	
	                  Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	09 December 2025

	Zoom details:
	812 7953 3520





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:30am
	
	Committee Welcome
	
	

	10:30am-11:00am
	2025 FULL 24558
	MTX-GPC3-303: A Phase 1, Open-Label, First-in-Human, Dose Escalation Study of MT 303 in Adults with Advanced or Metastatic GPC3-Expressing Cancers (HDEC)
	Dr Mahendra Naidoo
	Dr Alison Gordon / Dr Sharon Kletchko

	11:00am-11:30am
	2025 FULL 24412
	Newborn screening for SCEH deficiency 
	Dr Isaac Bernhardt
	Dr Maree Kirk / Dr Sharon Kletchko

	11:30am-12:00pm
	2025 FULL 21465
	Improving outcomes of aortic valve replacement in children and young adults with rheumatic heart disease
	Dr Tyson Fricke
	Ms Neta Tomokino / Dr Geoff Noller

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

	12:30pm-1:00pm
	2025 FULL 24448
	 K9531-3103: Efficacy and Safety of KAI-9531 Administered Once Weekly in Participants Living with Obesity or Overweight with Weight-Related Comorbidities Who Do Not  Have Diabetes.
	Dr. Claire Thurlow
	Dr Alison Gordon / Dr Matthew Moore

	1:00pm-1:30pm
	2025 FULL 23511
	What can liver biopsies taken at time of diagnosis of biliary atresia tell us about why children develop the disease, and can they predict long-term outcomes?
	Dr Helen Evans
	Dr Lyn Murphy / Dr Geoff Noller

	1:30pm-2:00pm
	2025 FULL 23786
	Acceptability of same day HPV testing and colposcopy
	Dr Helen Paterson
	Ms Neta Tomokino / Dr Nicola Swain

	2:00pm-2:30pm
	2025 FULL 22881
	Australia-New Zealand gait analysis databank. 
	Mrs Christiana Barker
	Dr Nicolina Newcombe / Dr Matthew Moore

	2:30pm-2:45pm
	
	Break (15 mins)
	
	

	2:45pm-3:15pm
	2025 FULL 24149
	SKYWALKER study to evaluate the use of continuous glucose monitoring in youth with type 2 diabetes
	A/Prof Ryan Paul
	Dr Maree Kirk / Dr Nicola Swain

	3:15pm-3:45pm
	2025 FULL 21518
	ICG lymphography and OCT imaging of the lymphatic system
	Dr Hayley Reynolds
	Professor Edwina Pio / Dr Geoff Noller

	3:45pm-4:15pm
	2025 FULL 24545
	DTX-818-101: A Phase 1 Trial of DT-818
	Dr Paul Hamilton
	Dr Lyn Murphy / Dr Matthew Moore


 
	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	[bookmark: _Hlk216870067]Dr Tristan Sames
	Non-lay 
	09/06/2025
	08/06/2028
	Apology

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

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

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

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

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

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

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

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

	[bookmark: _Hlk216870096]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 Dr Tristan Sames. 

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 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.

An observer was present and welcomed by the Chair.

Confirmation of previous minutes

The minutes of the meeting of 11 November 2025 were confirmed.








New applications 


	[bookmark: _Hlk216165827]1  
	Ethics ref:  
	2025 FULL 24558

	 
	Title: 
	A Phase 1, Open-Label, First-in-Human, Dose Escalation Study to Investigate the Safety, Pharmacokinetics, Pharmacodynamics and Preliminary Efficacy of MT 303 in Adults with Advanced or Metastatic GPC3-Expressing Cancers, including Hepatocellular Carcinoma

	 
	Principal Investigator: 
	Dr Mahendra Naidoo

	 
	Sponsor: 
	CREATE Medicines

	 
	Clock Start Date: 
	27 November 2025



Dr Mahendra Naidoo, Julia O’Sullivan, Kayla Malate, Samantha Nie, Dr Christian Schwabe and Oliver Wood 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 Māori consultation has been undertaken yet. The Researchers advised that this is undertaken in parallel to HDEC review and will be completed prior to the study commencing.
2. The Committee queried the rationale for choosing Hepatocellular Carcinoma (HCC) as the disease setting for this research. The Researcher advised that getting treatment through the tumour microenvironment is part of the challenge for treating solid tumours and that the HCC setting is a particularly good example of this. Furthermore, the incidence of HCC is increasing, with only a thirty percent response rate to treatment, so it is important to investigate alternative treatment options.
3. The Committee queried whether the full forty-two-day screening period will be required for all participants. The Researcher explained that much of the required testing will be carried out as part of the standard new diagnosis process, so the screening period will often be shortened.
4. The Committee queried how many 21-day cycles are involved in this study. The Researchers advised that these cycles will be indefinite but for at least two and a half years.
5. The Committee queried having a history of Hepatitis C as an exclusion criterion. The Researcher noted that these individuals would be eligible to participate in the trial, if it has been treated.

Summary of outstanding ethical issues

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

6. The Committee noted that the PIS is very long and requested a summary be created for participants.
7. The Committee queried the prohibition of certain items and related bag searches for participants staying on site. The Researchers noted that this is an FDA requirement for participant safety and can provide this explanation in the PIS.
8. The Committee requested that consideration is given to providing participants with a koha.
9. The Committee requested that consideration be given to the diary being made more visually appealing.

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

10. On page 4 under eligibility criteria, it states you cannot take part if you have had a positive Covid test within 7 days prior to dosing or had a Covid vaccine within 6 weeks prior to dosing.  Please clarify, as per the Protocol, which says this is only prior to first administration. 
11. Please clarify that the 21-day cycles may continue indefinitely.
12. Please consider including a visual timeline of the four phases.
13. Please clarify the exclusion criteria, as currently it reads as though individuals with a history of Hepatitis C would be excluded.

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).
















	2  
	Ethics ref:  
	2025 FULL 24412

	 
	Title: 
	Short-chain enoyl-coA hydratase deficiency in Māori and Pacific populations; clinical, biochemical and genetic evaluation of a candidate disorder for newborn screening

	 
	Principal Investigator: 
	Dr Isaac Bernhardt

	 
	Sponsor: 
	Liggins Institute

	 
	Clock Start Date: 
	27 November 2025



Dr Isaac Bernhardt and Dr Ben Albert 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 requested a diagram be added to the protocol and PISs which illustrates the different stages of the study and how they feed into the final stage. 
2. The Committee requested consideration be given to providing children a small koha/gift to acknowledge their participation. 

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

3. Please make it clear that this study is to establish a way to test for this condition and is not a current diagnostic test.
4. In the Newborn PIS in the “What does participation involve?” section explain that At-risk babies have an extra blood spot taken at the same time as clinical testing for research only, which is completely optional, and that declining will not affect newborn screening, ECHS1 testing, or access to specialist care.
5. Please state that the study may not directly benefit the child but may aide in the development of a future diagnostic tool.
6. Please rename the affected child PIS to be clear it is for parents of affected children, rather than an assent form.
7. Please carry over information from the Data and Tissue Management Plan, so participants and/or their parents are aware of what type of data or tissue will be stored, where abouts, for how long and who may have access to it.
8. Please consider using something other than a smiley face in the assent form, as this might bias the child.
9. Please include a statement about future use of data if a participant withdraws from the study.

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).











































	3  
	Ethics ref:  
	2025 FULL 21465

	 
	Title: 
	Improving outcomes of aortic valve replacement in children and young adults with rheumatic heart disease

	 
	Principal Investigator: 
	Dr Tyson Frickle

	 
	Sponsor: 
	Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	27 November 2025



Dr Fiona Doig 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 about where participants would be recruited from, if this would only be Starship and whether patients from Counties Manukau and other areas outside of Starship would be included. The Researcher advised that potential participants would be identified by multi-disciplinary teams at Starship and Auckland City Hospital which are the only cardiac surgery centres that children presenting to Middlemore, Waitakere or Waitemata North Shore hospitals would be referred to.
2. The Committee queried the Researchers’ responses in the submission regarding supporting disability access. The Researcher advised that they do not anticipate having participants with additional disabilities, noting that participants will require a certain level of physical health to be suitable for surgery, further noting that participants will likely need some level of support post-surgery, with some participants requiring support pre-surgery and that this will be available.
3. The Committee noted for future reference, in the submission form, rather than referring to cultural barriers, other terminology should be used to avoid negative connotations. 

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 one of the peer review suggestions was having a 5 year follow up period rather than one year and asked if this has been considered. The Researcher advised that they may do a longer follow up and will assess this at potentially the 2-year mark of the study. The Committee suggested that this information be included in the protocol.
5. The Committee noted the comment that young children may find it difficult to stay still during the MRI. The Researcher advised that they do not anticipate having any participants that would be very young and struggle to stay still for the MRI. The Committee suggested having a lower age limit in the inclusion/exclusion criteria to ensure this.
6. Please check that information is aligned across the documentation. 
7. Please add page numbers to the Protocol.
8. The Committee noted that the funding currently provided is quite low for the number of participants and the length of the study.
9. The Committee queried whether there is an intention to follow the peer review suggestion for the Researchers to undertake Pasifika cultural competency training. The Researcher advised that they intend to undertake this training along with the Research nurse.
10. Please add to the Protocol how distress, fatigue or procedure refusal will be managed. Additionally include information about the consent process. 
11. The Committee noted that the phone number provided goes to an un-named voice message. The Researcher noted that they intend to have a study phone and study nurse to act as a specific contact once the study is set up.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
12. Please review the formatting as currently there appear to be blank pages. 
13. Please state the number of pages.
14. Please add inclusion and exclusion criteria.
15. Please remove reference to teaspoons of blood, instead use ml’s.
16. Please clarify risks related to radiation for children. Include this in the risk section.
17. Please start the benefits sections by stating that there are no direct benefits to the participant.
18. On page 3 please review the language, as it swaps between referring to ‘you’ and ‘they’.
19. Please clarify which Doctors and Nurses will have access to participants information.
20. Please state what the koha will be.
21. Please clarify which costs will be reimbursed.
22. Please remove all yes / no tick boxes from the consent form, unless they are truly optional.
23. Please include a table of visits.
24. Please use a readability calculator such as the Flesch Kincaid calculator, to improve readability of the assent forms. Please also include some visuals.
25. Please clarify future use of samples, this is currently ambiguous.

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 Neta Tomokino and Dr Geoff Noller.
	4  
	Ethics ref:  
	2025 FULL 24448

	 
	Title: 
	K9531-3103: A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of KAI-9531 Administered Once Weekly in Participants Living with Obesity or Overweight with Weight-Related Comorbidities Who Do Not Have Diabetes

	 
	Principal Investigator: 
	Dr Claire Thurlow

	 
	Sponsor: 
	Kailera Therapeutics, Inc.

	 
	Clock Start Date: 
	27 November 2025



Dr Claire Thurlow, Charlene Botha and Dr Marianne Camargo were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried the recruitment process. The Researcher advised that potential participants will self-refer from advertising and written consent will be obtained prior to accessing medical records for pre-screening.
2. The Committee noted that no Pasifika consultation is intended and Māori consultation will only be undertaken as part of locality and given that this is an international protocol, it seems unlikely that this will have any meaningful impact.
3. The Committee noted that in the submission the response about considerations for people with disabilities did not address the potential for difficulty with self-injection. The Researcher advised that the site staff could inject the participant should this be an issue, noting that the site would also provide transportation.
4. The Committee noted for future reference that in the submission response, it states that no groups will be stigmatized. However, this appears to have been answered from a cultural perspective, noting that consideration should be given to the stigmatization of people with obesity. 
5. The Committee noted the use of quality-of-life questionnaires and queried how participants would access mental health services if required. The Researchers advised that study clinicians would provide appropriate local referrals based on the level of distress, noting that participants would be given a card with a twenty four hour site contact number.
6. The Committee noted for future reference to please ensure that documentation is uploaded under the correct heading, noting that there were many documents uploaded as “other” making it difficult to identify materials for review. 

Summary of outstanding ethical issues

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

7. The Committee noted that there is mention of access to an open-label extension. The Sponsor advised that this protocol has not been written yet. The Committee noted that this can be submitted as an amendment.
8. The Committee noted that only a poster has been submitted for advertising and queried whether any other advertising materials will be used. The Researchers advised that further advertising materials will be submitted via amendment, prior to use.
9. The Committee requested justification for storing samples for future research for a period of twenty-five years.

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

10. Please state in which country the coded data will be stored.
11. Please state the amount of the stipend and clarify when this will be paid.
12. Please change “may be” to “will be” reimbursed for costs associated with the study.
13. Please ensure that information related to data privacy is consistent with the Privacy Act, as currently the language used is Americanised. 
14. On page 22 please remove references to AI, as this is not applicable to this study.
15. Please update the placeholder for karakia.
16. Please add a separate option on the consent form, for participants to consent to use of frozen blood for future research.
17. Please rephrase the statement “If you cannot follow these restrictions, you should not be in this research study “.
18. Please consider including a visual timeline.

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 Alison Gordon and Dr Matthew Moore.









	5  
	Ethics ref:  
	2025 FULL 23511

	 
	Title: 
	Characterisation of immune and fibrosis markers in liver biopsies and explants of New Zealand children with biliary atresia

	 
	Principal Investigator: 
	Dr Helen Evans

	 
	Sponsor: 
	Te Toka Tumai Auckland

	 
	Clock Start Date: 
	27 November 2025



Dr Helen Evans 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 the incidence in Asian babies and whether any Asian people had been involved in consultation. The Researcher advised that some Asian people attended the hui and the incidence in Southeast Asian babies is the same as in Pasifika babies. Noting that no data is available from India or China.

Summary of outstanding ethical issues

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

2. The Committee requested a statement be added to the protocol to explain what action would be taken if a family member were to see the published results and raise a query.

3. The Committee requested that the protocol and Data Management Plan include information about the dissemination of findings to specific interest groups.

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 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).




	6  
	Ethics ref:  
	2025 FULL 23786

	 
	Title: 
	Acceptability of mobile point of care hrHPV testing and same day colposcopy: A pilot study

	 
	Principal Investigator: 
	Dr Helen Paterson

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	27 November 2025



Dr Helen Paterson 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 the involvement of the summer intern. The Researcher advised that one will be doing a literature review, and another will be supporting the recruitment and consenting.
2. The Committee noted that a survey for health practitioners had not been provided. The Researcher apologised for the confusion noting that they were referring to gathering ongoing information from participants health practitioners. Noting that if they obtain funding to do a qualitative arm of the study this would be submitted as an amendment.
3. The Committee queried at what point consent will be obtained. The Researcher advised that a member of the research team will approach people to discuss the study and obtain their consent prior to getting on the bus. Once on the bus, clinical consent will be obtained for the standard of care aspects. Noting that individuals can decline at any stage.
4. The Committee queried whether the Researcher intends to advise people who decline to participate of the current six-month waiting period for a colposcopy. The Researcher advised that they do not intend to share this information unless specifically asked, noting that it will be important that any information they provide is accurate and that wait times can vary depending on the risk of the individuals’ results.
5. The Committee noted that the test results take an hour and questioned whether people will still be in the vicinity if they require a colposcopy. The Researcher advised that this is part of the study question, to determine whether this approach is feasible.
6. The Committee queried the rationale for the ethnicity categories being used, not being the standard Statistics New Zealand categories. The Researcher advised that they have aligned with the ethnicity categories that Cervical Screening New Zealand use.

Summary of outstanding ethical issues

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

7. The Committee noted that Te Whatu Ora should be a locality.
8. The Committee noted that any advertising material or study brochures will need to be submitted as an amendment for review.
9. Please add more detail to the data analysis section of the protocol.
10. Please amend the duration of the study in the protocol. 
11. The Committee requested that if funding allows, consideration be given to providing koha.

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

12. Please add a phone number for Māori cultural support.
13. Please state the length of the document on the first page.
14. Please specify what health data will be collected.
15. Please state that the study involves a survey via REDCap which will be conducted on site.
16. Please add a tick box to the consent form to indicate if they consent to their data being included in anonymised data for future research.
17. Please include the “patient centred package of care”.
18. Please include information about how abnormal findings will be managed.

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:  
	2025 FULL 22881

	 
	Title: 
	Clinical motion analysis databank

	 
	Principal Investigator: 
	Mrs Christiana Barker

	 
	Sponsor: 
	Griffith University and Children's Health Queensland Hospital and Health Service

	 
	Clock Start Date: 
	27 November 2025



Laura Mackay 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 the involvement of AUT. The Researcher advised that this is where the gait lab is located.
2. The Committee noted that the Databank will not be collecting ethnicity data, however Starship will collect ethnicity data for New Zealand.
3. The Researcher queried whether using an opt-out consent model would be appropriate for this study. The Committee advised that this is inconsistent with New Zealand law, specifically right 7(1) of the Code of Health and Disability Services Consumers' Rights 1996.

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 stated that whilst they are comfortable with the prospective aspects of the study, the request for a waiver of consent has not been sufficiently justified currently in accordance with the NEAC standards 7.47 and 7.48.
5. The Committee raised concerns about the application having an Australian bias and specifically queried whether any New Zealanders were included in the Community Focus Group and noted that the data governance board does not include any Māori representation. Noting that as the protocol is written from an Australian perspective it would be appropriate to have a New Zealand specific appendix.
6. The Committee recommend consultation is undertaken with appropriate interest and cultural groups in New Zealand, to understand their views about retrospective data being collected under a waiver of consent.
7. The Committee noted that governance needs to be strengthened from a New Zealand perspective with respect to the standards for data banks 7.57, 12.15, 12.40-12.44.
8. The Committee noted that as gait data is being stored outside a health agency, the new Biometric Processing Privacy Code 2025 may apply, and the Researchers will need to ensure that they have investigated this and are complying with relevant requirements.
9. The Committee noted that participants who turn sixteen should be re-consented.
10. The Committee requested an independent peer review

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

11. Please consider changing “walking problems” to challenges or difficulties
12. Please remove information from the PIS and assent forms that relates to standard of care, rather than this study.
13. The guardian consent form is currently written as though they are consenting for themselves rather than their child, please amend.
14. Stating that involvement is voluntary is not quite accurate if retrospective health information may have already been included in the registry under a waiver, please rephrase.
15. Please consistently refer to “you”, rather than “the participant”.
16. Please amend the statement that the form has been read in the participants first language, as many participants will understand English well enough to consent, without it being their first language.
17. Please include the Pacific Planned Care team contact information.
18. Please use different, age-appropriate visuals for the older and younger child assent forms.

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 Nicolina Newcombe and Dr Matthew Moore.











	8  
	Ethics ref:  
	2025 FULL 24149

	 
	Title: 
	Surveillance of Kids and Youth With Automated continuous glucose monitoring KnowLedge for Early Response: The SKYWALKER study

	 
	Principal Investigator: 
	Associate Professor Ryan Paul

	 
	Sponsor: 
	Dexcom International Ltd

	 
	Clock Start Date: 
	27 November 2025



Associate Professor Ryan Paul 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 the lack of a holistic approach including home, school, community, as well as diet and exercise, health and fitness. The Researcher advised that this study is only looking at the addition of continuous glucose monitoring (CGM), noting that many of the factors the Committee mentioned are covered in participants existing care.
2. The Committee queried the process for reviewing the quality-of-life questionnaires. The Researcher advised that these will be reviewed by a clinician on the day and will involve a psychologist if necessary, noting that mental-health care is already considered as part of diabetes management.
3. The Committee queried payments being made for enrolling participants. The Researcher advised that this is a different model for funding the research, rather than giving funding up front and potentially struggling to recruit at some sites, the site is paid for the number of participants enrolled enabling them to pay a research nurse to input the data.
4. The Committee noted that participants under sixteen may be able to provide their own consent under the principle of Gillick competency.

Summary of outstanding ethical issues

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

5. The Committee noted that there could be perceived pressure to join the study, as individuals are approached when they have just been diagnosed. The Researcher advised that consent could occur within a twelve-week period and does not have to take place at the first meeting. Noting that they are investigating a potential change to standard of care beginning from diagnosis, hence the early approach. The Committee would like this clearly articulated across the study documentation.
6. The Committee requested the sponsor consider providing participants with ongoing CGM access on compassionate grounds.
7. The Committee asked if the blood pressure monitoring device, which is otherwise not available in New Zealand, would be useful to be gifted to participants.
8. The Committee noted that Te Whatu Ora should provide locality approval.
9. The Committee requested that independent advice is sought whether this study is sponsored or investigator led. The Committee queried whether this will be covered by ACC, as in the submission form, it has been answered that the study is commercially sponsored and Dexcom have been named as Sponsor in the application. Noting that ACC consider a study as commercial if funding is being provided by a company who also receive the data. If a decision is made that this is a commercial study, evidence of ACC equivalent insurance should be uploaded.
10. The Committee suggested considering opening the qualitative aspect of the study up to all ages.
11. The Committee noted inconsistencies between the submission form and the Protocol about the participating age group, please align as appropriate.

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

12. Please review to ensure that language is lay friendly.
13. On page 2 points 1. and 2., it is not clear what the intervention group are doing, please clarify.
14. CGM is described as potentially reducing “daily management burden” in the benefit section and participants will receive free CGM devices, however it should be clear that this may only be a temporary benefit if participants are not able to self-fund once the study concludes.
15. Please reflect information about future use of data and data linking from 8.5 and 8.7 of the Data Management Plan in the PIS. 
16. Please include advice that the questionnaires will be reviewed and that participants may be referred to a psychologist if indicated.
17. Please make figure 1 larger and clearer.
18. Please include a visual of the timeline of visits.
19. Please state the gift voucher is given as a thank you, rather than a payment.
20. Please use bruise, rather than black and blue marks.
21. Please use participant rather than patient as this is research. 
22. Please clarify what will be covered in terms of reimbursement for travel.
23. Please make information about pregnancy risks specific to the study, rather than standard of care.
24. Please update the contact phone number for HDEC to 0800 400 569 (Ministry of Health general enquiries).
25. Please ensure the correct ACC or sponsor insurance information is included as determined appropriate.
26. Dexcom’s role in the study needs to be stated early on.
27. Please clearly state the total duration of study participation.
28. Please include visuals of the devices in the assent forms.
29. Please consider separate consent forms for caregivers versus participants, otherwise amend wording to “I / my child”.

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 Maree Kirk and Dr Nicola Swain.
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	Ethics ref:  
	2025 FULL 21518

	 
	Title: 
	Indocyanine green (ICG) lymphography and optical coherence tomography (OCT) imaging of the lymphatic system

	 
	Principal Investigator: 
	Dr Hayley Reynolds

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	27 November 2025



Dr Hayley Reynolds, Marco Bonesi and Raymon Velivolu 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 whether any Pasifika engagement has been undertaken and whether incidence of lymphoedema is known. The Researcher noted that this has not been undertaken at this stage, noting that there is not good incidence information available in New Zealand, however it is believed to be higher in Māori and Pasifika populations. The Committee recommended that if Pasifika are likely to have a higher incidence, then it would be appropriate to undertake consultation in this group.
2. The Committee requested giving consideration to increasing the koha.
3. The Committee suggested seeking a second peer review to account for the two aspects of the study.

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

4. Please provide further information about the kaupapa Māori approach to this study.
5. Please state the timeframe for participants to receive results information.
6. Please clarify what is meant by ‘adequate time’ to consider the material.

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:  
	2025 FULL 24545

	 
	Title: 
	DTX-818-101: A Phase 1, Open-Label Trial to Assess the Safety and Pharmacokinetics of Multiple Ascending Doses of DT-818 in Healthy Volunteers and Participants With Myotonic Dystrophy Type 1

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Design Therapeutics, Inc.

	 
	Clock Start Date: 
	27 November 2025



Dr Paul Hamilton, Charlene Botha and Chris Storsgard 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 samples stored for future use would be stored as coded or anonymised. The Researcher advised that these would be anonymised.
2. The Committee queried whether participants receive any payments during the study and whether they will receive payment if they do not complete the entire study. The Researchers advised that they would be paid for the number of visits completed and that there are payments at different time points during the study.
3. The Committee queried how participants will be recruited. The Researcher advised that they will be identifying potential participants from a database of individuals who have consented to be approached about clinical trials.
4. The Committee queried whether participants will already have had genetic screening as part of their diagnosis and whether it will need to be repeated. The Sponsor advised that this is optional as many participants will already have had genetic testing, however the Sponsor would like to repeat it with participants consent, to gain information about the repeat length.

Summary of outstanding ethical issues

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

5. The Committee noted that it is stated that insurance is not ACC equivalent, which is inconsistent with New Zealand requirements and requested that this is addressed.
6. The Committee queried whether there would be a koha in addition to costs and how much this would be. The Researchers advised that there will be a koha, but the amount has not yet been finalised. The Committee also requested that reimbursement for costs be made as they are accrued, rather than participants having to bear the costs until the next payment.
7. The Committee noted that in the submission it was stated that the incidence of Myotonic Dystrophy in Māori is not known, however they were able to find this information easily and request that more consideration is given to cultural consultation earlier in the planning and development phase of the study.
8. The Committee noted some inconsistencies between information in the submission form and documentation. If the information in the submission form is correct, then the documentation should be amended as necessary. 

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

9. Please provide some scope for the type of future research that could occur, noting that this may occur overseas and be subject to overseas ethical standards.
10. Please state which laboratories will be used.
11. Please state that once samples/data are anonymised or included in completed analyses, it will no longer be possible to remove them.
12. Please include a picture of a cannula.
13. Please state the total number of pages on the first page.
14. Please have a summary at the start. 

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 Lyn Murphy and Dr Matthew Moore.

General business

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

	Meeting date:
	10 February 2026

	Zoom details:
	To be determined



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

3. Any other business

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

The meeting closed at 4:02pm.
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