the level and nature of risk. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25)
10. The Committee requested an independent scientific peer review which specifically addresses the Committee’s concerns about the study design and AI tool including the following points: (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26)
· The design and methods, considering of the quality of study design and the robustness of the methods used, commenting specifically on
· The prospective data collection approach, noting that pre-AI radiologist interpretations are not captured. 
· The role and timing of Part 3.
· How potential risks will be identified and assessed 
· Only the top 32 most accurate findings of 124 possible findings from the AI outputs being evaluated and how this affects the interpretation of results.
· The feasibility of the research, considering whether the overall strategy, methodology and analyses are well reasoned and appropriate to achieve the specific aims of the project, commenting specifically on
· The primary endpoint measuring conformance between the radiologist's reading of the image against the AI's interpretation of it, the radiologist's reading before viewing the AI tool not being captured, and the reference standard in the protocol not being applied
· The proposed reference standard, including whether it supports evaluation of study outcomes and whether efficiency endpoints can be interpreted 
· The suitability and validation of the RATA tool for chest X-ray data. 
11. The Committee noted that not all the relevant information is included in the protocol but is contained in separate documentation. The Committee request that all relevant information is added to the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7, 9.8)
12. The Committee noted that the NAIAEAG review made several recommendations and would like to see these addressed in the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.32)
13. The Committee request that the protocol demonstrate adequate statistical power for the equity subgroup analyses for the study’s primary objective (diagnostic performance across ethnic groups including Māori and Pacific peoples) and the other planned subgroup analyses including age, against actual site demographics, and that this is reviewed by the peer reviewer. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.1, 4.2)
14. The Committee noted that the lead Radiologist being the safety monitor could present a conflict of interest and queried whether there should be some independent oversight. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.23.b)
15. The Committee noted that it was unclear in the protocol whether the different parts of the study were occurring simultaneously or sequentially and requested that this is clarified. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7)
16. The Committee requested that the protocol be made more specific, for example, state how any clinically significant findings will be managed, provide a justification for the sample size. Additionally, please add page numbers. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7)
17. The Committee was not satisfied that data governance arrangements are sufficiently described, and requested further detail on de-identification methodology, data flows and access, arrangements for offshore data transfer, and confirmation of completion of a Privacy Impact Assessment prior to commencement (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47.b, 12.14, 12.15, 12.3, 12.4).  
18. The Committee requested further information is included in any future applications how potential conflicts of interest are identified, disclosed, and managed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.23 and 11.50). 
19. The Committee suggested that the benefits of this research, particularly for urgent patients, is better explained. For example, by explaining that the AI acts as a triaging process, which will put the most urgent cases on the top of the radiologist list for review. The Committee’s understanding is that the intention of this is to ensure that the most seriously ill patients are seen sooner than they may have been without AI triage.

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

20. Please add a Māori cultural statement.
21. Please include contact information for Māori cultural support.
22. Please state whether participants can review a transcript of the interview.

Decision 

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


	4  
	Ethics ref:  
	2026 FULL 25540

	 
	Title: 
	SONAR-ICE - A Study on the Acquisition of 2D ICE images with the CHORUS IDx System in subjects undergoing an ablation procedure

	 
	Principal Investigator: 
	Dr Andrew Martin

	 
	Sponsor: 
	Boston Scientific

	 
	Clock Start Date: 
	14 May 2026



Dr Andrew Martin and Charissa Miller were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of outstanding ethical issues

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

1. The Committee queried the rationale for storing data for 75 years. The Researchers advised that they would check with the Sponsor, whether there is some reason for this or if it is a typo.
2. The Committee noted the inclusion of a withdrawal form and stated that if a participant gives verbal notification of their intention to withdraw this should be accepted, regardless of whether the form is completed.
3. The Committee queried whether ICE images are specific to the study or are part of standard of care. The Researchers advised that whilst they are standard of care in some countries this is not the case in New Zealand, however, some New Zealand hospitals do have CT scans as part of their standard of care for this procedure. The Committee suggested having site specific PISs which explain what is standard of care for that site and how the research differs to that.
4. The Committee queried why images being sent to the Sponsor needed to be coded. The Researchers advised that these would be anonymised. The Committee requested that the Data Management Plan be amended to reflect this.
5. The Committee queried the statement on page 11 of the PIS that a “data controller in France determines how medical records will be used for standard medical care”. Please either provide an explanation for this or remove if it is an error.
6. The Committee requested that section five of the Data Management Plan be updated to remove reference to data from questionnaires and data downloaded from apps, as this is not relevant to this study.
7. The Committee requested a copy of the confidentiality agreement that the Sponsor representative will sign before attending any participant procedures.
8. The Committee queried whether the study intends to validate a medical device or whether this has already been done. Noting that if that is part of the study then the protocol should include detail of SaMD Clinical Evaluation.

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

9. Please rephrase the benefit section, currently there is a double up of some information. Ensure that it is clear that there is no direct benefit to participants.
10. Please rephrase the stopping criterion to be clear that the study would not be stopped for purely commercial reasons. 
11. Please rephrase “If the results of this study are published your identity will remain confidential”, to be clear that the intent is to publish. 
12. Please rephrase headings, so that they are not rhetorical questions, for example, “What is the legal basis for 1 and 2?”
13. Please revise the timeframe that data will be stored for.
14. Please include some boundaries for what will be reimbursed.
15. Please change the statement in the consent form to remove “comply”, to respect the voluntary nature of participation. 
16. On page 3, please remove the bold from the first paragraph. Instead recommend this is made a caption to the figure and could be in italics.
17. Please state that images being sent to the Sponsor will be anonymised.
18. Please clarify what is meant by the statement on page 12 about encrypted data and ensure that statements about identifiable or deidentified data is consistent throughout.
19. Please include a statement about commercialisation. 
20. Please simplify language throughout.
21. Please explain what ‘index procedure’ means.
22. Please use gender neutral language throughout.
23. Please include more information about the Sponsor representative attending, what the purpose of this is and whether they will see the participants groin area.
24. On page 9 please make specific the statement “per relevant laws”.
25. On page 14 please remove information about liability and negligence waiver as this is not applicable to New Zealand.
26. On page 17 please remove reference to a ‘legally acceptable representative’, as this does not apply to New Zealand.
27. Please state which country the Sponsor is located in and any other country where participants information will be sent.

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 Cordelia Thomas and Dr Patries Herst.


	5  
	Ethics ref:  
	2026 FULL 25734

	 
	Title: 
	Legal Agency and the LGBTQIA+ and/or Takatāpui Disabled Community: Aotearoa New Zealand at a Critical Juncture

	 
	Principal Investigator: 
	Professor Anna High

	 
	Sponsor: 
	University of Melbourne

	 
	Clock Start Date: 
	14 May 2026



Lydie Schmidt 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.

Mr Chris Bernhardt declared a potential conflict of interest and whilst the Committee determined that it is not a true conflict, he opted to not contribute to the decision.

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 that statement that information would only be viewed by the PhD supervisor if necessary. The Researcher clarified that the supervisor would only see deidentified data ordinarily but in case of emergency they may need to access identifiable data.

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 note that in the submission it has been answered that there is not quality of life questionnaires however this is incorrect, and quality of life questionnaires are being used.
3. The Committee note that the distress protocol is not strong enough given this vulnerable population, noting it needs to be specific about action will be taken.
4. The Committee recommend giving options for the gift voucher rather than leaving it open ended, to avoid a request that cannot be fulfilled.
5. The Committee note that there is reference to a welfare guardian giving consent on behalf of a participant and suggest that the researchers either get independent legal advice or exclude those participants. Please update the PIS accordingly.
6. The Committee noted that the protocol should include a section describing any limitations of the research.
7. The Committee requested that 8.5 of the Data Management Plan is made more specific about what type of future research data may be used for.

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

8. The Committee recommended adapting the HDEC template.
9. Please add to page 5 a stronger safety plan, which is specific about what will happen.
10. Please include New Zealand contact information.
11. Please clarify that participants may withdraw at any time, however after a certain point data may not be able to be withdrawn
12. Please add footers with version numbers.
13. Please state that data will be retained for ten years.
14. Please add an ACC statement.
15. Please include a Māori cultural statement, which acknowledges information is a taonga and that participants may feel whakamā. 
16. Please state that participants have the right to request information held about them and request correction.
17. Please clarify what the risk is when transferring data from New Zealand to Australia.
18. Please clarify in the easy read version what is meant by a New Zealander may not review the research in Australia.
19. Please clarify that meeting participants can only occur over video call, not in person.

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 Cordelia Thomas and Dr Sharon Kletchko.


	6 
	Ethics ref:  
	2026 FULL 23737

	 
	Title: 
	Immersive Solutions: Using Advanced Imaging Technology to Improve Education in Patients with Congenital Heart Disease

	 
	Principal Investigator: 
	Dr Natalie Soszyn

	 
	Sponsor: 
	Starship Children's Hospital

	 
	Clock Start Date: 
	14 May 2026



Dr Natalie Soszyn and Dr Chris Kappamankal 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 model will show just the exterior view of the heart only or if it will be possible to open the model and view the internal structures. The Researchers advised that they will have the ability to print any view of the heart and will be able to customize this to make it relevant to the procedure that the child will be having.
2. The Committee queried whether the VR technology has been approved for children and whether there is any age limit. The Researcher advised that it has been approved by the FDA for use in children, noting that it is dependent on the individual child but would be most appropriate in 12 years and up.

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 the researchers are currently intending to get informed consent from 15-year-olds but note that they would need a process to assess whether they are capable of providing informed consent, so recommend for simplicity, getting informed consent from 16-year-olds and over and using an assent model for those under 16.
4. The Committee queried the exclusion of participants who are not English speaking. The Researcher advised that this is for practical reasons in terms of having all the forms available in different languages but noted that they could get translations for some Pasifika languages to support equity.
5. The Committee note that some types of CHD have lower incidence in Māori and Pasifika and queried how representation will be achieved. The Researcher advised that it will be difficult to get representation of all types of CHD in the small sample size and they will focus on equity across the whole sample. The Committee recommended documenting this in the protocol.
6. The Committee noted that if there is a lower age limit for the study this should be documented in the protocol.
7. The Committee requested that the Data Management Plan is updated to include information about the imagery and the model in section 7 and 9. Additionally, section 4 appears to still have some templated language about mandatory secondary uses and request this is deleted. In section 5 please provide further details about where this data is coming from and any access protocols.
8. The Committee recommended that the protocol detail risk mitigation strategies for any risks associated with the VR.
9. The Committee requested that the protocol include more information about data security, privacy and Māori data sovereignty.
10. The Committee note that a separate PIS/CF will need to be developed for participants who turn 16. This can be submitted as an amendment when required.

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

11. Please review the parental PIS to ensure it is written for a lay audience, for example avoid terms such as 2D.
12. Please include information about the risks associated with VR use.
13. Please consider whether mention of AR needs to be included.
14. Please provide an explanation of what VR is.
15. Please include information about how much time commitment is involved in this study.
16. In the parent PIS please ensure that it refers to you and your child throughout, as both are participants.
17. On page 2 please refer to you and your child rather than whānau. Also clarify that you are seeking the parent’s and child’s understanding after using VR.
18. On page 4 please change ‘baby’ to ‘child’.
19. In the children’s information sheet please state that their parents will also see the images of their heart.
20. Please change the adolescent ‘consent’ form to an ‘assent’ form.

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).




	7  
	Ethics ref:  
	2026 FULL 25592

	 
	Title: 
	Isotretinoin treatment for Keratinising Desquamative Squamous Metaplasia

	 
	Principal Investigator: 
	Professor Stephen Robertson

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	14 May 2026



Professor Stephen Robertson 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 sought clarification as to who the “other study members” are and whether the PI is the participants GP. The Researcher advised that these are the clinicians involved in the patients care and confirmed that he is not treating these patients.

Summary of outstanding ethical issues

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

2. The Committee requested that the Data and Tissue Management Plan (DTMP) is updated to remove any information that is not relevant to this study, such as reference to samples going overseas, mandatory secondary uses and biomedical monitoring questionnaires. Additionally, please include the names of the laboratories. In section 7 please remove the parenthesis and clarify what will be identifiable. Please change data storage to 10 years.
3. The Committee noted that whilst a power calculation is not required for this pilot, some justification for how the number of participants has been determined is appropriate.

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

4. Please remove reference to samples and data going overseas.
5. Please state the number that the trial is registered under.
6. Please add to the exclusion criteria, anyone wishing to become pregnant during the study period.
7. Please strengthen the wording about not getting pregnant, as this is for safety reasons. Please also state that they should not impregnate their partner, whilst taking this medication.
8. On page 3 please clarify that any consent to follow up a child would not occur until after a child is born.
9. Please specify the dose.
10. Please align the PIS with the DTMP regarding the length of time samples will be stored for.
11. Please state that data will be stored for ten years.
12. Please ensure that the aims and objectives are described in line with the protocol. Additionally, please consider whether vital signs are required in the study visit table, as this is not listed in the protocol.
13. Please revise the statement “How effective isotretinoin is at treating and then suppressing FKDSM”, as this could imply that efficacy has already been established.
14. Please correct the page numbering.
15. Please put the first in human box at the beginning.
16. Please expand the information about the risk of suicidal thoughts and what should be done if a participant experiences this.
17. Please clarify who participants should inform if they wish to withdraw.
18. Please remove reference to Māori data as there will not be any Māori participants.
19. In the assessment section please describe what is involved in the biopsy.
20. Please clarify the role of the participants’ GP in this study.

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 Cordelia Thomas and Dr Andrea Furuya.
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	Ethics ref:  
	2026 FULL 25690

	 
	Title: 
	KT502-001: A Phase 1, Open-Label, First-in-Human Study to Investigate the Safety, Tolerability, Pharmacokinetic and Pharmacodynamic of KT502 by Subcutaneous Administration in Adult Participants with Rheumatoid Arthritis

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Kali Therapeutics, Inc

	 
	Clock Start Date: 
	14 May 2026



Dr Paul Hamilton, Charlene Botha, Dr Min Bao and Dr Joel Weinthal 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 this medication could have the potential to be broadly effective and queried why Rheumatoid Arthritis was selected for this study. The Researcher noted that this is because it is a phase 1 study, so establishing safety is appropriate in a group who have a mild to moderate condition, before moving into other conditions.
2. The Committee noted that the Sponsor is a US company but has offices in Australia and queried if this is the reason for conducting the study in Australia and New Zealand. The Sponsor noted that it is due to differing countries regulatory requirements. 
3. The Committee noted that in the submission form it had been answered that insurance is not ACC equivalent and not on a no-fault basis. The Researcher advised that this was an error.

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 noted that some of the statements in the advertising should be amended as currently they suggest benefit to participants. Additionally, please use imagery that is more representative of New Zealand.
5. The Committee queried whether the amount of the participant payments had been confirmed. The Researcher advised that this has not been agreed upon yet. The Committee requested that information be supplied once it is available.
6. The Committee suggested that in 8.4 of the Data and Tissue Management plan it state that optional future use of tissue is consented for. Additionally in paragraph 3 please remove the first 4 bullet points about organisational data governance and instead replace with relevant laws for this study.
7. The Committee stated that participants should be provided with a lay summary of results, rather than being referred to a website.
8. The Committee queried the restriction on coffee and chocolate. The Sponsor noted that this is possibly a carry over from the health volunteer study and can be removed. 

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

9. Please include simplified versions of the study schema 1a and 1b from the protocol, to assist with participant understanding.
10. Please state that the investigational product is a monoclonal antibody. 
11. Please remove the double up of information on page 4, paragraphs 1 and 3.
12. Please state what the medications treat, when listing medications that can be taken for side effects.
13. Please state which state and country the Sponsor is based in.
14. Please add an option to the consent form for participants to indicate if they would like to receive a lay summary of results. 
15. Please clarify what an SID number is.
16. Please make GP notification mandatory for this study.
17. Please simplify the statement regarding no direct benefits to participants.
18. Please state that karakia will not be available on tissue destruction
19. Please state that participants do not have to give a reason should they wish to withdraw.
20. Please clarify that HDEC approve the ethical aspects of the study.
21. Please move the first in human statement to the beginning in a box and made bold.
22. Please replace New Zealand Health Authority with Medsafe.
23. Please refrain from using the term treatment, as this is yet to be proven.
24. On pages 7 and 17 please rephrase to make statements less directive.
25. Please amend the statement on page 22 to clarify that participants have the right to request information held about them at any time.
26. Please revise the statement on page 8, which indicates that there are more questionnaires than there are.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	2026 FULL 25753

	 
	Title: 
	Precision Functional Mapping of the Human brain using Resting State functional Magnetic Resonance Imaging – Ketamine Validation Study Among Participants with Treatment-Resistant Social Anxiety Disorder (SAD) and/or Generalised Anxiety Disorder (GAD)

	 
	Principal Investigator: 
	Professor Bruce Russell

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	14 May 2026



Professor Bruce Russell, Paul Glue and Brydie Dumelow 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.

Ms Jessie Lenagh-Glue declared a conflict of interest and the Committee decided to exclude her from the discussion and decision for this application.

Summary of resolved ethical issues 

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

1. The Committee noted that this is a resubmission and acknowledged the work that has gone into addressing many of the previously identified issues.
2. The Committee queried the exclusion of Monoamine oxidase inhibitors and whether this will increase the risk of suicidality. The Researchers noted that this is due to a drug interaction risk and that these are very rarely prescribed in New Zealand.

Summary of outstanding ethical issues

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

3. The Committee requested that the letter to the GP and mental health provider be submitted for review and noted that this should query any drug abuse or drug seeking behaviour. Please submit as an amendment.
4. The Committee requested that the protocol specify the time frame in which questionnaires and scans will be reviewed.

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

5. Please replace ‘patient’ with ‘participant’.
6. Please make GP and mental health provider notification compulsory.
7. In the main PIS please state that participants need to be accompanied after dosing, as they are unable to drive, and including overnight.
8. Please expand the safety plan, utilise the information from the submission form.
9. Please clarify the restrictions around alcohol and recreational drugs.
10. Please refrain from using the term ‘treatment’.
11. Please state that participants should not use Ketamine outside of the study. 
12. Please state that the scans may cause claustrophobia. 

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	2026 FULL 25708

	 
	Title: 
	A Phase 1, Randomized, Double-blind, Placebo-Controlled, Multiple Ascending Dose Study to Assess the Pharmacokinetics, Pharmacodynamics, Safety, and Tolerability of GEn-1124 after Multiple Oral Dosing in Healthy Subjects

	 
	Principal Investigator: 
	Dr Chris Wynne

	 
	Sponsor: 
	GEn1E Lifesciences, Inc.

	 
	Clock Start Date: 
	14 May 2026



Dr Chris Wynne, Julia O’Sullivan and Samantha Nie 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 congratulated the Researchers on an excellent application.

Summary of outstanding ethical issues

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

2. The Committee requested consideration be given to including individuals with known G6PD deficiencies.

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

3. Please make the First in Human box a little bigger to stand out more.
4. On page 3 suggest using ‘comply with’ rather than ‘abide’.
5. On page 10 please include smoking and vaping as exclusions.
6. Please state how many participants per group. 

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).
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	Ethics ref:  
	2026 FULL 24874

	 
	Title: 
	A Phase 1/2 Clinical Study to Evaluate Safety, Tolerability, Biological Activity, and Initial Efficacy of Prime Editing (PM577) for the Treatment of Wilson Disease (WD) in Adult and Adolescent Participants with at Least One Allele Harboring the p.H1069Q or p.R778L Mutation in ATP7B.

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	Prime Medicine, Inc.

	 
	Clock Start Date: 
	14 May 2026



Professor Edward Gane, Julia O’Sullivan, Samantha Nie, Kayla Malate, Briana Deary, Mohammed Asmal, Meulasi Sandanayaka and Aleisha Glasson 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 thanked the Researchers for a very good application.
2. The Committee queried whether participants who receive the starting dose and who do not receive therapeutic benefit would be able to receive a subsequent dose. The Researchers advised that this is allowed for in the protocol, once an efficacious dose has been established.
3. The Committee queried why participants will not be informed if their mutation has been fixed. The Researchers explained that this is because the assay is still experimental.
4. The Committee queried whether pre-screening data would be sent to the Sponsor. The Researchers advised that the Sponsor would only be sent information required to secure a place on the study and this would not include lab results.

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 queried the approach to recruitment being through physicians and whether there is a place for advertisements. The Researchers noted they could advertise with the Wilson Disease group online, noting that advertising materials have been submitted.
6. The Committee requested that 9.3 of the Data and Tissue Management Plan is updated to include UK and Singapore.

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

7. Please make the first in human box bigger to stand out more.
8. On page 9 please include a warning that the questions could be triggering and point participants to the page number of the section containing the safety plan.
9. Please rephrase the wording to be clear that if an individual does not consent to the genetic testing, they will not be able to participate in the study.
10. Please provide explanation of the purpose of the pre and post treatment liver biopsies.
11. Please bold the section about the side effects related to copper deficiency.
12. Please change ‘force of nature’ to something more self-explanatory such as ‘severe weather event’.
13. Please provide an explanation about the purpose of Tanner staging.
14. On page 3 please replace "make sure" with something less definite.
15. On page 22 please explain what benefits are being referred to or remove reference to ‘loss of benefits’.
16. Please change the statement in the assent form, where it refers to ‘legal age’ regarding consent.
17. Please amend the statement that they won’t be informed whether their mutation has been fixed to explain that 
18. Please remove the statement that parents will be informed if a participant becomes pregnant.
19. Please amend the statement in the assent form and adolescent pre-screening form to say that the HDEC assess the ethical aspects of the study.
20. Please add a Māori cultural statement to the adolescent and child information sheets.
21. In the body of the pre-screening PIS, please state which state and country the Sponsor is based in.
22. Please use gender neutral language throughout.

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 Sandy Gill and Dr Andrea Furuya.


General business


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

	Meeting date:
	23 June 2026

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· Mr Russ Opland

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. Any other business
· The Committee thanked Jessie and Chris for their service to HDEC on this their last meeting.

The meeting closed at 4:57pm.
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