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	                  Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	14 April 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
	
	Break (30 mins)
	
	

	11:15am - 11:45am
	2026 FULL 25259
	Huakina-Opening Doors to Care: Understanding the wellbeing of older people and the role of kaiārahi (health navigators) in Wairoa District
	Dr Joanna Hikaka
	Dr Maree Kirk/  Dr Tristan Sames

	11:45am - 12:15pm
	
	Break (30 mins)
	
	

	12:15pm - 12:45 pm
	2026 FULL 25314
	NMX8-AID and Semaglutide in Young People with Type 1 Diabetes
	Professor Benjamin Wheeler
	Dr Alison Gordon / Dr Nicola Swain

	12:45pm - 13:15 pm
	2026 FULL 25413
	Early Screening for Cardiac Sarcoidosis (ESCaS Study) — Pilot Study
	Dr Nicola Edwards
	Prof Edwina Pio / Dr Geoff Noller

	
	
	Break (15 mins)
	
	

	13.30pm - 14:00 pm
	2026 FULL 24782
	AGENT DCB STANCE
	Dr Jithendra Somaratne
	Dr Nicolina Newcombe / Dr Tristan Sames

	14:00 pm - 14:30 pm
	2026 FULL 25460
	C*STEROID Follow-Up Study
	Dr Lisa Dawes
	Dr Maree Kirk / Dr Nicola Swain

	14:30pm - 15:00 pm
	2026 FULL 25563
	EPOCH: Eosinophil and Point-of-care FeNO-guided Care for T2-High Asthma
	Associate Professor Amy Chan
	Prof Edwina Pio / Dr Tristan Sames




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

	A/Prof Nicola Swain
	Non-lay Intervention/Observational studies)
	22/12/2021
	08/06/2030
	Present

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

	Ms Neta Tomokino	
	Lay (Consumer/Community perspectives)
	13/07/2022 
	14/09/2029 
	Apology

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

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

	[bookmark: _Hlk224033631]Dr Matthew Moore
	Non-Lay
	09/06/2025
	08/06/2028
	Apology

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

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





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

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

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 10 March 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25259

	 
	Title: 
	Huakina-Opening Doors to Care: Exploring wellbeing for older people and feasibility and acceptability of kaiārahi (health navigators) in supporting access to health and social services in Wairoa District

	 
	Principal Investigator: 
	Dr Joanna Hikaka 

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	02 April 2026



Dr Joanna Hikaka, Dr Ngaire Kerse and Renee Thompson 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 sought clarification on whether the study is exclusively Māori‑focused or includes other ethnic groups and whether English language proficiency is an inclusion criterion. The Researcher confirmed that participants from other ethnic groups were also included, and English language ability would be required for inclusion, noting that this would need to be reflected in the inclusion criteria as translation services are not planned for English and te reo Māori.
2. The Committee queried whether there is a plan for flyer distribution and how situations would be managed where letterboxes or doors indicate “no mail” or “no solicitation.” The Researcher advised that this has not yet been considered and would consult with community partners on an appropriate local approach.
3. The Committee requested that the protocol clearly specify the databases that would be accessed and the specific data fields to be collected, noting recent hospital requirements that such data access must be explicitly approved by an ethics committee to avoid the need for resubmission.
4. The Committee suggested that a safety plan for staff conducting home visits be appended to the protocol. 
5. The Committee requested an additional peer review, noting that while Health Research Council (HRC) review was usually sufficient, it was unclear whether the submitted protocol aligns with the funded protocol, in relation to feasibility, timeframes and power calculations.
6. The Committee requested clearer explanation in the protocol of how participant capacity would be assessed, including clear reference to the best interests test where applicable. 

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

7. The Committee requested clearer explanation of voluntary participation and withdrawal in door‑to‑door recruitment, noting the potential for perceived coercion, and sought clarity on the management of health information, including regional and national data, upon withdrawal. The Researcher advised that voluntariness would be communicated through opt‑out flyers and staff training. The recruitment approach had been developed with community input, with wider community communications planned prior to study commencement. The Committee requested this to be explained clearly in the PIS. 
8. Please provide clear explanation that the study comprises a research needs assessment with an optional research intervention component and that participation does not mean service access. 
9. Please ensure that the purpose and use of health data are transparently described to support participant understanding.
10. Please clearly describe the processes in place to manage participant distress, given the length and personal nature of the questionnaire.
11. Please include contact information for HDEC, advocacy and Māori participants.
12. Please provide clearer explanation of data linkage activities as it involved the use of clinical and national data, and clarification of how post‑feedback to the community would be conducted.

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 Tristan Sames.












	2  
	Ethics ref:  
	2026 FULL 25314

	 
	Title: 
	Evaluating the MiniMed™ NMX8-AID System in Combination with Semaglutide in Young People with Type 1 Diabetes

	 
	Principal Investigator: 
	Professor Benjamin Wheeler

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	02 April 2026



Professor Benjamin Wheeler was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee queried how pregnancy testing would be explained to younger participants aged 12–13 years. The Researcher advised that pregnancy testing is discussed in a straightforward and age‑appropriate manner, with the rationale explained in relation to drug safety. The Researcher added that discussions are kept proportionate and respectful, and that clear procedures are in place should a positive pregnancy test occur, although none have arisen to date.
2. The Committee sought clarification regarding communication of abnormal findings. The Researcher advised that abnormal results (e.g. blood test findings) would be communicated verbally and electronically, and relevant information would also be shared with the participant’s general practitioner.
3. The Committee suggested the use of online readability tools to support revision of participant materials to assess reading age and simplify language to improve accessibility of the Participant Information Sheet (PIS).

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 queried whether the study could be limited to adolescents who are able to consent for themselves. The Researcher advised that recruitment is expected to predominantly involve adolescents aged 14 and over, but the study does not exclude younger adolescents where there is interest, given the drug is licensed for use from age 12. The Committee requested that clearer and careful consent processes be applied for younger participants, and that assent forms be simplified to ensure they are age‑appropriate.
5. The Committee noted that use of a smartphone is required for the study system and that most participants already use smartphones for diabetes management. It was further noted that unwillingness to carry a smartphone would constitute an exclusion criterion. The Committee requested that this requirement be clearly addressed.
6. The Committee discussed the ethical considerations of providing six‑months of weight‑loss drugs to adolescents and then withdrawing it, including issues of equity, potential weight regains, and participant support. The Researcher advised that the drug would be administered at micro‑doses for safety and glucose management, and that funding constraints preclude ongoing provision. Participants may continue off‑label at their discretion as the drug is available in New Zealand. The Researcher added that the study population comprises adolescents with type 1 diabetes at the higher end of the normal weight range.  The Committee requested that the PIS clearly explain the potential and risk of excess weight loss in the study, and the purpose of the study to investigate weight loss drugs in type 1 diabetes management.


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

7. Please update the adolescent PIS/CF to improve readability for younger participants and simplify technical language and jargon, such as references to cloud‑based de-identified data platforms and regulatory agencies. 
8. Please provide information about how participants may have access to weight-loss medication post-study and the likelihood of weight regain if drug is discontinued.
9. Please specify a clearer timeframe for how long potential participants will be given to consider study participation, rather than using the term “enough time”.
10. Please provide clearer definition of references to weight loss and body mass index thresholds. 

Decision 

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

· 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). 













	3 
	Ethics ref:  
	2026 FULL 25413

	 
	Title: 
	Early Screening for Cardiac Sarcoidosis (ESCaS Study)

	 
	Principal Investigator: 
	Dr Nicola Edwards

	 
	Sponsor: 
	Auckland City Hospital Research Office

	 
	Clock Start Date: 
	02 April 2026



Dr Evelyn Lesiawan 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 suggested the use of online readability tools to support revision of participant materials to assess reading age and simplify language to improve accessibility of the Participant Information Sheet (PIS).

Summary of outstanding ethical issues

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

2. The Committee queried how potential participants would be identified. The Researcher advised that a member of the clinical care team would seek permission from patients to pass their details to the research team where consent would be obtained by the Researcher. The Committee requested that this recruitment process be clearly described in the protocol.
3. The Committee requested that the Data Management Plan (DMP) be reviewed to remove statements suggesting that participants relinquish rangatiratanga or control over their data upon consent as such statements are inappropriate. The DMP should clearly describe how data governance, control, access, and decision‑making would be managed, including Māori participants data, in a manner consistent with Māori data sovereignty principles and ethical standards (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.2).  

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

4. Please clearly describe in the PIS how participant wellbeing would be managed during blood sampling, including monitoring, provision of refreshments, follow‑up where clinically indicated, and processes for managing distress.
5. The Committee noted an inconsistency between the description of artificial intelligence (AI) in the submission form and the PIS. The Researcher clarified that AI is not being developed or trained for this study, but that established machine‑learning models are used. Please remove statements describing aspects of the study as “not AI”. Instead, the use of AI should be clearly described to avoid participant confusion.
6. Please clarify arrangements for karakia at the time of sample collection and, where applicable, destruction of sample, in consultation with appropriate Māori research advisors. 
7. Please clearly distinguish between reimbursement of expenses and koha, and reconsider whether the proposed koha appropriately acknowledges the time, procedures, and contribution required of participants.
8. Please describe the potential clinical benefits of participation, including the possibility of earlier diagnosis and subsequent clinical follow‑up where applicable. 

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 Geoff Noller and Professor Edwina Pio. 

























	4  
	Ethics ref:  
	2026 FULL 24782

	 
	Title: 
	AGENT Drug-Coated Balloon for Stent Avoidance in PCI for De Novo Coronary Artery Disease

	 
	Principal Investigator: 
	Dr Jithendra Somaratne

	 
	Sponsor: 
	Boston Scientific

	 
	Clock Start Date: 
	02 April 2026



Dr Jithendra Somaratne, Charissa Miller and Nicola Thomspon were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee noted that the Participant Information Sheet (PIS) was lengthy. The Researcher advised that, in addition to the full PIS, a simplified flyer will be provided to participants to support accessibility and understanding.
2. The Committee discussed participant recruitment and noted an apparent inconsistency regarding who would approach potential participants; the Researcher clarified that some research staff are clinicians and that the initial approach will be made by the clinical team.

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 Researcher please revise the ethnicity questionnaire, noting that the current instrument is not appropriate for the New Zealand context as it does not include Māori as an ethnicity option. The Committee requested that a New Zealand–specific ethnicity questionnaire be used, or alternatively that the Researcher ensure ethnicity data is appropriately and accurately collected at the study site, even if this is not achieved through a standardised study form.
4. The Committee requested that the Researcher please consider and address the differential impacts of the study on Māori and Pacific peoples, noting that further detail is required beyond what was provided in section C4 and C7 of the HDEC submission form. The Committee suggested that relevant incidence data be provided to HDEC. The Committee emphasised that the study being designed outside of Aotearoa New Zealand does not remove the obligation to consider how the research may benefit Māori and Pacific peoples when conducted within New Zealand. Please provide a response to this matter in the provisional approval cover letter. 
5. The Committee asked that the Researcher specify which Pacific health services teams are available and outline how these services may support Pacific participants during the study. Please provide a response to this matter in the provisional approval cover letter.
6. The Committee requested that the Researcher please clarify how taonga will be treated appropriately in practice. Please provide a response to this matter in the provisional approval cover letter. 
7. The Committee requested that the Researcher please ensure the accurate and culturally appropriate use of Māori concepts and te reo Māori terminology throughout the study materials. The Committee noted that whānau is distinct from the Western concept of “family” and should be used appropriately, including correct macron use. The Committee also requested that the spelling and usage of taonga be corrected and applied consistently.
8. The Committee noted for the Researcher’s awareness that the statement in the submission indicating no specific Māori data would be collected other than ethnicity did not align with Māori data sovereignty principles referenced elsewhere in the application. The Committee highlighted that Māori data includes any digital or digitisable information or knowledge that is about or from Māori people, including language, culture, resources, or environments. Please ensure that all data collected from Māori participants constitutes Māori data and is managed according to the National Ethical Standards for Health and Disability Research and Quality Improvement. 
9. The Committee requested that the Researcher please ensure clarity and consistency across all study documentation, particularly the Participant Information Sheet (PIS), regarding the availability of karakia. The Committee suggested that a karakia could be performed at LabPlus at the point where samples are split. 
10. The Committee requested that the Researcher please clarify whether people who require supported decision‑making are eligible to participate in the study. 
11. The Committee suggested that the Researcher consider providing an appropriate koha to participants to acknowledge the additional time and effort required for study participation, given that follow‑up visits exceed usual care.
12. The Committee asked that the Researcher specify a time frame for how long potential participants will be given to review the PIS and Informed Consent Form before deciding whether to participate

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 Tristan Sames and Dr Nicolina Newcombe. 


	5  
	Ethics ref:  
	2026 FULL 25460

	 
	Title: 
	Childhood Follow-Up of the C*STEROID Trial

	 
	Principal Investigator: 
	Dr Lisa Dawes 

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	02 April 2026



Luana De Giorgio 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 discussed the accessibility and format of study materials, including for neurodivergent participants, and sought assurance that appropriate support would be available if participants became anxious, as well as whether participant attention could be maintained during the 1.5–2 hour assessment period. The Researcher clarified that all assessments are delivered as online games rather than questionnaires, are visually illustrated, and include videos demonstrating tasks before participation. The Researcher also explained that families are asked what type of support a participant may need and that this support is enabled as required, and that the assessment includes scheduled breaks or can be split across more than one session where appropriate.
2. The Committee discussed the inclusion of teacher questionnaires and the educational context of the study, emphasising the importance of ensuring that language in the PIS reflects a strengths‑based, non‑deficit framing, and that findings are interpreted in context to avoid labelling. The Researcher explained that the teacher questionnaire uses neutral, structured questions, including comparisons aligned with curriculum expectations and with other children, and provides an open‑ended option for teachers to share additional contextual information about the child. 

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 protocol be updated to clearly state that the original participants have already provided consent to be contacted by the researchers at a later time. 
4. The Committee suggested that the Researcher consider providing a child‑friendly summary of participation and study findings to child participants, in an age‑appropriate and accessible format.

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

5. The Committee requested that the Researcher revise the assent form for 6–8‑year‑old participants to make it more child‑friendly, including consideration of using photos or pictures illustrating the study tasks. 

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).






























	6 
	Ethics ref:  
	2026 FULL 25563

	 
	Title: 
	EPOCH: Eosinophil and Point-of-care FeNO-guided Care for T2-High Asthma: A randomised controlled trial

	 
	Principal Investigator: 
	Associate Professor Amy Chan

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	02 April 2026



Associate Professor Amy Chan, Holly Wilson, Paige Lacy, Anneja Anderson and Donna Kielar 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 discussed the consent process for participants presenting with an acute asthma exacerbation. The Researcher explained that most participants will be pre‑consented, avoiding the need for decision‑making during the acute phase. For participants who are not pre‑consented, they may be provided with the Participant Information Sheet (PIS) at presentation but would not be randomised until a subsequent exacerbation. The Researcher noted that consent may occur at the appointment in slower‑paced clinic settings, where participants have sufficient time.

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 Management Plan (DMP) be updated to remove the statement indicating that data would be retained for 10 years after the youngest participant turns 16, as all participants in the study are aged 18 years or over.
3. The Committee requested the Researcher please ensure all study recruitment flyers include the relevant University logo and confirmation of HDEC approval.

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

4. The Committee requested that, for future research, where there is any potential for study data to be transferred overseas, this information be explicitly included in the Participant Information Sheet (PIS) and consent be collected via the Consent Form (CF). Please update the PIS/CF. 
5. Please ensure it is clearly identified which PIS/CF applies to each participant group, with documents clearly differentiated. 

Decision 

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

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









































General business

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

	Meeting date:
	Tuesday 12 May 2026

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· Dr Maree Kirk and Dr Nicola Swain

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

The Chair gave the closing karakia.

The meeting closed at 15:30pm. 
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