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	                  Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	16 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-11:15am
	2026 EXP 25419
	A study of spinal manual therapy for adults with hip osteoarthritis to explore changes in pain and function.
	Mr Sanjay Kumar
	 Dr Catriona McBean / Dr Andrea Forde

	11:15am-11:45am
	2026 FULL 26036
	oVRcome – Physiology-personalised virtual reality for anxiety-related disorders
	Adjunct Professor Cameron Lacey
	Ms Catherine Garvey / Dr Kate Parker

	11:45am-12:15pm
	2026 FULL 25376
	Health Service Utilisation Among Autistic Youth – Co-Design of an Evidence-Informed Policy Brief
	Associate Dean/Professor Laurie McLay
	Mr Jonathan Darby / Dr Katrina Gibson

	12:15pm-1:15pm
	
	Break (60 mins)
	
	

	1:15pm-1:45pm
	2026 FULL 24468
	TrEAT Registry - Aotearoa
	Dr Marion Roberts
	Dr Catriona / Mrs Sophie Woodger

	1:45pm-2:15pm
	2026 FULL 25981
	ZL-1503-002: A phase 1 study to evaluate pharmacokinetics, safety and tolerability of ZL-1503 in healthy volunteers
	Dr Paul Hamilton
	Ms Catherine Garvey / Dr Andrea Forde 

	2:15pm-2:45pm
	2026 FULL 25573
	REMODEL I Study
	Associate Professor Andrew Holden
	Dr Anne Philips / Dr Kate Parker

	2.45pm-3.15pm
	2026 FULL 24118
	FDP Repair Outcomes: A Bayesian Randomised Trial
	Dr Katarina Sim
	Mr Jonathan Darby / Dr Katrina Gibson







	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Kate Parker 
	Non-lay (Observational studies) 
	09/06/2025 
	08/06/2029 
	Present 

	Dr Andrea Forde
	Non-lay (Intervention studies) 
	09/06/2025
	08/06/2030
	Present

	Ms Catherine Garvey 
	Lay (the Law) (Chair)
	09/06/2025
	08/06/2030
	Present 

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	15/09/2025
	14/09/2030
	Present

	Dr Katrina Gibson 
	Non-lay 
	09/06/2025
	08/06/2029
	Present

	Dr Catriona McBean
	Lay
	03/03/2025
	02/03/2030
	Present

	Dr Filma Anne Phillips
	Lay
	15/09/2025
	14/09/2028
	Present

	Mrs Sophie Woodger
	Non-Lay
	15/09/2025 
	14/09/2028 
	Present




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that no apologies had been received. 

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 19 May 2026 were confirmed.









New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 EXP 25419

	 
	Title: 
	Preliminary Effects of Spinal Manual Therapy on Pain and Function in Adults with Hip Osteoarthritis: A Proof-of-Concept Study.

	 
	Principal Investigator: 
	Mr Sanjay Kumar

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	04 June 2026



Mr Sanjay Kumar and Associate Professor Cathy Chapple were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarifications regarding the peer reviewers and their institutional affiliations. The Researcher confirmed that both reviewers are from the University of Otago.
2. The Committee discussed the small sample size and lack of a control group, noting the potential for placebo effects from manual therapy and participant contact. The Researcher advised that this is a feasibility study aimed at assessing potential benefit rather than determining causal mechanisms, and that a randomised controlled trial may be considered in future if meaningful effects are observed. The limited design reflects Master’s-level constraints, and the study is intended as a small-scale preliminary investigation.
3. The Committee queried whether imaging would be required as part of red flag screening. The Researcher advised that only routine physical examination will be undertaken, and no radiological investigations are planned. 
4. The Committee discussed the use of REDCap for participant identification and screening, including the remote completion of forms by participants. The Researcher advised that REDCap is the University-approved secure data collection platform, with screening forms completed by participants via secure links and data stored on protected university servers.
5. The Committee queried the retention of screening data for ineligible participants. The Researcher advised that screening data would be used to evaluate feasibility metrics and would be destroyed after analysis.
6. The Committee discussed the use of validated outcome measures and supported questionnaire completion. It was noted that the participant questionnaire is a validated instrument and must be administered as developed, including the standard wording. The Researcher advised that the questionnaires would be administered in person, except for initial screening, with Researcher available to clarify questions to ensure consistent interpretation. Participants will be guided to consider hypothetical performance for activities not routinely undertaken, and any missing responses will be managed using established scoring methods. The Committee suggested clearly distinguishing hypothetical responses from actual experiences in analysis and reporting.
7. The Committee clarified the role of the assessor involved in eligibility screening and consent discussions. It was confirmed that the individual is a colleague of the principal investigator (PI) within the clinical practice, but not a member of the research team. The Committee noted ambiguity in the use of the term “independent” in the submission form and study documents. This role is more clearly described in the PIS/CF, and the Committee considered the clarification satisfactory.
8. The Committee confirmed that participants may bring a support person to treatment sessions if desired.
9. The Committee noted that the study has been submitted for registration and approval is pending.

Summary of outstanding ethical issues

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

10. The Committee queried how participants identified with red flag conditions would be managed. The Researcher advised that participants with significant findings would be referred to their general practitioner (GP) or appropriate services, and that participants with severe pain would be excluded. The Committee expressed concerns about referral back to the GP and requested a more detailed safety plan, including clear processes for managing red flags identified during screening or treatment, appropriate referral pathways, and submission of the safety plan for Committee review.
11. The Committee requested clarification of procedures in the event of a privacy breach within the Data Management Plan (DMP). The Committee recommended use of the template available on the HDEC website.
12. The Committee requested clarification on how ethnicity data will be collected.
13. The Committee suggested that recruitment materials include additional detail regarding time commitments for treatment sessions and follow-up.
14. The Committee requested that advertising materials be updated to reflect ethical approval once granted.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
15. Please clearly describe participant’s use of pain medication in both the PIS and protocol, specifying that existing medications may continue, clarify the use of over the counter (OTC) medications, and that no new prescribed medications should be initiated during the study.
16. Please include clear information regarding treatment procedures, including that participants may be required to partially disrobe.
17. Please include information about the option to have a support person or chaperone present during assessment and treatment sessions.
18. Please clearly describe potential risks and adverse effects, including both common effects (e.g. soreness, stiffness) and rare complications.
19. Please include the expected duration of each treatment session and overall time commitment in page 3.
20. Please recommend that participants inform their GP of their participation in the study.
21. Please clarify data handling following screening, including whether and when screening data will be destroyed.
22. Please clarify that de‑identified data will be stored for ten years and subsequently destroyed.
23. Please revise the consent form to remove unnecessary tick boxes for mandatory items, retaining them only for optional elements.
24. Please describe how any potential privacy breaches will be managed.
25. Please include information regarding the PI’s clinical experience (i.e. 10 years’ experience as registered physiotherapist).

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 Andrea Forde and Dr Catriona McBean.






















	2  
	Ethics ref:  
	2026 FULL 26036

	 
	Title: 
	Physiology-personalised virtual reality exposure therapy for anxiety-related disorders: a three-arm randomised controlled trial.

	 
	Principal Investigator: 
	Adjunct Professor Cameron Lacey

	 
	Sponsor: 
	University of Canterbury

	 
	Clock Start Date: 
	04 June 2026



No attendee from the research team was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of outstanding ethical issues

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

1. The Committee requested clarification about oVRcome Ltd’s role in the study, including its relationship with the investigators, access to study data, and any commercial interests or potential benefits arising from the research. The Committee also sought clarification on why the study is classified as investigator-led rather than commercially sponsored, given the potential for commercial benefit, as noted in the Data Management Plan (DMP).
2. The Committee requested full disclosure of the relationship between the investigators and the company, including any roles, affiliations, or interests, and that this be clearly described in both the protocol and the Participant Information Sheet (PIS).
3. The Committee requested further detail on the artificial intelligence (AI) library used within the intervention, including its content, development, and governance. The Committee also sought clarification on responsibility for reviewing the AI library and determining the appropriateness of materials provided to participants.
4. The Committee noted that minimal detail has been provided regarding the Data Safety Monitoring Committee (DSMC) and requested further information, particularly in relation to the third intervention arm (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25, 11.27).
5. The Committee requested clearer description of all intervention arms, including the cognitive behavioural therapy (CBT) component, and the time commitment required for each arm (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8, 11.12).
6. The Committee noted that the recruitment materials and advertising do not clearly describe the study as a randomised controlled trial and requested that this be clearly stated in plain language (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).
7. The Committee requested clarification regarding whether participants are permitted to access other therapies during the study period (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).
8. The Committee requested confirmation that appropriate processes are in place to identify and manage red flags, including access to support services outside standard hours such as after hours, weekends, and public holidays (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4).
9. The Committee requested inclusion of privacy policies relating to the use of VR technology, AI systems, and associated data handling, noting that these are referenced but not provided.
10. The Committee noted that the DMP is incomplete and requested that this be finalised, including data governance arrangements (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 12.15a).
11. The Committee requested that the Researcher respond in detail to peer reviewer comments, particularly regarding potential confounding between study arms.
12. The Committee requested that an appropriate peer review be provided addressing the AI component of the study, including the peer reviewer’s expertise in AI and VR technologies. The Committee advised that this may be provided either by the existing reviewers, if expertise is demonstrated, or by an additional independent reviewer (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26, 9.28).

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

13. Please provide clear, plain-language explanations of the study design, including that this is a randomised controlled trial, a description of each study arm, where interventions will take place (e.g. clinic vs home-based) and information on privacy arrangements at those locations.
14. Please clearly describe the time commitment required for participation across each study arm.
15. Please clearly explain the VR intervention, including a clearer description or example of the type of imagery or content they will experience when using the VR headset.
16. Please clearly describe the role of AI within the intervention and how content is selected or personalised.
17. Please clarify the use and purpose of the wearable wristband and the data it collects.
18. Please provide clear information regarding post-study access to the oVRcome headset, including whether participants will retain the device, what access to materials will be provided, and whether any costs will be incurred.
19. Please include clear guidance on safe use of the VR system at home, including any limits on use and measures to mitigate risks associated with home-based VR use, such as overuse of the intervention.
20. Please include a clear explanation of privacy protections associated with use of AI, VR, and associated technologies.
21. Please include additional appropriate support services for participants.

Decision 

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


	3 
	Ethics ref:  
	2026 FULL 25376

	 
	Title: 
	Health Service Utilisation Among Autistic Youth – Co-Design of an Evidence-Informed Policy Brief

	 
	Principal Investigator: 
	Associate Dean/Professor Laurie McLay

	 
	Sponsor: 
	The University of Canterbury

	 
	Clock Start Date: 
	04 June 2026



Professor Laurie McLay and Mr Taylor Scott were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarification on the purpose and scope of the study. The Researcher advised that the study aims to co‑design a policy brief informed by Integrated Data Infrastructure (IDI) data on health service use among autistic youth, alongside input from autistic young people and healthcare providers. Outputs will include a policy brief, with potential dissemination to government agencies, as well as academic publications and presentations.
2. The Committee queried the relationship between this application and a separate component of the project involving IDI data collection. The Researcher advised that the IDI component is already approved under a separate University of Otago ethics approval and that this application relates to the co-design of a policy brief using that data.
3. The Committee discussed recruitment and participant selection for focus groups, noting the importance of representing Māori and Pacific perspectives. The Researcher advised that recruitment would involve broad outreach through autism-related organisations and existing Māori and Pacific advisory groups, rather than strict purposive sampling.
4. The Committee suggested providing alternative participation options for individuals who may be uncomfortable participating in group settings or unable to attend scheduled sessions, such as written feedback or other formats. The Researcher acknowledged the importance of offering flexible participation options, while also highlighting resource constraints. 
5. The Committee queried how accessibility needs will be accommodated during focus groups, including support for alternative communication methods and time required for processing responses. The Researcher advised that participants would be able to contribute verbally, via chat functions, or through additional feedback following the focus groups. 
6. The Committee queried whether the pre-focus group information and data summary would be shared only with autistic youth participants or also with healthcare provider participants. The Researcher confirmed that this material will be shared with both groups.
7. The Committee queried whether focus groups are the sole method for data collection in co-designing the policy brief, particularly in relation to access needs. The Researcher clarified that focus group data will be complemented by population-level data (e.g., health service use and prescribing data), with both data sources informing the co-design process.
8. The Committee discussed the inclusion of support persons for participants during focus groups. The Researcher confirmed that participants may have a support person present if required to facilitate participation. 
9. The Committee confirmed that recordings of focus groups would be deleted following transcription.
10. The Committee discussed terminology related to autism. The Researcher advised that identity‑first language (“autistic people”) is used in line with current community preferences.
11. The Committee discussed the age range of participants (18–29 years). The Researcher advised that this range is necessary to support recruitment and to capture differing experiences of healthcare access across developmental stages.
12. The Committee queried how the study will contribute to policy change, and how this will be appropriately described. The Researcher advised that the study would inform a policy brief with recommendations aimed at improving community outcomes and health service provision, while acknowledging that implementation of changes will be outside the Researchers’ control.
13. The Committee queried the reference to university ethics approval, noting this implies the study has already been approved. The Researcher advised that the university ethics process had not resulted in approval but rather in a recommendation to proceed to HDEC review.

Summary of outstanding ethical issues

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

14. The Committee requested consideration of whether a single focus group per participant group is sufficient and recommended exploring the possibility of additional focus groups to improve representativeness and breadth of perspectives.
15. The Committee noted the reference to the policy brief being shared with government agencies and raised a concern that recruiting healthcare provider participants via recommendations from those same agencies would compromise the independence of the focus group data. The Committee requested that an alternative recruitment pathway be identified for healthcare provider participants that does not rely on referrals from the agencies to which the policy brief will be directed. 
16. The Committee noted that the focus group guide has not yet been finalised and requested that the Committee be provided with the guide, including the questions to be asked, once it has been developed. 
17. The Committee requested that the protocol and PIS include a more detailed safety plan for managing participant distress during focus groups, given the personal nature of some questions and the group setting in which a participant's account may trigger distress in others. This should go beyond provision of helpline contact details and address how the facilitator will respond in the moment.
18. The Committee suggested that the advertisements clearly outline the expected duration of focus groups, and the overall time commitment involved across the study period.
19. The Committee requested that the recruitment materials accurately reflect the ethics review status.
20. The Committee noted that retaining a register of voucher recipients linked to identifiable information (e.g., email addresses) for seven years is not typically seen in studies providing koha or reimbursement. The Committee suggested checking this requirement with the IRD. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
21. The Committee noted that the PIS/CF currently combines elements of an invitation and consent document, which may be unclear. The Committee suggested separating the initial invitation to participate from the full PISCF, so that participants first receive a brief invitation and are then directed to the detailed study information if interested.
22. Please revise wording throughout to improve clarity and readability to the intended audience, including simplifying instructions and removing unnecessary complexity. The Committee suggested the Researcher consider a single plain-language PIS/CF, with optional supplementary summary materials may be more appropriate than multiple versions.
23. Please clearly describe the structure and duration of focus groups, including time commitments in both the PIS/CF and recruitment materials.
24. Please describe all available modes of participation and feedback, including non-verbal contributions during the session and written feedback following the session. 
25. Please include information on how participants can ask questions or seek clarification prior to participation.
26. Please clearly state that participants may have a support person present during focus group sessions.
27. Please include clear information regarding provision of focus group materials (e.g., data summaries and focus group guide) in advance and the opportunity to review these prior to participation in both the PIS and protocol.
28. Please replace the word inducement with an appropriate alternative such as acknowledgement or koha when referring to participant reimbursement.
29. Please replace the word “virtual” with “digital” when referring to vouchers and ensure all versions of the PIS reference the koha.
30. Please remove all references implying that the study has received university ethics approval and accurately reflect the status of ethics approval.
31. Please include HDEC contact details, including in the poster.
32. Please revise consent forms to remove unnecessary tick boxes for mandatory items, retaining these only for optional elements.
33. On page 4, please review wording relating to participant withdrawal to ensure clarity and simplicity.
34. Please include clear information regarding how focus group recordings will be managed and when they will be deleted.

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 Katrina Gibson and Mr Jonathan Darby. 
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	Ethics ref:  
	2026 FULL 24468

	 
	Title: 
	Australia and New Zealand Clinical Quality Registry for the Treatment of Eating Disorders - Aotearoa

	 
	Principal Investigator: 
	Dr Marion Roberts

	 
	Sponsor: 
	University of Technology Sydney

	 
	Clock Start Date: 
	04 June 2026



A/Prof Deborah Mitchison and Jack Tame were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarification on the status of the registry, including whether New Zealand data is currently being submitted under prior ethical approvals. The Researcher advised that the registry originated in Australia, with one New Zealand clinic contributing under Australian ethics approval. This application seeks to establish a New Zealand-specific framework with appropriate local ethical approval and oversight.
2. The Committee queried the distinction between data collected as part of routine clinical care and registry-specific data. The Researcher advised that the registry is based on a minimum dataset comprising patient-reported outcome measures (quality of life, eating disorder symptoms, and psychosocial distress), together with demographic and treatment history information, all of which are routinely collected by participating clinics. The Researcher explained that the registry serves as infrastructure to collate and return this information to clinics to support patient progress tracking, clinical audit, and service quality improvement. 
3. The Committee queried how the frequency of data collection is determined and whether this is standardised across sites. The Researcher advised that the timing of questionnaire administration is determined by each participating clinic rather than the registry. While all sites collect the agreed minimum dataset, clinics may also choose to collect additional measures. The Researcher explained that collection schedules vary by setting and provided the example of residential services in Australia, which collect data at pre-treatment, mid-treatment, discharge, and follow-up timepoints. 
4. The Committee queried how follow-up data is collected and used. The Researcher advised that follow-up questionnaires are completed by participants and may inform service-level improvements, such as discharge planning and continuity of care, with consent by participant and that participants are given information on how to seek support if needed.
5. The Committee queried whether there is comparable data across sites if clinics collect additional measures. The Researcher advised that consistency is maintained through the mandatory minimum dataset, while additional measures are used for site-specific needs.
6. The Committee queried how questionnaires are adapted for different participant groups. The Researcher advised that branching logic is used within the registry software to tailor questionnaires based on participant characteristics such as age. 
7. The Committee noted that socio-demographic data, including socioeconomic status, is collected to support analysis of access and equity of care. The Researcher advised that responses are optional where appropriate.

Summary of outstanding ethical issues

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

8. The Committee requested clearer details in the protocol on the purpose and scope of the registry, including the specific data points to be collected, the distinction between service improvement and research activities, and the scope of any proposed access to health records. While the Researcher advised that data linkage is not currently being undertaken and would require separate ethics approval if pursued, the Committee noted that participants are being asked to consent to access to health data and requested clarification of the specific data involved. The Committee further requested that any future data linkage be clearly described in the protocol and Data Management Plan (DMP), and presented as a separate, optional consent item (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7, 12.31, 12.32).
9. The Committee requested clarification regarding how existing data from New Zealand participants currently in the registry will be managed, including whether re-consent or migration under the New Zealand protocol, to align with NZ ethics and other requirements, will be required.
10. The Committee requested a clear description of the participant journey, including what data and questionnaires are collected, when they are collected, and which are mandatory or optional. The Committee also requested clarification on optional questionnaires, questionnaire frequency, and how participant burden will be managed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
11. The Committee raised concerns that the scientific advisory committee has limited New Zealand representation.  In particular the Committee requested consideration of greater New Zealand, carer, and lived experience representation.
12. The Committee requested confirmation that the governance structure aligns with New Zealand ethical standards, including National Ethical Standards requirements for registries and data banks (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.44).  
13. The Committee requested further detail regarding safety monitoring and duty of care obligations, particularly in relation to questionnaire responses that may indicate risk or deterioration in mental health. 
14. The Committee requested a detailed safety plan, including clear roles and responsibilities, escalation pathways, and processes for managing such responses, particularly where participants are no longer under active clinical care and where responsibilities between the registry and clinical services may differ (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).
15. The Committee requested that Māori consultation be undertaken in accordance with New Zealand requirements (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7, 3.7a).  


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

16. Please clarify the distinction between survey completion as part of standard care and participation in the registry.
17. Please clarify the self-harm and suicidality question to accurately reflect what is asked of participants and their parents.
18. Please provide clearer explanations regarding data linkage, including what data may be accessed and under what circumstances.
19. Please provide a separate, clearly optional consent item for data linkage research, distinct from the general research consent option.
20. Please remove Australian-specific references (e.g., TAFE and Aboriginal and Torres Strait Islander categories) and replace with relevant New Zealand context. Please ensure ethnicity data collection aligns with Statistics New Zealand ethnicity categories across all participant-facing materials where appropriate.
21. In the assent forms, please revise the wording “nothing bad will happen if you say no” to clearer language, such as explaining that nothing will change if the participant chooses to say yes or no.
22. For the assent form for children aged 12 years and under, please consider using a less formal layout and incorporate visual elements to improve engagement and understanding.
23. In the assent form for children aged 12 years and under, please make it clearer that the final decision about participation rests with the parent or guardian. This was clearer in the 13-15 years assent form. It should also be made clear that a child's decision not to participate will be respected.
24. In the assent forms section “What is this about?”, please clarify that information will be collected from participants and others across New Zealand and Australia to help researchers learn more about the condition, as this is not currently clear.
25. In the assent forms, please clarify how information will be protected by explaining that participant data will be anonymised, for example that names will be removed and information will be combined with information from many other participants.
26. In the assent form for participants aged 13–15 years, please remove the word “safely” from the tick-box statement, as the concept has already been explained and the wording is not used consistently across the response options.

Decision 

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


	5  
	Ethics ref:  
	2026 FULL 25981

	 
	Title: 
	ZL-1503-002: A phase 1, randomized, open-label, parallel-group study to evaluate the pharmacokinetics, safety and tolerability of ZL-1503 following a single dose of subcutaneous or intravenous administration in healthy volunteers

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Zai Lab (Shanghai) Co., Ltd.

	 
	Clock Start Date: 
	04 June 2026



Dr Paul Hamilton, Chatlyn Panganiban, Yumei Guo, Lily Lu and Charlene Botha were present via videoconference for discussion of this application.


Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee queried whether the study would remain subject to SCOTT review given the introduction of a new subcutaneous route of administration for an existing investigational product. The Researcher confirmed that the study would be submitted to SCOTT. 
2. The Committee queried the safety profile of the investigational product. The Researcher advised that the product has been safely administered intravenously at doses of up to 1000 mg in healthy volunteers and has also been administered in patient populations, indicating a favourable safety profile. The Researcher noted that the subcutaneous route may result in slightly different pharmacokinetics, with a delayed peak concentration compared with intravenous administration.
3. The Committee queried the duration of inpatient monitoring. The Researcher clarified that participants would remain in the unit until Day 4, noting that monitoring extends beyond the initial 48-hour period indicated. 
4. The Committee queried the identity and affiliation of the individual referenced in the informed consent form as providing Māori consultation. The Researcher advised that this individual is routinely engaged by the Auckland site to review studies on a per-study basis, and that details of Māori consultation are included in site-specific documentation once a site has been confirmed. 
5. The Committee queried the age inclusion criteria. The Researchers advised that the upper age limit of 65 years is standard for healthy volunteer studies.
6. The Committee queried how participants are oriented to the clinical unit. The Researcher advised that participants receive an induction during screening and again at admission, including information about the unit and expectations during their stay.


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 clarification regarding contraception requirements, including justification for the long duration of mandatory contraception and whether contraception costs will be reimbursed.
8. The Committee requested clarification regarding the exclusion of live viral vaccines during the study and how this will be managed in the event of an outbreak of a disease or diseases requiring public health management and live vaccine administration, and the effects, including financial, upon the participant.
9. The Committee requested clarification regarding insurance cover, particularly given the study duration and uncertainties relating to fertility risks.
10. The Committee requested clarification regarding the use of the term “disabilities” in the exclusion criteria, including specifying which conditions would be excluded. The Committee requested this to be explicitly described in the protocol and participant-facing documents.
11. The Committee raised concerns regarding the collection of additional medical records (e.g. GP, hospital data) and queried whether this is appropriate in the context of a healthy volunteer study. The Committee requested that this be revised to clearly limit any reference to accessing external medical records to circumstances directly relevant to participation in the study, and that broad or open-ended language be removed.

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

12. Please include information on the previously observed adverse event of neutropenia, noting that this represents a serious adverse event and should be disclosed to participants, as it may be part of the rationale for the monitoring of blood components
13. Please clearly describe the findings from animal studies, including thyroid-related effects and associated pathological findings.
14. Please clearly state that reproductive, developmental and fertility toxicity studies have not been conducted. The Committee requested that this be clearly communicated to participants as an absence of studies rather than an absence of evidence of risk, particularly given the requirement for 12 months of contraception for both male and female participants. 
15. Please use plain language descriptions of risks and adverse effects, rather than clinical terminology.
16. Please improve readability and accessibility, including reducing length and removing duplication.
17. Please revise sections relating to privacy and legal frameworks to ensure they are appropriate for a New Zealand context and accessible to participants.
18. Please include information about who may access identifiable and de-identified data, including appropriate regulatory bodies.
19. Please ensure the induction information provided to participants at admission, including house rules and what to bring, is included so that participants are aware of these conditions prior to consenting.
20. Please clearly state that support persons may attend the screening and consent visit but are not able to be accommodated during the inpatient stay.
21. Please include a statement that reimbursement or stipend payments may affect benefit entitlements.
22. Please use the term investigational medicine rather than drug throughout the document.
23. Please replace the reference to unborn babies with pregnancy and pregnancy outcomes. 
24. Please consider inclusion of culturally appropriate processes (e.g. karakia) where relevant, particularly in relation to handling of biological samples.
25. Please use the International Nonproprietary Name (INN) in participant facing document documentation, if one has been determined, rather than the investigational product number.
 
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 Andrea Forde and Ms Catherine Garvey.
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	Ethics ref:  
	2026 FULL 25573

	 
	Title: 
	A Prospective, Multi-Center, First-in-Human Study for the Treatment of Atherosclerotic Lesions in the Femoropopliteal (Above-the-Knee) and Infrapopliteal (Below-the-Knee) Arteries using the Serranator Sonic Intravascular Lithotripsy (IVL) System™
 
REMODEL I: Revascularization with Modification using Definitive IVL and Serration Remodeling

	 
	Principal Investigator: 
	Associate Professor Andrew Holden

	 
	Sponsor: 
	Cagent Vascular, Inc

	 
	Clock Start Date: 
	04 June 2026



Associate Professor Andrew Holden, Helen Knight, Cynthia Corne and Jaya Macha were present via videoconference for discussion of this application.


Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarification on the consent process. The Researchers outlined a staged consent process (pre-screening and main consent), which the Committee noted was clearly described.
2. The Committee sought clarification on the role and composition of the pre-screening committee and the information it receives. The Researcher advised that the committee is based primarily in the United States and includes New Zealand representation. The committee receives de-identified imaging and key pre-screening data to assess participant suitability for the study.
3. The Committee queried what happens to pre-screening data in the event that a participant fails screening or chooses not to proceed. The Researcher advised that screen fail data may be retained by the sponsor, and that this information would be expected to be incorporated into the broader study dataset as this information contributes to understanding anatomical eligibility and screening outcomes.
4. The Committee queried whether sponsor representatives may be present during procedures. The Researcher advised that sponsor representatives are typically present for studies of this nature to provide procedural support.
5. The Committee queried how study risks were distinguished from standard of care. The Researcher advised that risks associated with standard angioplasty are presented separately in an appendix, and risks identified in the study documentation are included in the Participant Information Sheet (PIS), regardless of overlap with standard of care risks.
6. The Committee queried whether the risk of death should be explicitly referenced in the PIS. The Researcher advised that death associated with lower limb arterial intervention is extremely rare and falls below the threshold typically requiring specific disclosure in the consent process. 
7. The Committee queried whether it would be appropriate to disclose that a small number of participants have already received the intervention overseas. The Researcher advised that these data have not yet been independently assessed or adjudicated and therefore cannot be included in the study documentation. However, the Researcher noted that participants may be informed during the verbal consent discussion that they will not be among the first individuals to receive the intervention and that no major safety concerns have been identified to date. 
8. The Committee queried reimbursement arrangements. The Researcher advised that participants will be reimbursed for any costs incurred beyond standard of care. However, no additional study visits are expected.
9. The Committee queried follow-up with general practitioners (GP). The Researcher clarified that communication with GPs is typically limited to notification of participation in the study.
10. The Committee queried the management of safety monitoring. The Researcher advised that questionnaire responses are reviewed in real time, and any concerns are managed by investigators in line with standard clinical processes. 
11. The Committee queried the recruitment process. The Researcher advised that the research team works closely with the vascular service and that participants are predominantly recruited through standard clinical pathways, with the research team operating as part of the hospital vascular service.
Summary of outstanding ethical issues

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

12. The Committee noted that the scope of future unspecified research use of data is broad, and while acknowledging that the Researcher has already sought to narrow it to treatment of peripheral artery disease and that further restriction is difficult to achieve in large international multi-centre studies, the Committee requested that this be raised again with the Sponsor.
13. The Committee discussed the exclusion of pregnant and lactating individuals. The Committee noted no justifiable scientific nor ethical reasons had been provided for the exclusion of lactating individuals. The Committee also challenged the exclusion of pregnant individuals, on both ethical and scientific grounds, from a potentially limb saving procedure, acknowledging that a pregnant belly can be, and is frequently, shielded from radiation during a procedure. The Committee requested that the Researcher bring the Committee’s concerns on these exclusions to the Sponsor.

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

14. Please review and simplify language where appropriate, ensuring clarity and accessibility for participants.
15. Please clarify what happens to pre-screening data, including retention and use, particularly for participants who do not proceed in the study.
16. Please advise participants that they will be informed in advance of their procedure if a sponsor representative will be present.
17. Please clarify whether any study visits occur in addition to standard of care and, if not, explicitly state this, to provide context for the statement about travel reimbursement.
18. Please ensure that explanations of risks clearly distinguish between standard of care and study-related risks.
19. Please consider whether future unspecified use of data can be made optional or ensure this is clearly explained.
20. Please ensure terminology is appropriate for the New Zealand context, including removal or revision of terms not applicable (e.g. legally authorised representative).
21. Please move the explanation of what a first-in-human trial means to the first page of the participant information sheet so that this information is presented more prominently.
22. Please confirm details of insurance cover, including currency and adequacy.

Decision 


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

· Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
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	Ethics ref:  
	2026 FULL 24118

	 
	Title: 
	Comparative Efficacy of Suture Anchor and Button Fixation of Zone 1 FDP Avulsion Injuries

	 
	Principal Investigator: 
	Dr Katarina Sim

	 
	Sponsor: 
	-

	 
	Clock Start Date: 
	04 June 2026



Dr Katarina Sim and Becky Sheehy were present via videoconference for discussion of this application.


Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarification on the purpose and scope of Phase 1. The Researcher advised that a retrospective review of patient records from 2012 onwards will be used to identify relevant cases, assess recruitment feasibility, and inform the sample size calculation for Phase 2.
2. The Committee queried the feasibility of the Phase 2 recruitment target. The Researcher advised that the estimate was based on published literature and may be refined following the retrospective review, which will provide local data on case numbers and outcomes.
3. The Committee queried whether Phase 1 findings alone could be sufficient to answer the research question. The Researcher advised that this was considered unlikely, as retrospective data are less robust than a clinical trial and there remains clinical uncertainty regarding the comparative effectiveness of the two surgical techniques.
4. The Committee queried the allocation process for Phase 2, specifically whether different surgeons would use either of the two procedures based solely on personal preference or training. The Researcher advised that only consultant-level hand surgeons who are proficient in both procedures and willing to perform either would be included as operating surgeons in the trial.
5. The Committee sought clarification on the Bayesian adaptive design and the Researcher confirmed that this design would be used only to inform stopping decisions, not for participant allocation to study arms. 
6. The Committee queried how participants would be recruited for Phase 2. The Researcher advised that eligible patients presenting to the emergency department with the relevant injury would be identified by clinicians working with the hand surgery team, with potential recruitment first discussed at the unit handover meeting before patients are approached about the trial. 
7. The Committee noted that the study does not require submission to SCOTT, as SCOTT relates to new medications rather than procedures, and the Researcher confirmed this was an error in the submission.
8. The Committee noted that the study does not appear to use a Kaupapa Māori methodology and considered this to be an error in the submission form. It was noted that appropriate Māori values and perspectives have been considered in the design of the study, and that Māori consultation is planned.
9. The Committee noted that follow-up appointments for Phase 2 are already aligned with routine clinical follow-up timeframes, which minimises participant burden.

Summary of outstanding ethical issues

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

10. The Committee noted that the Phase 1 procedures are not described in sufficient detail. The Committee requested that the Researcher provide clarity in the Protocol.  This should include a clear description of how patients will be identified, who will access identifiable records, how data will be coded and de-identified, and the data collection form to be used. The Committee also requested clarification on whether rehabilitation data from external providers will be required and, if so, how those data will be accessed and linked, including any associated data linkage processes and requirements (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
11. The Committee noted that there is no documented process for reviewing Phase 1 findings before proceeding to Phase 2. The Researcher is requested to include in the protocol a formal process for this review, including who will conduct the review and the criteria that will be used to determine whether and how Phase 2 will proceed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
12. The Committee noted that the Data Management Plan (DMP) does not clearly address Phase 1 data. The Researcher is requested to revise this to explicitly cover both phases, including how data will be stored, who will have access, and specifying a defined retention timeframe rather than referring to policy generally (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 12.15a).
13. The Committee noted that the protocol and DMP must include a clear ethical justification for the waiver of consent for the retrospective Phase 1 component. The Committee requested the Researcher to explain why it is not practicable to obtain consent from all eligible participants, including those treated from 2012 onwards, in accordance with the requirements for a waiver of consent (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47, 7.48).
14. The Committee noted that further detail is required regarding the Data Safety Monitoring Committee (DSMC). The Researcher is requested to clarify whether the senior hand surgeon member will be independent of the trial, provide details of the statistician and confirm whether they are independent from the study analysis team, confirm their experience with Bayesian trial design, and justify whether the proposed two-member DSMC composition is sufficient (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25, 11.27).
15. The Committee noted that the reference to Kaupapa Māori methodology in the submission did not appear to be accurate based on the description provided and requested that this be reviewed and corrected.
16. The Committee requested for evidence of PI indemnity be provided (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.24)
17. The Committee noted that the study has not yet been registered and reminded the Researcher that trial registration is required (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.2).
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

18. Please include a short explanation and diagram illustrating the two surgical procedures being compared, to assist participants in understanding the difference between them.
19. Please provide greater detail regarding the risks associated with each procedure, including transparency about the rates of rupture and other relevant outcomes identified in existing small studies, whilst noting that the limited evidence base is a reason for conducting this trial.
20. Please revise the explanation of the Bayesian adaptive design using plain language. For example, please clarify what is meant by ‘interim review of accumulating results’ and provide examples of what would constitute clearly ‘inferior’ outcomes or ‘unacceptable harm sufficient to trigger early stopping’.
21. Please move the reference to the six-month follow-up assessment burden from the risks section to “what will my participation involve” section, as this is a participation consideration rather than a clinical risk and is detailed in a previous section.
22. Please update the ‘Who has approved this study’ section to reflect the relevant approving committee once approval has been granted, rather than stating that the application has been submitted.
23. Please remove tick boxes from consent items that are not optional, retaining tick boxes only for items where participants have a choice, such as whether they wish to receive a summary of results.
24. Please ensure all time points for study participation are outlined so that participants can understand the time commitment involved.

Decision 


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


General business

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

	Meeting date:
	21 July 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.

The meeting closed at 3.30pm.
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