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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	7 October

	Zoom details:
	812 7953 3520



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:00 - 11:30am
	
	Committee Welcome
	
	

	11:30am - 12:00pm
	2025 FULL 22853
	Left Atrial Appendage Closure & Lung Cancer
	Dr. Zachary DeBoard
	Joy / Sharon

	12:00 - 12:30pm
	2025 FULL 23981
	A Comfortable Sensor to Check How Lymphoedema Treatment Using Flowpresso is Working
	Dr Anna Rolleston
	Kate / Chris

	12:30 - 1:00pm
	2025 FULL 23751
	Directly Integrated Suction and Optics System for the Treatment of Kidney Stones 
	Professor Peter Gilling
	Catriona / Andrea

	1:00 - 1:20pm
	
	Break (20 mins)
	
	

	1:20 - 1:50pm
	2025 FULL 23524
	EFC18244: Efficacy, safety, and tolerability study of lunsekimig vs placebo in adults with inadequately controlled COPD characterized by an eosinophilic phenotype
	Dr Timothy Humphrey
	Joy / Andrea

	1:50 - 2:20pm
	2025 FULL 23884
	Improving Type 2 Diabetes Outcomes Utilising Continuous Glucose Monitoring and A Culturally Appropriate Primary Care Pharmacist Prescriber Model of Care 
	Professor Benjamin Wheeler
	Sandy / CK

	2:20 - 2:50pm
	2025 FULL 24036
	Psilocybin - S2A microdosing for perioperative pain management
	Honorary Professor Timothy Short
	Kate / Sharon

	2:50 - 3:20pm
	2025 FULL 23837
	Patterns of quantitative HBsAg in patients with Chronic Hepatitis B in New Zealand
	Dr Christopher Moyes
	Catriona / Chris

	3:20 - 3:40pm
	
	Break (20 mins)
	
	

	3:40 - 4:10pm
	2025 FULL 22500
	Cognitive Screening in First-Episode Psychosis
	Dr Zoe Odering
	Joy / Chris

	4:10 - 4:40pm
	2025 FULL 23850
	BP46089: A Study to Assess RO7806881 in Healthy Participants.
	Dr Kody Thomas Shaw
	Kate / CK

	4:40 - 5:10pm
	2025 FULL 23720
	CRMA-1001-101: A Study to Assess CRMA-1001 in Patients with Chronic Hepatitis B
	Professor Edward Gane
	Sandy / Sharon


 


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	9/06/2025
	8/06/2030
	Present

	Dr Sharon Kletchko
	Non-Lay 
	09/06/2025
	08/06/2029
	Present 

	Dr Chris Hazlewood
	Non-Lay 
	09/06/2025
	08/06/2030
	Present

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

	Dr Cheng Kai Jin
	Non-Lay 
	09/06/2025
	08/06/2028
	Present

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

	Dr Joy Panoho
	Lay
	03/03/2025
	02/02/2030
	Present

	Dr Amy Chan
	Non-Lay
	09/06/2025
	13/07/2030
	Apology

	[bookmark: _Hlk209612953]Associate Professor John Pearson
	Non-Lay
	09/06/2025
	08/06/2029
	Apology

	Mrs Sandy Gill 
	Lay (Consumer/Community perspectives) 
	22/05/2020 
	22/05/2023 
	Present 




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Associate Professor John Pearson and Dr Amy Chan

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Catriona McBean, Dr Andrea Furuya, and Mrs Sandy Gill confirmed their eligibility and were co-opted by the Chair as a members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 2 September were confirmed.








New applications 


	1  
	Ethics ref:  
	FULL 22853

	 
	Title: 
	Adjunct Left Atrial Appendage Exclusion During Lung Cancer Resection (ALAAEX)

	 
	Principal Investigator: 
	Dr Zachary DeBoard

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	25 September 2025



Dr Zachary DeBroad 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 Researcher clarified that the study is investigator-initiated despite the device being provided by the company. The role of the company is limited to supplying the devices via a grant to avoid burdening the health system, any potential commercial benefit to the company is incidental and long-term rather than a motive for the study.
2. The Researcher outlined that the recruitment process will involve inviting patients to participate only at a second or third clinic visit, not during the initial diagnosis discussion and that this will be at the discretion of the providers. This approach ensures patients are not overwhelmed or placed under pressure to consent to participation.  
3. The Researcher clarified that the study’s follow-up involves no extra hospital visits beyond standard care as data will be gathered via chart reviews and phone calls. Participants will not incur additional travel or parking costs and standard support for patients’ usual care will still apply.
4. The Researcher clarified that the statements of the cover letter referring to review by institutional ethics Committees refers to the review process for the project that took place prior to HDEC submission.

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 removal of reference to participants under 16 years of age in the Data Management Plan, as the study will not include participants in this age group.
6.  The Committee requested that the study protocol be corrected for consistency regarding the whether this is a single centre or multi-centre study.


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

7. Please include in the PIS a provision for participants to nominate a proxy such a caregiver or family member who can provide health information on behalf of the participant if they become unable to do so. Ensure it is clear that this nominated person would only assist with providing information and does not have the authority to give consent on the participant’s behalf.
8. Please clarify in the Participant Information Sheet what will happen during follow-up and under what circumstances a phone call from the research team would be triggered.
9. Please align the information about withdrawing from the study across the PISCF, and DMP for consistency. All documents should clearly state that if a participant withdraws consent, their participation ends and no further data will be collected from them, however, information collected up to the point of withdrawal will remain in the study and be used in analysis.
10. Please revise the opening sentence of the Participant Information Sheet to introduce the study more gently and compassionately.
11. Please explicitly state in the Participant Information Sheet that the heart clip procedure is not easily reversible, although is possible.
12. Please consider providing a revised image or diagram of the clip in relation to the entire heart to ensure the image is informative but not overly graphic.
13. Please edit the Participant Information Sheet to address the reader directly, using “you” instead of “the patient” when referring to the person considering participation.
14. Please add a brief statement in the Participant Information Sheet to explain the device company’s role in the study for transparency. Clearly state that the company is providing the clip devices but is not conducting the research and has no control over the study’s conduct or results.
15. Please specify in the Participant Information Sheet how much additional time the clip application will add to the surgery and anaesthesia.
16. Please include all inclusion and exclusion criteria in the Participant Information Sheet. For example, if a patient were to have a nickel allergy they would need to be excluded from participation.
17. Please rewrite the description of the study’s main purpose in the PIS to focus on the clinical goal rather than recruitment goals. This change will help participants understand the medical rationale for the study rather than the internal trial feasibility objectives.

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). 
Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).   

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Sharon Kletchko and Dr Joy Panoho.

	2  
	Ethics ref:  
	FULL 23981

	 
	Title: 
	A soft pressure-sensitive skin to measure lymphoedema treatment efficiency.

	 
	Principal Investigator: 
	Dr Anna Rolleston

	 
	Sponsor: 
	The Centre for Health

	 
	Clock Start Date: 
	25 September 2025



Tasha Burton was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried how the different baselines for each participant will be controlled for in the study. The Researcher clarified that each participant will serve as their own control, with measurements taken before and after the intervention which would mitigate the differences between participants.
1. The Researcher clarified that the inventor of Flow Presso is not involved in the study and that it is the inventor of the sensor device that is involved in this study.

Summary of outstanding ethical issues

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

1. The Committee requested a clear plan to mitigate any potential undue influence or pressure on participants during recruitment. Recruiting patients directly from the Centre for Health and offering a usually paid session for free could introduce undue pressure for patients to participate. The Committee advised providing a clear explanation indicating how pressure to participate is mitigated, outlining how interactions may be limited to researchers seeing non-regular clients and how a clear separation between patients coming in for treatment and coming in as a research participant will be managed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.7).
1. The Committee requested that the role of the University of Auckland in this project be made explicit in the protocol and formalised by listing the University as the study sponsor and having them sign off as sponsor in the submission. It was noted that the device’s inventors and the university have a vested interest in the smart sensor’s commercial development. The Committee therefore recommended that the University take on sponsor responsibilities, including responsibility for study initiation, management, and financing to ensure proper oversight and accountability. The Committee noted that resources available from Auckland University services could be utilised in putting together this study application (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested more specific inclusion and exclusion criteria so that eligible participants are appropriately defined and not unnecessarily restricted. The current inclusion criteria, which states “patients with a clinical diagnosis of lymphedema,” is too broad. The Committee recommends specifying whether the study will include patients with primary lymphedema, secondary lymphedema, or both, and adjusting the protocol accordingly. The Committee queried the blanket exclusion of participants with diabetes, suggesting that well-controlled diabetic patients with lymphedema should not be automatically excluded without a specific reason (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee noted that the primary aim of this study is to evaluate the new pressure-sensing “smart garment” in conjunction with the Flow Presso therapy. However, the study as proposed also includes multiple additional outcome measures such as sleep quality and a comprehensive holistic hauora questionnaire on quality of life. The Committee felt that these secondary measures, while worthwhile in general, may not be essential at this early stage and suggested removing or deferring some of the extra assessments so the research remains focused and not overly complicated for participants (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested an Investigator’s Brochure (IB) or equivalent documentation for the pressure-sensing device, an IB detailing the device’s design, materials, how it works, preclinical studies or prior testing, such as the earlier trial on healthy volunteers, and any known risks or safety information should be provided. Provision of this information aids in understanding any risks involved.
1. The Committee requested that the research protocol include a clear plan for safety monitoring and adverse event (AE) reporting. It was noted that the application lacks a section detailing how any side effects or adverse events will be captured and managed. Given that the Flow Presso device is an intervention with potential side effects, the Committee expects a proper reporting mechanism for any issues that arise during the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).

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): 

Please ensure the information provided to the participant regarding the ‘first visit’ is revised for clarity, ensuring that it is clearly stepped out what will be taking place.
Please revise the Participant Information Sheet (PIS) to explain to participants the sensitive nature of the health questionnaire and to detail the support available. On page 3 of the PIS please include detail under ‘spiritual wellbeing’ that clearly states that some of the questions about emotional or spiritual well-being could be upsetting or could cause whakamā and explain what will be done if a participant becomes distressed. Responses outlined in E3.1 and E3.2 of the submission can be included in the PIS outlining safety plan processes. Please also include the same information elsewhere when talking about the questionnaires.
Please revise the reference to ‘Māori health contact numbers’ to “Māori cultural support numbers”
Please remove the optional tick box for consent for GP notification as this should be mandatory.
Please ensure that any potential conflicts of interest are clearly stated and how these will be managed and mitigated.
Please consider revising the use of the term “skin” when referring to the smart garment.
Please ensure it is clear to participants what the other possible treatments are available for lymphedema.

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:  
	FULL 23751

	 
	Title: 
	Directly Integrated Suction and Optics System for the Treatment of Nephrolithiasis - A First-In-Human Study

	 
	Principal Investigator: 
	Professor Peter Gilling

	 
	Sponsor: 
	Ventaris Surgical

	 
	Clock Start Date: 
	25 September 2025



Cherie Mason, Matt Sprinkel, Carina Truong and Flora Yuen 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 although the trial device is a first-in-human tool, it functions very similarly to standard ureteroscopes and is of standard size. They confirmed that all surgeons will receive comprehensive training on the device, including didactic instruction and hands-on practice, before performing the procedure.
1. The Researcher confirmed that the diameter of the device is within the standard range of ureteroscopes
1. The Researchers confirmed that comparative testing was done, where a commercially marketed single use ureteroscope with a standard laser system

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 expressed concern about the limited preclinical testing for the device and the lack of histological analysis. The Committee also raised safety concerns around the device temperatures along with length of exposure to the device and the potential for tissue injury as a result. After discussion with researchers regarding the safety aspects of the device, the Committee requested additional evidence be provided in the protocol, including the submission of any further animal study data acquired after the initial submission and provision of side-by-side data with a commercially available comparator. The Committee also requested additional expert peer review with a letter of support advising further on the safety of the device, addressing the Committees query on the need for histology data from the preclinical trials. Additionally, the Committee requested independent, expert peer review about whether the existing pre-clinical work is sufficient to proceed with the first human work.
1. The Committee requested corrections to the inclusion criteria, specifically regarding reference to kidney stone size ranges, indicating that the protocol should clearly read 0.5 cm to 2 cm instead of 0.2 to 2 millimetres. The Committee also requested a more explicit definition of when and how the new intervention will take place. In particular, the protocol should spell out under what conditions a patient’s kidney stone will be treated with the new device versus managed by standard care, for instance, clarifying if and when patients with certain stone sizes or complications proceed to the experimental treatment.
1. The Committee was concerned about the ethical implications of recruiting patients from the surgical waiting list, as these patients might believe they will receive faster treatment by enrolling in the study. The Committee requested that the recruitment process be designed to minimise any potential coercion or undue influence. The researchers should explicitly address this issue in the protocol and consent materials, ensuring that joining the trial is not presented as a way to get earlier care.
1. The Committee requested additional documentation about the device’s manufacturing and regulatory status to reassure participants of its safety. Specifically, they asked the sponsor to provide evidence of the device’s manufacturing quality standards and specification of the device’s regulatory classification, confirming that it is considered a Class II medical device under the relevant regulations.
1. The Committee requested that the CRO be provided in the DMP.
1. The Committee requested that the CT scan locations be specified in the DMP.
1. The Committee requested clarity across all documentation around whether karakia will be available
1. The Committee requested that information on which data management system will be used for electronic Case Report Form be provided.
1. The Committee noted that the quality-of-life questionnaires used in the study include sensitive topics which could potentially cause distress or emotional discomfort for participants. The Committee requested that the researchers develop a clear safety plan to address any such situations. The study protocol should outline what steps will be taken if a participant becomes upset by the questionnaire content, rather than just advising that help is available, it should provide a specific plan to ensure participants receive prompt support. This information should also be provided on page 4 of the PIS
1. The Committee requested that a Usability Engineering file for the device be provided along with updated device images.


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

Please revise the Participant Information Sheet to clearly describe the device as a “kidney stone removal system” 
Please replace references to measurements of cups with mL.
Please remind participants in the information sheet or consent form that participation is completely voluntary, which includes the right to skip any questionnaire questions they do not wish to answer and the right to withdraw from the study at any time without any penalty or impact on their standard care.
Please add a statement to the Participant Information Sheet warning that some questionnaire topics, such as those on sexual function or negative experiences, may be sensitive or upsetting, and explain what support will be offered if a participant becomes distressed.
Please remove the tick-box options in the consent form that ask participants to choose whether or not their data can be used if they withdraw from the study unless truly optional.

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 9.7-9.8).  
Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Catriona McBean and Dr Andrea Furuya.

	4  
	Ethics ref:  
	FULL 23524

	 
	Title: 
	EFC18244: A Phase 2b/Phase 3, randomized, double-blind, placebo-controlled, multicenter study, to investigate the efficacy and safety of lunsekimig in adult participants with inadequately controlled chronic obstructive pulmonary disease (COPD) characterized by an eosinophilic phenotype

	 
	Principal Investigator: 
	Dr Timothy Humphrey

	 
	Sponsor: 
	Sanofi-Aventis Recherche and Developement

	 
	Clock Start Date: 
	25 September 2025



 Dr Timothy Humphry 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 Researchers confirmed that the participant reimbursement amount stated in the information sheet is the final amount and is consistent across all study sites.
The Researchers confirmed that not all sites will be opened at the same time, however the number of sites provide for the ability to expand should recruitment at the first sites be difficult.
The Researchers clarified the rationale for excluding current non-smokers from the study. COPD is primarily caused by smoking, and cases of COPD without a smoking history are extremely rare. The Committee accepted that including only former or current smokers is scientifically justified, as the Researcher noted that non-smoker COPD cases would likely indicate a different diagnosis.
The Researchers confirmed that the term “part Māori” was based on the individual’s self-description.
The Researchers confirmed that participants are aware that there is the potential for extension if they are receiving benefit from the IP. The Committee noted that if the extension comes through it can be submitted as a substantial amendment to the main project.

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 that the advertisement radio script include the compensation amount.
1. The Committee noted that the clinician-facing recruitment materials did not prominently mention the specific COPD phenotype of interest until very late in the document. The Committee requested that these materials be revised to highlight the eosinophilic COPD criteria much earlier, so that clinicians can immediately identify appropriate patients. Emphasising the criterion (eosinophil count ≥150 cells/µL) early on will prevent confusion and ensure clinicians do not overlook the intended patient cohort.

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

Please provide a clear explanation of what the ‘nanotechnology’ aspect of the study is specifically so it can be well understood from a lay perspective. Describing this as a type of antibody can ensure participants are adequately informed and not alarmed by ambiguous terms such as ‘nano-body’
Please amend the travel expense reimbursements language from describing “gross” amounts as they are non-taxable, and it should be clear that meal allowances for both the participant and their carer are not subject to tax.
Please clearly explain that “lung tests” refers to lung function tests (spirometry), so that participants know these tests do not involve X-rays or invasive procedures.
Please revise the PIS to state explicitly that participants in the placebo group will continue to receive standard of care treatment.
Please include appropriate contacts on Optional Future Research PIS.
Please remove unnecessary tick boxes on the consent form.
Please correct regulatory terminology, replace any references to the “New Zealand health authority” in the documents with the correct term “Medsafe”.
Please include in the PIS the explanation why parasitic infection was identified as a potential risk in the study materials. As explained in the meeting, this was included for two reasons. The first, that high eosinophil counts, which is a key focus of the study, can sometimes be caused by parasitic infections, so participants with such infections need to be ruled out. Secondly, although no issues have been observed, there is a theoretical risk that the investigational product could slightly suppress the immune system, possibly increasing susceptibility to opportunistic infections.
Please consider revising the wording around Māori data sovereignty. The current statement in the documents implies that Māori organisations are “entitled” to coded study data. The committee noted that Māori data sovereignty is an evolving area and cautioned against wording that guarantees unconditional access. Instead, they suggested phrasing that relevant Māori stakeholders or rights-holding organisations may enter into discussions for access to coded data. Whilst recognising Māori data sovereignty, this amendment also recognises accuracy in the consent materials.
Please ensure it is clear in the FUR information sheet that any such future research will be reviewed by an ethics committee that may not be based in New Zealand.
Please ensure there is clear how the on-study genetic test differs from the future unspecified research use of samples. 
Please update the PIS regarding the alternative medications listed as treatment options clearly indicating which of those medications are available/approved in New Zealand and which are not.
Please add questionnaire distress disclaimer and safety plan to page 6 of the PIS, include a statement that some questionnaire topics may be sensitive or upsetting, and that participants may skip any questions they do not wish to answer. Also incorporate a brief description of the safety plan explaining that questionnaires will be administered with a researcher or clinician present and immediate support or referral will be offered if any distress occurs. Information from E3.1 and E3.2 can be included in this description.

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).


	5  
	Ethics ref:  
	FULL 23884

	 
	Title: 
	Improving Type 2 Diabetes Outcomes Utilising Continuous Glucose Monitoring and A Culturally Appropriate Primary Care Pharmacist Prescriber Model of Care

	 
	Principal Investigator: 
	Professor Benjamin Wheeler

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	25 September 2025



Prof Benjamin Wheeler and Jen Gale 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 why the study is initially limited to Pacific people, explaining that Pacific patients with type 2 diabetes have the greatest unmet need and are often underserved in research, which provides an equity-based rationale for focusing on this group. The Researchers also noted that the current funding stream is Pacific focused and aims to capitalise on an already established service that has a Pacific focus. Additionally, the Researchers noted plans to later expand the study to include Māori and non-Māori once additional support is secured.
1. The Researchers confirmed that although the device manufacturer is funding the project, the study is investigator-led with no company influence on design or data. The committee’s concern about the balance of benefit was resolved by the explanation that participants will gain the primary benefit from the study. The sponsor’s benefit is limited to seeing their product used and obtaining aggregated data through publication, with no direct commercial rights over the research or its outcomes
1. The Committee queried how the investigators would handle any new version of the CGM device released during the study. The Researchers confirmed that if a better or updated sensor becomes available, they would seek ethical approval via an amendment before using, with the new device information provided
The Committee noted that many participants will have English as a second language and inquired about ensuring informed consent. The Researchers explained that the Participant Information Sheets and consent forms will be translated into the two most common Pacific languages anticipated in the study. They have also budgeted for interpreter services and will have Pacific health workers on the team to assist at clinic visits.
The Researchers confirmed that no participant will be excluded for lack of a smartphone as a device will be provided if needed. They also clarified that the CGM mobile application is self-contained and does not harvest any personal data from a user’s phone beyond the glucose readings it is designed to collect.
Researchers confirmed that there is an option in the consent form for participants to indicate if they want to participate in qualitative interviews as part of a sub study.
The Researchers explained that pregnancy involves a very different standard of diabetes care, so pregnant participants are excluded to protect both mother and baby. If a participant in the study were to become pregnant, they would be withdrawn from the study and promptly referred to specialised maternal diabetes services for appropriate care. The Researchers emphasised that managing diabetes in pregnancy requires more specialised treatment and mixing pregnant and non-pregnant data could compromise the study’s validity.

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 that the researchers review and correct the study’s advertising materials. It was noted that some recruitment wording implied participants had already been involved in a prior “pilot”.
1. The Committee requested that the researchers take steps to mitigate any potential undue influence in recruitment given the cultural context. In Pacific cultures, there is deep respect for healthcare providers and experts, which could lead participants to feel obliged to participate if invited by a respected clinician. The Committee emphasised that no participant should feel they “must” join the study out of respect or a sense of duty to the person asking. 
1. Please add a statement on sensitive questions and support on page 5 of the PIS, include a note that some survey questions might be personal or upsetting for participants. Inform participants that they do not have to answer any question they do not want to and explain that the research team will review responses promptly. State what support will be offered if any distress is identified, outlining health professional or support services are available.

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

Please ensure the Participant Information Sheet clearly states that the device company’s application will store participants’ login username and email address alongside their glucose data. Participants should explicitly know that this information is recorded on the company’s cloud server. This information should also be stated in the Data Management Plan.
Please review the Participant Information Sheet and other participant-facing documents for any technical jargon or complex medical terminology for ease of understanding from a lay perspective.

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).
Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  



	6  
	Ethics ref:  
	FULL 24036

	 
	Title: 
	A safety and feasibility study of using Serotonin 2A receptor agonists to reduce postoperative pain

	 
	Principal Investigator: 
	Honorary Professor Timothy Short

	 
	Sponsor: 
	Health NZ Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	25 September 2025



Dr Timothy Short 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 Researcher confirmed that participants will continue to receive standard post-operative pain management alongside the investigational psilocybin. Analgesics known to potentially interfere have been excluded from the regimen. The Researcher noted there are no known adverse interactions between psilocybin at the microdose being used and common analgesics, based on prior clinical experience.
1. The Committee noted that the submission was based on an error regarding the approval status of the psilocybin as an approved medicine for any indication in New Zealand. 

Summary of outstanding ethical issues

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

1. The Committee requested confirmation that formal SCOTT review will be undertaken and iterated the importance of complying with relevant regulations, in this case, the New Zealand’s Misuse of Drugs Act (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.1).
1. The Committee request further information with respect to the study design and how the one selected is the most appropriate for adding to knowledge of the health effects of the intervention. (National Ethical Standards for Health and Disability Research and Quality Improvement, “Intervention Studies”). 
1. The Committee seeks further reassurance that an appropriate process for ensuring scientific validity has been followed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.32).
1. The Committee noted that robust review will be undertaken by SCOTT, however, requested that any relevant preclinical or clinical data immediately available to support the premise that psilocybin could safely and meaningfully alleviate pain post-operatively be provided (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7). 
1. The Committee requested a more detailed Investigator’s Brochure (IB) or equivalent documentation for the psilocybin being used. The supplied IB did not include standard information about the drug’s manufacturing quality and certification. The manufacturer’s credentials, quality control certificates, and safety assurances for the drug supply should be included (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7). 
1. The Committee requested that the study protocol be revised for clarity regarding pain management in the study. It should be made explicit that participants will receive all normal post-operative analgesia as needed, and psilocybin is being tested only as an adjunct to the amount of standard pain medication required (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).

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): 

1. Please review and correct the Participant Information Sheet for minor issues, such as any technical jargon, typos, or repetitive text, to ensure it is clear and in lay language for participants
1. Please provide a shorter and simpler Participant Information Sheet for the observational control group. These participants’ involvement is minimal and qualitative, so their information sheet can be much more concise and in plain language.

Decision

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



	7  
	Ethics ref:  
	FULL 23837

	 
	Title: 
	Patterns of quantitative HBsAg in patients with Chronic Hepatitis B in New Zealand – a cross-sectional study using data from routine blood draws combined with retrospective data from the Hepatitis Foundation New Zealand (HFNZ) registry

	 
	Principal Investigator: 
	Dr Christopher Moyes

	 
	Sponsor: 
	GSK Singapore

	 
	Clock Start Date: 
	25 September 2025



Dr Chris Moyes, Sarah Davey, Dirk Demuth, Teresa Christman and Sarah Preston 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 explained that the regular hepatitis B surface antigen test shows whether someone is still a carrier, giving only a positive or negative result. The newer quantitative test measures how much antigen is present, helping identify who might benefit from future treatments that depend on low antigen levels. While it does not offer immediate benefits, it helps assess how many people could respond to these emerging therapies.
The Committee agreed that an opt-out consent process was acceptable for this study given its minimal risk and observational nature. Requiring written opt-in consent could have led to very low and unrepresentative participation, whereas the additional blood test poses no more than minor inconvenience to participants. The public interest in identifying which patients might benefit from new hepatitis B treatments was considered to justify the use of opt out consent in this context. The Committee was satisfied that participants will be adequately informed despite the opt-out approach. Researchers will send the Participant Information Sheet approximately three weeks before each participant’s routine blood test, using the participant’s preferred contact method. Information will be provided in the appropriate language, and participants will have multiple opportunities to ask questions or decline participation at any stage, even after their blood sample is taken, in which case their data would not be included.
The Researchers confirmed that participants will receive their individual test results along with an explanation of those results. As part of routine care, each participant will be sent their standard hepatitis B blood test results with an added note explaining the new quantitative test result and its clinical significance.

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): 

Please revise the Participant Information Sheet to improve transparency about the sponsor. Ensure it explicitly states that GSK is funding the study and describe why. Participants should clearly understand GSK’s role and what the company intends to do with the study data.
Please update the Participant Information Sheet to clarify data use and privacy. Remove any wording that suggests the data are “anonymous.” Instead, explain that personal identifiers will be removed and replaced with codes before data is shared with GSK.
Please consider adding a simple diagram to the Participant Information Sheet to illustrate the flow of information and samples. For example, show how the blood test result and clinical data are collected by the research team, how they are combined and coded, what information is returned to the participant, and what de-identified data is sent to GSK. A visual aid could help participants clearly understand the data process.

Decision 

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

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Catriona McBean and Dr Chris Hazlewood.
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	Ethics ref:  
	FULL 22500

	 
	Title: 
	Cognitive Screening in First-Episode Psychosis in Aotearoa

	 
	Principal Investigator: 
	Dr Zoe Odering

	 
	Sponsor: 
	Te Whatu Ora Waitaha Canterbury / University of Otago

	 
	Clock Start Date: 
	25 September 2025



Dr Zoe Odering 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 Researcher clarified that no study-related cognitive assessments will be conducted until participants have had time to stabilise after approximately six weeks and provided informed consent. The case managers for the patients will advise whether or not they think patients are in a position to be approached about participation in the study.

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 that the research team take steps to ensure the distribution of koha is handled safely. A distribution method that does not draw attention can be employed, for instance, participants can receive a voucher at the end of a regular case-manager appointment rather than a special visit purely for research (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested that the SCIP screening tool be provided for review.
1. The Committee requested a clearer plan for approaching participants at the six-week point to ensure truly informed consent. They emphasised that participants should only be invited if clinically stable and capable of consenting. The Committee queried whether a case or clinical review meeting could discuss the possibility of the patient’s participation in the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee expressed concern that relying solely on case managers to decide who is approached could introduce selection bias or undue influence. To address this, the Committee asked that the recruitment protocol be made explicit to state that case managers may advise on a patient’s readiness, but all eligible young people at six weeks should be given the opportunity to participate, rather than only those hand-picked by staff (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested that the researchers re-evaluate the extent of the questionnaires to minimise the burden on this vulnerable group and eliminate any redundant measures. The Committee noted that the list of assessments is quite extensive, and some instruments appear to overlap in content. For example, it was pointed out that the PHQ-9 and another mood assessment contain very similar questions. Administering both may be unnecessary, since they might yield duplicative information about the participant’s mood and could prolong the survey process without clear benefit. The Committee stressed that only the minimum information needed to answer the research question should be collected, rather than including unnecessary tests (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested that an outline of the exit interview be provided for review once finalised.
1. The Committee requested the establishment of a clear safety protocol to support participants who might become distressed or triggered by the study questions. Several of the psychological questionnaires include potentially be triggering for someone recovering from psychosis. The Committee was concerned that no safety plan was described in the application or participant materials to handle such situations. Acknowledging that the Researcher indicated that the testing sessions will take place on-site at the mental health service so clinical staff would be readily available to intervene if a participant becomes upset or shows warning signs. The safety plan should detail steps such as pausing the assessment, offering clinical support or counselling, and, if needed, referring the participant for immediate care. This information should also be provided in the PIS (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4-8.6, 8.9; 9.7-9.8). 

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): 

Please include in the PIS that the study is funded by CMRF
Please add a contact phone number for the University of Canterbury cultural support services.
Please simplify and clarify the Participant Information Sheet (PIS) – as it currently reads fairly dense and technical, which could be difficult for many in the target group to understand, especially given potential literacy issues or if English is not their first language. Please revise the PIS to use plain language and a more accessible format, so that participants can genuinely understand what the study involves.
Please consider including acknowledgement of whakamā for both participants and whānau to ensure the participant and their whānau feel safe.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	FULL 23850

	 
	Title: 
	A PHASE I, RANDOMIZED, INVESTIGATOR/PARTICIPANT-BLIND, PARALLEL-GROUP, PLACEBO-CONTROLLED, SINGLE AND MULTIPLE ASCENDING DOSE STUDY TO DETERMINE SAFETY, TOLERABILITY, PHARMACOKINETICS, AND PHARMACODYNAMICS OF RO7806881 IN HEALTHY PARTICIPANTS .

	 
	Principal Investigator: 
	Dr Kody Thomas Shaw

	 
	Sponsor: 
	Roche New Zealand

	 
	Clock Start Date: 
	25 September 2025



Dr Kody Shaw, Dr Cory Sellwood, Kayla Malate, Samantha Nie and Julia O’Sullivan 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 confirmed that there is substantial relevant experience and strong institutional support, including mentorship from two experienced investigators who will meet with the leading investigator regularly.
1. The Researchers clarified that each participant will have one of two separate PIS documents, meaning that they do not have to go through all of the participant facing documentation. Additionally, the Researchers emphasised one-on-one conversations throughout the informed consent process to ensure participant comprehension.
1. The Researchers clarified that karakia for tissues going overseas would not be offered.

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 that the recruitment advertisement materials be clarified, clearly distinguishing between any content intended for internal  communications staff from the participant-facing information 


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

Please correct the schedule of procedures in the Participant Information Sheet regarding pregnancy testing. The current table implies back-to-back daily pregnancy tests 

Decision

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	FULL 23720

	 
	Title: 
	A Multi-Centre, Phase 1/2, Open-Label, Single and Multiple Ascending Dose Study of CRMA-1001 to Evaluate Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Efficacy in Adults with Chronic Hepatitis B

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	nChroma Bio

	 
	Clock Start Date: 
	25 September 2025



Kayla Malate, Samantha Nie and Julia O’Sullivan 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 commended the researchers for including a respectful section on whakapapa in the Participant Information Sheet and queried whether this same section be included elsewhere in the PIS in addition to where it currently is.
The Researchers clarified that the optional sub-studies involve using leftover samples or taking a small extra blood sample during routine study visits, so participants do not need to make any additional clinic visits or undergo significant extra procedures. Any unexpected extra visit, if it occurred, would be reimbursed as usual travel expenses.

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): 

Please ensure that it is clear that the study cannot be ended solely due to the commercial interests of the sponsor in New Zealand.
Please clarify in the Participant Information Sheet that participation in the optional sub-study does not require any extra clinic visits beyond the scheduled study appointments.
Please note clearly that pregnancy test would not accompany each daily urine test during the first 36 days. 

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:
	4 November 2025

	Zoom details:
	To be determined



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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 5:00pm.
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