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	                  Minutes





	Committee:
	STH Health and Disability Ethics Committee

	Meeting date:
	9 June 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 - 11:45am
	2026 FULL 25092
	The Christchurch Health and Development Study - 50 Year Follow-up
	Professor Joseph Boden
	Edwina / Nicola

	11:15am - 11:45am
	2026 FULL 25629
	Kidney Kiwis : Growing healthier kidneys for Kiwi kids
	Dr Jamie Harvey
	Maree / Geoff

	11:45am - 12:15pm
	2026 FULL 25814
	An Open Label Extension of SKY-0515 in Participants with Huntington’s Disease who Completed a Prior SKY-0515 Treatment Study
	Professor Tim Anderson
	Neta / Matthew

	12:15pm - 12:45pm
	2026 FULL 25412
	YL211-INT-101-01/XO45990: A Study of RO7806767 as Single Agent and in Combination with Pembrolizumab in Participants with Advanced Solid Tumours
	Dr Anthony Rahman
	Lyn / Geoff

	12:45pm - 1:45pm
	
	Break (60 minutes)
	
	

	1:45pm - 2:15pm
	2026 FULL 25933
	KER-065-B201: A Study Evaluating the Safety and Efficacy of KER-065 in Participants with Duchenne Muscular Dystrophy
	Dr Gina O'Grady
	Neta / Nicola

	2:15pm - 2:45pm
	2026 FULL 25068
	ROSALIE (BCT 2501/OCOG-2022)
	Dr Dorothy Lombe
	Edwina / Geoff

	2:45pm - 3:15pm
	2026 FULL 25764
	Nutrition care pathway for bowel cancer surgery patients
	Dr. Hwei Min Ng
	Maree / Nicola

	3:15pm - 3:45pm
	2026 FULL 25282
	ElectroPulseTM Pulsed Field Ablation System to Treat Atrial Fibrillation (ELECTROPULSE AF)
	Professor Martin Stiles
	Lyn / Matthew


 

	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies  

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

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

	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 
	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

	[bookmark: _Hlk231805358]Dr Alison Gordon
	Lay
	15/09/2025 
	14/09/2028
	Apology

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




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

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 12 May 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25092

	 
	Title: 
	The Christchurch Health and Development Study: Age 50 assessment

	 
	Principal Investigator: 
	Professor Joseph Boden

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	28 May 2026



Professor Joseph Boden and Toni Pitcher 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.

Dr Nicola Swain and Dr Geoff Noller declared a potential conflict of interest, the Committee decided that both members could continue with the discussion and decision of the application.

Summary of resolved ethical issues 

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

1. The Researchers confirmed that any disclosures of illegal behaviour by participants will remain confidential and would only be disclosed if there is a clear threat to someone’s safety. Additionally, they clarified that questions on sensitive topics are structured to avoid triggering any mandatory reporting requirements to keeping the study observational in nature.

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 questionnaire materials be updated to reflect the correct participant age of 50.
3. The Committee requested that the statement indicating that no automated decision-making processes would be used be reframed to reflect uncertainty, given the rapidly evolving nature of AI. This should be provided in both the Protocol and the Participant Information Sheet.

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

4. Please include a specified timeframe for communicating any abnormal findings to participants in the PIS.
5. Please clarify in the PIS that the mental health assessments will not result in any diagnosis.
6. Please include statements regarding Māori data sovereignty and cultural considerations in the PIS.
7. Please include the option for a Māori interviewer in the PIS.
8. Please add a statement to the PIS outlining the limits to confidentiality, including that any serious risk of harm to a participant or others must be disclosed, as required by law.

The Committee noted that the questionnaires, PIS/CF, and any other changes be updated and submitted as an amendment before interviews begin.

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:  
	2026 FULL 25629

	 
	Title: 
	Surgical Paediatric Uropathy Congenital Outcomes Registry - SPUCOR

	 
	Principal Investigator: 
	Dr Jamie Harvey

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	28 May 2026



Dr Jamie Harvey 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 Researchers clarified the rationale for their requested retrospective waiver of consent covering 20 years of patient data, explaining that contacting individuals from such an extended would be impractical and that the analysis presents minimal risk to participants.
2. The Researchers explained that the only information collected after the age of 16 would be participant enrolment in a different registry, for which the other registry has their own consent processes.
3. The Researchers explained that integrating the registry into routine clinical practice, with data collection aligned to standard clinical datapoints, low patient volume, and automated data capture were considered when setting up this registry to ensure minimal costs and ongoing viability for the long-term sustainability of the registry.
4. The Researchers explained that any clinically significant findings arising from the registry data will be promptly communicated to the appropriate clinical team members, and to the department head if those primary contacts are unavailable, to ensure participants receive necessary medical follow-up.

Summary of outstanding ethical issues

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

5. The Committee requested measures to improve transparency around the use of retrospective patient data in the registry, as families may not be aware that their or their children’s past health information will be included. The Committee requested that the process for notification to inform the community about the creation of the new registry be provided.
6. The Committee requested that the Protocol include a description of the process for contacting participants when they become 16. This should explain how many attempts will be made to make contact.
7. The Committee requested engagement with Pacific communities to ensure cultural perspectives are appropriately addressed. The Committee noted that pacific consultation was being considered further into the study and highlighted that Te Toka Tumai and the pacific health team would be available to begin the process of engagement with pacific consultation. Confirmation of planned consultation was requested by the Committee.
8. The Committee requested that the researchers consider the option of opt in consent for some of the participant population, noting the Researcher had considered whether families with language or communication barriers will be given in-person explanations, with interpreter support as needed, during clinic visits.

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

9. Please clarify in the PIS and CF the process for obtaining consent from participants once they reach 16 years of age, including specifying the number of attempts that will be made to contact them for consent at that time and what will happen if no response is received
10. Please update the PIS to explain how participants can access any significant personal health findings identified by the registry, for example, through their general practitioner.

Decision

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

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

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



	3 
	Ethics ref:  
	2026 FULL 25814

	 
	Title: 
	An Open Label Extension of SKY-0515 in Participants with Huntington’s Disease who Completed a Prior SKY-0515 Treatment Study

	 
	Principal Investigator: 
	Dr Tim Anderson

	 
	Sponsor: 
	Skyhawk Therapeutics, Inc.

	 
	Clock Start Date: 
	28 May 2026



Laura Paermentier 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 Researchers clarified that Māori consultation has been conducted at each study site, with a Māori researcher reviewing all study documents. The Māori advisor’s input is incorporated to ensure that Māori perspectives and data/tissue sovereignty are appropriately addressed in the study.
2. The Researchers clarified that participants will continue to receive the investigational product in an open-label capacity until it becomes commercially available.
3. The Committee noted that application currently states that “any therapy that slows disease progression will benefit any patient, regardless of their ethnicity.” Unequal access to healthcare can affect how different ethnic groups benefit from medicines. Future submissions should be reworded to acknowledge disparities and to avoid implying all patients benefit equally regardless of ethnicity.
4. The Researcher clarified that the international ‘Race’ data is requested by the sponsor and that they do not request ‘ethnicity’ data in line with New Zealand expectations. However, ethnicity data is collected.
5. The Researchers confirmed that participants withdraw from the study and opt to have their stored samples destroyed if they do withdraw from the study. The Researchers explained that a participant who withdraws their samples can remain in the study and will not lose access to the investigational treatment.
6. The Committee noted that consent for Specified Future Research should be presented as optional but may remain on the main study consent form. However, any future unspecified genetic research on participants’ samples should be made optional and consented to on a separate Future Unspecified Research form.

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 requested an explanation and consideration of Pacific community engagement. The explanation that Pacific peoples were not consulted because Huntington’s disease is rarely observed in Pacific populations in addition to the known participant population from the parent study not including any pacific people was noted by the Committee however, the Committee requested that the researchers revise the PIS to acknowledge the current lack of known Pacific people with Huntington’s, and within this study, while also acknowledging the potential for Pacific communities to be affected in the future.
8. The Committee requested documentation be provided that specifically explain:
a. What specific Māori consultation informed the development of the New Zealand participant-facing documents and Data Management Plan.
b. What is meant by pacific consultation is “not required by the institutions”
c. How have the Researchers distinguished institutional requirements from HDEC ethical expectations in Aotearoa New Zealand.
d. If the absence of Pacific participants in the parent study reflect true rarity, or could it reflect underdiagnosis, stigma, referral patterns, or barriers to specialist services and research participation.
e. If the researchers would consider seeking Pacific advice before study commencement, even if Pacific peoples are not specifically targeted for recruitment
f. How will Pacific participants and families be supported if a Pacific person does become eligible through the parent study pathway.
9. The Committee requested further information on how caregiver and whānau burden will be addressed and details on how supporting and monitoring caregiver/family burden during the study will occur.

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

10. Please add a brief summary table in the PIS outlining the study schedule and approximate duration of participation. Given that the PIS is lengthy a summary of visits and time commitments would improve clarity for participants.
11. Please provide how many participants in New Zealand are expected to take part in this study.
12. Please remove the wording saying that karakia will not be performed ‘because samples are overseas’. Providing that a karakia will not be performed is adequate and consideration of whether karakia could be done at the sample collection or when the samples are sent overseas is possible.
13. Please use gender-neutral language for pregnancy-related instructions in the consent form.
14. Please move the sentence about giving participants a signed copy of the consent form from the consent form to the PIS.
15. Please clearly clarify participant reimbursement, specify what compensation participants will receive and the timing of any payments.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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. 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 Matthew Moore and Ms Neta Tomokino.


	4  
	Ethics ref:  
	2026 FULL 25412

	 
	Title: 
	A Phase 1, Multicenter, Open-Label, First-in-Human Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Efficacy of YL211 in Patients with Advanced Solid Tumors

	 
	Principal Investigator: 
	Dr Anthony Rahman

	 
	Sponsor: 
	F.Hoffman-La Roche AG

	 
	Clock Start Date: 
	28 May 2026



Dr Anthony Rahman, Julia O’sullivan, and Laura Keighley 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 Researchers clarified that risk sections of the PIS are required as provided by the sponsor.
2. The Researchers clarified the policy on not providing individual test results from genetic analyses. They explained that significant incidental findings are very unlikely.

Summary of outstanding ethical issues

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

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

3. Please revise the Participant Information Sheet to shorten it and ensure it is written in clear lay language.
4. Please remove any redundant or repetitive content from the Participant Information Sheet to avoid unnecessary repetition.
5. Please clearly differentiate mandatory procedures from optional procedures in the Participant Information Sheet, so participants understand what is required versus optional.
6. Please ensure the mandatory genetic testing requirement is prominently stated at the beginning of the Participant Information Sheet so that participants are immediately aware of this requirement.
7. Please prepare a concise summary of the study to accompany be provided to participants along with the full 35-page Participant Information Sheet.
8. Please include a statement in the Participant Information Sheet regarding Pacific community consultation or cultural considerations, to acknowledge the involvement and interests of Pasifika populations in the study.
9. Please consider provision of koha to acknowledge participants’ time and participation in the study and explain whether this will be provided in the Information Sheet.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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 Lyn Murphey and Dr Geoff Noller.



	5  
	Ethics ref:  
	2026 FULL 25933

	 
	Title: 
	A Multicenter, Phase 2, Open-Label Study Evaluating the Safety and Efficacy of KER-065 in Participants with Duchenne Muscular Dystrophy

	 
	Principal Investigator: 
	Dr Gina O'Grady

	 
	Sponsor: 
	Keros Therapeutics, Inc

	 
	Clock Start Date: 
	28 May 2026



Dr Gina O’Grady, Dr Tori Middlemiss, Kshemina Mhaskar, Cheryl Dow, Dr Jas Seehra, Dr Jen Salstrom, Gina Weaver, and Lucio Tozzi 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 researchers clarified that approximately 4–7 participants are expected to be enrolled in Auckland, with a similar number from a Christchurch site, ensuring that all eligible New Zealand participants can be accommodated. They confirmed that the sponsor will cover travel and necessary arrangements for participants, enabling those outside the main centres to take part without geographical restriction.
2. The Researchers confirmed that any issues arising from the quality-of-life questionnaires will be managed locally. If the questionnaires flag any acute concerns, a New Zealand-based consult liaison team at the hospital will review and address these issues to support participant well-being during the study.
3. The Researchers reported that in a prior phase 1 trial, the investigational drug was well tolerated, with no serious adverse events or discontinuations observed.

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 Māori consultation will be undertaken as part of locality review. Consultation with the Pacific Health team should also be considered and information should be provided in the study documents as to whether or not this took place.
5. The Committee requested that the researchers consider submitting a substantial amendment with a condensed New Zealand specific Information Sheet or Brochure that could be provided to New Zealand Participants.

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

6. Pleases ensure that it is clear to participants how much and when they will receive each of their payments.
7. Please ensure that the PIS makes clear to participants what any tax implications there may be from study payments. 
8. Please provide a practical estimate of the time commitment for participants over 14 months.

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 25068

	 
	Title: 
	ROSALIE (BCT 2501/OCOG-2022) - Radiation OmisSion in pAtients with cLinically node-negative breast cancer undergoing lumpectomy and with a pathologIc complete rEsponse after neoadjuvant chemotherapy

	 
	Principal Investigator: 
	Dr Dorothy Lombe

	 
	Sponsor: 
	Ontario Clinical Oncology Group (OCOG)

	 
	Clock Start Date: 
	28 May 2026



Dr Dorothy Lombe, Nicole Cameron, and Amy Jongerden 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 Researchers confirmed that Māori consultation will be conducted at the locality level after HDEC review. While going through Māori review there may be further access to a Pacific Health team to provide Pacific consultation. Whether this consultation takes place should 
2. The Coordinating Investigator justified the exclusion of male participants by explaining that the study focuses on early-stage breast cancer and that male breast cancer typically presents at a more advanced stage.
3. The Researchers clarified that no identifiable participant data will be sent overseas as part of the study.
4. The Researchers confirmed that participants will be able to request a copy of their own individual study test 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 requested that the application be updated to address consultation with Pacific communities. Given the lack of a specific Pacific consultation to date, the Committee asked for plans to be clarified or strengthened to ensure Pacific cultural perspectives and obligations are appropriately considered.
6. The Committee requested clarification on which staff will access identifiable patient information during pre-screening and how participants’ privacy will be protected in this process, and this is added to the New Zealand specific protocol appendices
7. The Committee requested that the Data Management Plan (DMP) be revised to remove or amend references to sections that are not applicable to this study.

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

8. Please clearly state in the PIS/CF what reimbursements or compensation participants will receive.
9. Please clarify in the PIS who participants should ask for access to their screening results and safety test information.
10. Please spell out all acronyms on first use in participant-facing documents.
11. Please consider listing languages in alphabetical order on the PIS

Decision

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

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

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

	7  
	Ethics ref:  
	2026 FULL 25764

	 
	Title: 
	Implementation of body mass index agnostic perioperative nutrition pathway to improve outcomes for patients with bowel cancer at Christchurch Hospital

	 
	Principal Investigator: 
	Dr Hwei Min Ng

	 
	Sponsor: 
	Te Whatu Ora 

	 
	Clock Start Date: 
	28 May 2026



Dr Hwei Min Ng 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 whether research team could consider providing participants with both the $50 supermarket voucher and a supply of preoperative nutritional supplement drinks.

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 documentation be provided demonstrating consent, approval for future data use, and ethics approval for the previous study. The Committee noted that, if the previous approval does not cover this reuse, the researcher will need to request for a waiver of consent to reuse this data, in which case justification needs to be provided in line with standard 7.47 - 7.48 of with National Ethical Standards for Health and Disability Research and Quality Improvement. This justification can be provided in the protocol of Data Management Plan documents.
3. The Committee requested clarification on the status and outcomes of the Māori and Pacific cultural consultations, including how Māori data/tissue sovereignty considerations have been addressed.
4. The Committee requested clarification on what will happen if a participant is identified as high nutritional risk but withdraws from the study.

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

5. Please ensure the Participant Information Sheet is written in clear lay language, avoiding technical jargon.
6. Please revise the Participant Information Sheet to a more patient-friendly and respectful tone.
7. Please revise the risk section of the Participant Information Sheet to ensure it is patient-centred and uses supportive language. Reword the statement that “the researchers are not counsellors” to be more patient friendly.
8. Please include a clearer explanation, or a visual example of what the “personalised nutrition plan” will involve.
9. Please clearly distinguish in the Participant Information Sheet what constitutes standard clinical care versus the additional screenings, assessments, education, dietary planning, and other interventions provided as part of the research. This may be clearly communicated via a table.
10. Please ensure the recruitment and consent process described in the Participant Information Sheet emphasises that participation is voluntary.
11. Please revise the exclusion criteria text related to cognitive impairment in the Participant Information Sheet/Consent Form using more respectful phrasing and ensure that appropriate decision-making support is offered to participants with cognitive difficulties rather than excluding them.
12. Please clarify in the Participant Information Sheet that participants undergoing multiple assessments may pause or take breaks at any point without needing to withdraw completely from the study.
13. Please explain in the Participant Information Sheet/Consent Form how blood and stool samples will be collected, stored, and used for future nutrition-related research, and indicate if a separate consent will be obtained for the optional long-term storage and use of these samples.
14. Please add a concise, plain-language description of the data privacy protections in place and clarify that participants will receive support if an ACC claim is needed for any injury related to the study.

Decision

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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. 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).  
4. Please provide justification for a waiver of consent for the secondary re-use of identifiable health data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47 - 7.48)

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


	8  
	Ethics ref:  
	2026 FULL 25282

	 
	Title: 
	A prospective, multinational, non-randomised, open label clinical study to assess the efficacy and characterise the safety of the ElectroPulse Pulsed Field Ablation System to treat Atrial Fibrillation

	 
	Principal Investigator: 
	Professor Martin Stiles

	 
	Sponsor: 
	CathRx

	 
	Clock Start Date: 
	28 May 2026



Ms Gypsy Francis, Simi Jayakumari, and Mr Lachlan Porter were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Dr Matthew Moore declared a potential conflict of interest and the Committee decided that the member could continue with review of application and 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 Researchers confirmed that no additional risks have been identified with the new pulsed field ablation (PFA) device compared to standard PFA.
2. The Researchers clarified that participants treated in New Zealand but not counted in the main dataset will receive identical care and 12-month follow-up, contributing to safety, but not efficacy, data.
3. The Researchers indicated that participants wishing to receive study results will be sent a letter at their recorded address.

Summary of outstanding ethical issues

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

4. The Committee requested that the research team consider undertaking a Pacific community consultation or provide a justification for its absence in the documentation. The PIS should also explain if this has occurred. The Committee noted that the engagement with Māori consultation can assist with making contact for additional pacific community consultation. The Committee noted that K’aute Pasifika would be a useful contact for this engagement.
5. The Committee requested that the researchers ensure that collecting participant height and weight data is justified, as the Privacy Act advises against gathering data that will not be used. An explanation why this data is being collected should be included in the PIS.

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

6. Please clarify in the PIS what is different from standard care as part of participating in the research.
7. Please simplify any technical or complex language in the PIS for clarity.
8. Please ensure that any statements around tax implications regarding the $800 stipend are accurate.
9. Please clearly explain what the alternatives are to taking part in the research.
10. Please consider revising the Māori data sovereignty statement by providing further definitions or moving this section to the consent form for future unspecified use of data.
11. Please specify the country where participant data will be stored.
12. Please include a statement about the alternative standard treatment the available alternative to participation.
13. Please add a statement on publication plans in the PIS, outlining how results will be disseminated.
14. Please remove the Yes/No checkbox on the consent form item regarding data collected before withdrawal, participants should be informed that data collected up to withdrawal will be retained.
15. Please consider adding a brief plain-language explanation that, although uncommon, PFA may rarely cause red blood cells to break down, which can result in dark-coloured urine and, in some cases, affect kidney function. Blood tests and adequate hydration are used to monitor for and reduce this risk.

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).

General business

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

	Meeting date:
	14 July 2026

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· 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.

3. Other business

4. Other business for information

5. Any other business

The Chair gave the closing karakia.

The meeting closed at 3:00pm.

	HDEC Minutes – STH Health and Disability Ethics Committee – 9 June 2026
	Page 1 of 3


[image: ]


	HDEC Minutes – STH Health and Disability Ethics Committee – 9 June 2026
	Page 2 of 3


[image: ]
image2.jpeg
Health and
Disability Ethics
‘ Committees




image1.png




