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	                  Minutes





	Committee:
	Ad hoc Health and Disability Ethics Committee

	Meeting date:
	4 December 2025



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:30am
	
	Committee Welcome
	
	

	10:30am-11:00am
	2025 FULL 24451
	DTX-216P2-101: A Multiple Ascending Dose Study of DT-216P2 in Patients with Friedreich’s Ataxia
	Dr Paul Hamilton
	Ms Catherine Garvey / Dr Andrea Forde

	11:00am-11:30am
	2025 FULL 23971
	Ahi Kā: Near to whānau testing to make a difference 
	Associate Professor Liza Edmonds
	Miss Cody Yerkovich / Dr John Pearson

	11:30am-12:00pm
	2025 FULL 24491
	Cognitive Screening in First Episode Psychosis 
	Dr Zoe Odering
	Ms Joan Pettit / Dr Andrea Furuya

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

	12:30pm-1:00pm
	2025 FULL 23886
	HBV Test Comparison Study: Microsampling vs Venous Blood
	Prof.  M. Cather Simpson
	Mr Russell Opland /  Dr Sharon Kletchko

	1:00pm-1:30pm
	2025 FULL 21447
	Intradermal Xeomin for Melasma
	Mrs Leanne Ashley
	Ms Joan Pettit / Dr Andrea Forde

	1:30pm-2:00pm
	2025 FULL 24414
	Waiting Well: A wellbeing app for young people on waiting lists
	Associate Professor Karolina Stasiak
	Mr Russell Opland / Dr John Pearson

	2:00pm-2:15pm
	
	Break (15 mins)
	
	

	2:15pm-2:45pm
	2025 FULL 24357
	GO46451: A Study to Evaluate RO7875913 in Healthy Participants.
	Dr Cory Sellwood
	Miss Cody Yerkovich / Dr Andrea Furuya

	2:45pm-3:15pm
	2025 FULL 24407
	QX031N-101: A Study to Assess QX031N in Healthy Participants and Patients with COPD or Asthma.
	Dr Kody Shaw
	Ms Catherine Garvey / Dr Sharon Kletchko

	3:15pm-3:45pm
	2025 FULL 24423
	JUV-161-201: A Study to Assessment JUV-161 in Healthy People Undergoing Unilateral Lower Limb Immobilisation (ULLI)
	Dr Christian Brett
	Mr Russell Opland / Dr Andrea Forde

	3:45pm-4:15pm
	2025 FULL 24411
	BCT-BC-006-201: A Study to Assess BC-006 in Combination with Tirzepatide in Adults with Obesity
	Dr Jane Kerr
	Miss Cody Yerkovich / Dr John Pearson




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Associate Professor John Pearson
	Non-Lay
	09/06/2025
	08/06/2029
	Present

	Dr Andrea Forde
	Non-lay 
	09/06/2025
	08/06/2030
	Present

	Ms Joan Pettit
	Lay 
	08/07/2022
	08/07/2025
	Present	

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

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

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

	Mr Russ Opland
	Lay
	15/09/2025 
	14/09/2028 
	Present





 

Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members. 


The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.










New applications 


	1  
	Ethics ref:  
	2025 FULL 24451

	 
	Title: 
	DTX-216P2-101: A Phase 1/2, Open-Label, Multiple Ascending Dose Study to Assess the Safety, Tolerability, and Pharmacokinetics of Subcutaneous and Intravenous DT-216P2 in Patients with Friedreich’s Ataxia

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Design Therapeutics, Inc.

	 
	Clock Start Date: 
	21 November 2025



Dr Paul Hamilton and Ms 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.

The Committee queried the recruitment process. The Researcher explained study participants would be known to the Neurogenetics department at the University of Auckland with Professor Richard Roxburgh and would be referred to the study. The Researcher confirmed it would be a targeted search of the national database to identify potential participants, and any outside of Auckland would be supported with travel and funding.

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 queried the participant reimbursement rate as this was left blank. The Researcher agreed to confirm with the Sponsor. The Committee requested confirmation the support persons for participants would be reimbursed for travel and other expenses as well. 
The Committee queried whether the Sponsor would apply for licensure in New Zealand if the study medicine is shown to be effective. 
The Committee noted exclusions in the participant information sheet that are not exclusions in the protocol (e.g. routine COVID testing). The Committee queried the vaccine exclusion criteria and noted high levels of alcohol intake excluded from the protocol but that the PISCF excluded low and  moderate levels of alcohol intake.  The Researcher agreed to consult the Sponsor and would align the information sheet with the protocol. 
The Committee queried the timeliness of review of quality-of-life questionnaires and requested confirmation that any required follow-up would be done through the neuropsychiatric clinic and not through referral to the GP or emergency services. 
The Committee suggested revisiting the requirement for weekly pregnancy testing in this population and recommended it is removed or only done in case of suspicion of pregnancy.
The Committee noted template errors in the data and tissue management plan and requested these are corrected. 
The Committee queried why a suicide scale was being used in a phase 1 study and how its data relates to the study objectives. If data is being collected there should be a justification for it as its collection places both an additional burden on participants and a duty of care upon the researchers to respond and manage.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
Please review the language around egg and sperm donation as it is likely someone with Friedreich’s ataxia will have received genetic counselling on this at the time of diagnosis, and is well aware of the implications upon conceiving and bearing children. Please reword it to be more sensitive. 
Please review the wording around contraceptive requirements, as participants are known to have Friedreich’s Ataxia and will have been counselled about the implications for future children
Please remove the bullet point about assessing efficacy if this will not be done in a phase 1 study. 
Please define technical terms like “infusion”, “SC” and “IV” the first time they are used. 
Please simplify the descriptions of cohorts e.g. "There are 8 people in each group.  4 will receive the study drug by IV, and 4 will receive it by SC".
Please explain why doses are different for different routes of administration. 
Please revise any uses of “treatment” to or “study medicine”, as “treatment” implies benefit. Stating “potential treatment” is permitted. 
Please explain what is meant by local anaesthesia when discussing muscle biopsies on page 8 (e.g. “numbing cream”).


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 data and tissue management plan (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).




	2  
	Ethics ref:  
	2025 FULL 23971

	 
	Title: 
	Ahi Kā: Near to whānau testing to make a difference (HRC 24-1041)

	 
	Principal Investigator: 
	Associate Professor Liza
Edmonds

	 
	Sponsor: 
	Victoria University

	 
	Clock Start Date: 
	21 November 2025



Associate Professor Liza Edmonds, Associate Professor Bev Lawton, Drs Kendall Stevenson, Jo-Ann Stanton, Tania Slater and Bonnie Moana 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 prospective participants would be consented.
2. The Committee and Researchers discussed whether a waiver of consent was required and determined the retrospective review would qualify as a clinical audit and a waiver is not necessary. The Committee requested that the data management plan be updated to include more detail on data handling and privacy protection. 
3. The Researchers clarified data from the point-of-care device is transmitted in real-time and will not be entered manually.
4. The Researchers confirmed caregivers/parents would be consented.

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 the protocol is updated to include more detail on how participants will be identified, approached and the process for getting them to attend a GP clinic. The Committee requested detail on the process for retention. 
6. The Committee requested that the protocol be updated to include information on the number of participants required to ensure the study meets its objectives and the analysis plan for the qualitative aspect. 
7. The Committee requested the protocol includes information on the consequences of not obtaining microbiological specimens for culture.
8. The Committee suggested updating the assent form to include more pictures for younger participants.

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

9. Please include more detail on the planned interviews, case reviews and retrospective audits. 
10. Please ensure the information is consistent with the description of data handling in the data management plan. 
11. The Committee suggested simplifying the sheet by removing processes that are part of standard care and only including things specific to study participation, e.g. we’re taking the same sample and processing it on site instead of sending it elsewhere. 
12. Please include a description of the safety plan or process for managing adverse findings. 
13. Please include information about the interview process, how they may be invited, where (in person or by video), how it will be recorded, what will happen to the interview data and whether the participants may access or correct a transcript. 
14. Please review the language about koha and be aware of any tax implications this may have on participants.

Decision 

 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

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



	3  
	Ethics ref:  
	2025 FULL 24491

	 
	Title: 
	Cognitive Screening in First-Episode Psychosis in Aotearoa

	 
	Principal Investigator: 
	Dr Zoe Odering

	 
	Sponsor: 
	University of Otago

	
	Clock Start Date: 
	21 November 2025



Dr Zoe Ordering and Professor Richard Porter were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Dr John Pearson declared a potential conflict of interest but this was deemed minor and Dr Pearson participated in the discussion. 


Summary of resolved ethical issues 

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

1. The Committee queried the exclusion of pregnant and post partum participants. Noting that post-partum psychosis is a known risk for females after delivery. The Researchers stated it was due to the known cognitive impact that pregnancy and delivery can have and as the study does not involve treatment, the exclusion would not disadvantage anyone.

Summary of outstanding ethical issues

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

2. The Committee requested that the protocol be updated to include more detail on the data analysis plan and how the qualitative and quantitative data will be integrated into the mixed method approach.  Please review and respond to the extensive concerns the primary reviewer raised about Aim 3.
3. The Committee queried how the study would distinguish between cognitive impairment from a psychotic episode and a pre-existing cognitive impairment. The Researcher stated the SCIP test is a screening measure but would not be able to distinguish this. The idea is to identify people who have strengths and weaknesses in various areas which can subsequently be addressed in more detail. The Committee requested that the protocol be updated to clarify in the protocol how they will differentiate cognitive impairment arising from the psychotic episode versus pre-existing cognitive profiles.
4. The Committee requested greater detail on the specific data being collected from participants and how it will be collected, processed and stored (e.g. paper-based, electronic recording). Please ensure the protocol, data management plan and participant information sheet are aligned. 
5. The Committee noted the SCIP was developed in Canada and queried if it has been validated in indigenous populations either in Canada or elsewhere. The Researchers stated one of the aims of the study here is to see if it is suitable for use in New Zealand and if not how it could be adapted to be more suitable. The committee requested that this be made overt in the protocol and PISCF.
6. The Committee requested the Researcher review the HDEC information sheet template and adapt the format and any applicable prompts. The Committee advised that any information related to clinical trials that is not relevant to this study does not need to be included.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
7. Please adapt the HDEC template ensuring all relevant prompts are included. 
8. Please include more information about the interview eg how participants will be invited, how it will be conducted (via zoom or in person), if travel expenses will be reimbursed, if it will be recorded, can participants read the transcript and correct it, how notes will be stored and who will have access to them etc.


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


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



	4 
	Ethics ref:  
	2025 FULL 23886

	 
	Title: 
	Pilot Study Evaluating Blood Collection Methods for a Novel Hepatitis B Virus (HBV) Triplex Diagnostic Assay

	 
	Principal Investigator: 
	Prof. M. Cather Simpson

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	21 November 2025



Professor Cather Simpson and Dr Natasha Gordon were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Dr Andrea Furuya declared a conflict of interest and did not participate in the discussion or decision. 


Summary of resolved ethical issues 

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

1. The Committee queried the recruitment process via the Hepatitis Foundation. The Researchers explained the Foundation does callouts to patients to have blood tests every 3-6 months and will provide information about a trial. If the patient is interested the Foundation will obtain consent from them to share details with the study team, who will then contact the patient to discuss the study and conduct the study consenting process. Participants will then come on-site and have blood tests done.
2. The Committee queried the advice provided to it on the impact of undiagnosed Hepatitis B infection on Māori populations, given the long history of Hepatitis B vaccination in NZ, and the initial prioritisation of cohorts for vaccination.
3. The Committee considered that this study would not be covered by ACC and therefore requires insurance.

Summary of outstanding ethical issues

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

4. The Committee queried the commercial interest in the study. The Researcher explained the product may eventually be commercialised by Orbis Diagnostics which is currently a pre-revenue startup. This study is to demonstrate proof of concept. The Researcher confirmed data generated by the study would be held at the university and the institutional and personal conflict of interest was being managed via Uni Services in the standard way. The Committee requested that the relationship with Orbis Diagnostics and future commercialisation plans be outlined in the participant information sheet.
5. The Committee queried the data analysis plan. The Researcher stated they have contracted independent biostatisticians to perform the data analysis. The Committee requested that this process be documented in the protocol and information sheet.
6. The Committee noted section 7.1 of the data and tissue management plan states some identified information will be held by Orbis Diagnostics, but this is not detailed in the protocol or information sheet. The Researcher explained it would be limited to the consent form participants sign and this would be stored separately. The Researcher agreed to update the protocol and information sheet.
7. The Committee queried the inclusion of pregnancy in the questionnaire. The Researcher stated it is for the participant’s GP / Lead Maternity Carer if there is a positive Hepatitis result so a birth-dose vaccination can be provided. The Researcher explained this information is not relevant to the study but is important for after care. The Committee noted that routine antenatal screening includes Hepatitis B infection. The Committee requested the information sheet is updated to state the GP or other Lead Maternity Care provider will be notified to ensure that a birth dose of Hepatitis B vaccine is offered to the neonate. 
8. The Committee queried the scenario of the study identifying a participant who tests positive for Hepatitis B infection but is ineligible for publicly funded treatment, as this may be significant in the population to be studied in the identified geographical area. The Researchers agreed to investigate how to manage this and update the protocol and information sheet as applicable.
9. The Committee queried how participants who are treatment naïve are discovered and managed. The Researcher stated this relies on them to self-report whether they have had previous treatment. If they do have hepatitis B infection Professor Edward Gane as lead clinician will discuss treatment options. The Committee requested information regarding, treatment naïve participants and the management of this is added to the protocol and information sheet, as the Committee has identified that the researchers have a duty of care.  
10. The Committee requested the protocol refer to participants, not patients. 
11. The Committee requested the Researcher adapt the Future Unspecified Research information sheet template, so this is a separate decision process for participants.  
12. The Committee requested the protocol is updated to include information about the power calculation and how the sample size will be achieved.
13. The Researcher confirmed a karakia will be available at the time of tissue destruction and agreed to include information about this in the information sheet. 
14. The Committee requested additional information regarding Māori data sovereignty is added to the protocol and information sheet.

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

15. Please be clear that the study is about testing for the Hepatitis B virus and measuring the immune response, not about the virus itself and not about long term consequences of Hepatitis B infection. . 
16. Please include more information about taking the microsamples (e.g. the tests will be done on different arms).
17. Please include a statement that if results show participants do not have antibody protection, and are known to have been vaccinated, the participant will be counselled about the implications of this result and the possibility of a booster raising antibody levels will be discussed.
18. Please include information about the university’s insurance coverage.  
19. Please clarify the timing of the consent discussion and first visit. 
20. Please advise if a greater volume of blood is taken than for standard testing. 
21. Please include the risk of a participant learning that they are HBV positive and how this will be managed as the Researchers now have a duty of care to the participant..

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 Mr Russell Opland and Dr Sharon Kletchko.

	5  
	Ethics ref:  
	2025 FULL 21447

	 
	Title: 
	Intradermal Botulinum Toxin for the treatment of melasma - a case series

	 
	Principal Investigator: 
	Mrs Leanne Ashley

	 
	Sponsor: 
	Ashley Aesthetics; The Skin Suite

	 
	Clock Start Date: 
	21 November 2025



Mrs Leanne Ashley was not present for discussion.

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 documentary evidence that the Coordinating Investigator’s qualifications include research experience, such as providing a standard research CV instead of the resume uploaded into the application. If this is the first time that the researcher has conducted a clinical trial, the Committee recommended partnering with someone with experience conducting a research trial and adding that person to the research team. The Committee advised that evidence of suitable research experience in the team is important for ethical approval, given the interventional nature of the study and the off-label use of a licensed medicine. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.23 – 9.24).
2. The Committee requested that the protocol be updated to state the responsibility each study team member will have in the research and identify any financial conflicts of interest.  In particular, report any financial relationship any study team members have with the Sponsor, Merx. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
3. The Committee requested that the Researcher supply evidence of ACC-equivalent clinical trial insurance as this is required in a commercially sponsored study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).
4. The Committee requested that the protocol be updated to include a literature review or evidence base for using Xeomin to treat melasma. 
5. The Committee requested that the protocol be updated to include a discussion on melasma and standard care. 
6. The Committee requested a response to the peer review, in particular suggestions around using a split face design and the dose rationale. 
7. The Committee requested that the coordinating investigator provide an additional peer review by a dermatologist, preferably by a dermatologist with experience in clinical trials. 
8. The Committee requested copies of any advertisements including social media posts that are intended for recruitment. These should be consistent with the HDEC’s advertising guidelines.
9. The Committee advised it is not appropriate to have a receptionist do the screening/ consenting process. This should be done by an experienced trial investigator.
10. The Committee requested the Researchers use more conservative and objective, neutral language in any participant-facing material and do not over-promise benefit, such as “brilliant treatment option” as the efficacy of Xeomin has not been proven in melasma, and it is not licensed for the treatment of melasma. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c). 
11. The Committee advised this study would require registration in a WHO-approved clinical trials registry. 
12. The Committee requested that the data tissue management plan be updated as it needs to contain information relevant to what is happening in this study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).
13. The Committee noted melasma can be a stigmatising condition and recommended the inclusion of quality-of-life questionnaires and assessing quality of life after treatment. The Committee noted if participants indicate distress or reduced quality of life, the investigators must provide a plan for managing participant needs and distress. as the researchers have a duty of care.
14. The Committee noted the use of any photographs of participants taken for use in future publications, talks or future unspecified research require a separate consent form. The Committee recommended adapting the HDEC Future Unspecified Research form. 
15. The Committee noted several questions in the application form had incomplete sentences and requested this is reviewed in the resubmission.  

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 include information on standard care and treatment options for melasma. 
17. Please include a statement that is the first time Xeomin is being tested for melasma. 
18. Please include information regarding funding from Merx and any dual roles trial staff have. 
19. Please include information on the questionnaire, what it is for, how it is being hosted and how the data will be protected.
20. Please address the other outstanding ethical issues raised above eg quality of life questionnaires, duty of care. etc


Decision 
 

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


	6  
	Ethics ref:  
	2025 FULL 24414

	 
	Title: 
	Waiting Well: A Pilot Feasibility and Acceptability Trial of a digital prototype intervention for young people waiting for mental health services

	 
	Principal Investigator: 
	Associate Professor Karolina
Stasiak

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	21 November 2025



Associate Professor Karolina Stasiak was not present for discussion.

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 that the Researcher update the protocol and information sheet to describe a process for managing participants who may be concerned or embarrassed about their parents finding out things they wish to keep private. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
The Committee requested additional safety information for when a participant’s parents or other authorities need to be notified about information they disclose. 
The Committee queried whether the Headstrong platform to be used in the study complies with the New Zealand Privacy Act 2020. The Committee noted users are unlikely to read or understand the privacy policy which is required to use the platform. The Committee queried how the platform uses and processes data. The Committee noted the platform involves the use of AI although the application form indicated AI would not be used. The Committee queried what rights participants have over any data used on the platform. 
The Committee requested that the data management plan be updated to include information about Headstrong. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).
The Committee requested that the data management plan be updated to include institutional governance policies from the University of Auckland. 
The Committee noted the data management plan referenced future use of data but no option on the consent form is present. If data may be used in future research, please include information and a clause in the consent form for participants to opt in to. 
The Committee noted the study indicated it will use a Kaupapa Māori approach on the application form but this was not apparent. Please explain, or revise the response in the resubmission.
The Committee recommended adapting the content in the flyer into the assent form. 
The Committee advised if a participant under 16 assents into the study they will need to re-consent once they turn 16. This may be done using the main PIS. 
The Committee noted it could be misinterpreted that the PhD student is taking on responsibilities that are not appropriate for the PhD student. The Committee advised clinical responsibilities must remain with the clinical team and research responsibilities should sit with the PhD supervisor. 
The Committee noted the timeframe for follow up of any concerning responses should be 24 hours or less. 
The Committee advised data needs to be kept for 10 years after the youngest participant turns 16. 
The Committee requested that the study team consider the potential for participants to engage with other AI services provided by other enterprises or organisations, and how this activity may impact the project and therefore how, if necessary, it could and should be excluded, or, if included, managed.
The Committee requested any recruitment materials avoid the use of phrases like “help us” and use less emotive or persuasive language.  Please keep the language neutral and objective.
The Committee queried which study generated the formative qualitative research used in development of the app and whether this had HDEC approval. 

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 state that the study is being undertaken toward a PhD Qualification.
Please state who developed and is funding  the app and include more information about the Headstrong platform and any previous uses of it in this context. 
Please check the PISCF pages  for consistency and use “your child / young person” when addressing a parent giving consent not “you”. 
Please include a comment on the assent forms advising participants if they do not wish to participate they do not have to and parental consent won’t override their refusal.
Please make it clear that any results/findings will not be identifiable. 
Please revise “make you feel” to “you may feel”
Please include more information on “the service’s usual clinical procedures”. 


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:  
	2025 FULL 24357

	 
	Title: 
	A PHASE I DOSE-ESCALATION STUDY TO EVALUATE THE SAFETY, PHARMACOKINETICS, AND PHARMACODYNAMICS OF RO7875913 IN HEALTHY VOLUNTEERS

	 
	Principal Investigator: 
	Dr Cory Sellwood

	 
	Sponsor: 
	Genentech, Inc.

	 
	Clock Start Date: 
	21 November 2025




Dr Cory Sellwood, Ms Kayla Malate, Ms Samanha Nie and Ms 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 noted the data and tissue management plan states retention of samples is three months and the information sheet states five years. The Researchers clarified local safety samples will be stored for three months and samples for pharmacokinetics will be retained for five years.

Summary of outstanding ethical issues

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

2. The Committee queried the reference to samples being sent to France and Texas in the data management plan. Please remove if this is not applicable to the study. 
3. The Committee requested the Sponsor consider licensure of the drug in New Zealand if it is proven to be successful. 
4. The Committee noted study participation prohibits vaccination and requested the Researcher update the protocol to include a process for managing participants who require live vaccines for a public health response, (such as MMR vaccination during the current measles outbreak) or other vaccines required for pre- or post-exposure prophylaxis, and the consequences for both the participant’s continuation in the study and the effects upon reimbursement.


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

5. Please add “(e.g. autoimmune disease)” and any other relevant conditions for discussion to the “significant medical history” in the exclusion criteria. 
6. Please add more information on potential risks of delayed immune complications.
7. Please strengthen the risk mitigation communication (e.g. include the role of the dose escalation committee, a summary of emergency unblinding procedures, a lay explanation of dose-limiting toxicity and an assessment table for clarity). 
8. Please state whether a chaperone may attend the physical exam and advise if gender matching of the chaperone is possible

Decision 

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

please address all outstanding ethical issues raised by the Committee
· please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
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	Ethics ref:  
	2025 FULL 24407

	 
	Title: 
	A PHASE I, FIRST IN HUMAN, RANDOMIZED, INVESTIGATOR AND PARTICIPANT-BLIND, PLACEBO-CONTROLLED, SINGLE- AND MULTIPLE DOSE ESCALATION, PARALLEL GROUP STUDY TO EVALUATE SAFETY, TOLERABILITY, PHARMACOKINETICS AND PHARMACODYNAMICS OF QX031N IN HEALTHY PARTICIPANTS, PARTICIPANTS WITH CHRONIC OBSTRUCTIVE PULMONARY DISEASE (COPD) AND ASTHMA PARTICIPANTS

	 
	Principal Investigator: 
	Dr Kody Shaw

	 
	Sponsor: 
	Qyuns Therapeutics Co Ltd

	 
	Clock Start Date: 
	21 November 2025



Dr Kody Shaw, Ms Kayla Malate, Dr Chris Wynne, Ms Samantha Nie and Ms 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 noted the study would source participants from hospital clinic lists and queried why not referrals from general practice. The Researchers stated the protocol seeks participants with mild to moderate asthma and COPD and not many of these patients would be identified through general practice registers and therefore hospital clinics would be used. The Researchers stated they would likely recruit from the community as well.

Summary of outstanding ethical issues

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

2. The Committee and Researchers discussed the reference to the Medicines NZ guidelines in the compensation section, and the Committee’s preference for use of the updated compensation statement for interventional studies. The Committee requested the Researcher consult with the Sponsor and ensure the compensation wording reflects ACC equivalence. If the Sponsor is not a member of Medicines New Zealand the Medicines New Zealand compensation statement should be removed.   
3. The Committee requested clarification on whether data from the biomarker substudy can be fully anonymised or if it must be deidentified with a linking code. 
4. The Committee noted the use of live vaccines is prohibited during the duration of the study and queried the process if a participant required one. The Researchers confirmed if a participant required the MMR vaccine, they would be given it and this would override any prohibition in the protocol. The Committee requested this is amended in the protocol to make the process clear to manage the consequences of alive vaccine needed for a public health response, (such as MMR vaccination during the current measles outbreak) or other vaccines required for pre- or post-exposure prophylaxis, and the consequences for both the participant’s continuation   in the study and the effects upon reimbursement.


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

5. Please include information on access to therapy in the event of any acute asthma or COPD event per section 6.9.1 of the protocol.
6. Please round up blood measurements or add “approximately”.
7. Please revise ‘unborn child’ to embryo or foetus .
8. Please revise the sentence that participants ‘must’ report a pregnancy, as participants, or their partner, cannot be compelled to report a pregnancy.


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:  
	2025 FULL 24423

	 
	Title: 
	Double-blind, placebo-controlled, randomized, safety and efficacy study of JUV-161 administered to healthy volunteers undergoing unilateral lower limb immobilization (ULLI)

	 
	Principal Investigator: 
	Dr Christian Brett

	 
	Sponsor: 
	Juvena Therapeutics Inc

	 
	Clock Start Date: 
	21 November 2025



Dr Christian Brett, Dr Sophie Mckellar, Mr Oliver Wood, Ms Samantha Nie, Ms Kayla Malate, Ms Julia O’Sullivan and Dr Chris Wynne were present via videoconference for discussion of this application.


Potential conflicts of interest

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

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


Summary of outstanding ethical issues

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

1. The Committee expressed concern about the ethics of inducing muscular atrophy in a healthy population, the risks and inconveniences of immobilisation and the risk that participants may not regain full muscle mass or function. The Committee requested that the protocol be updated to separately address the risks of: 1) the study medicine, 2) inducing immobilisation and muscle atrophy, and 3) the risks and inconveniences associated with wearing a brace and using crutches full time. The Committee noted that the target population includes people up to 65 years old who may be at greater risk of falls. The risks should be separated and clarified in the PIS as well as the protocol.
2. The Committee queried why the study was being done on a healthy population and not in participants who may already have a lower limb immobilised. The Researchers stated running the trial in already immobilised participants would introduce more variables into the dataset due to varying injuries and a healthy population is preferable. A healthy population allows meaningful data to be captured by isolating the immobilisation and the study intervention versus a placebo. The Committee requested that the protocol be updated to include a strong justification for conducting the study in a healthy population as this requires causing harm by inducing muscular atrophy. 
3. The Committee recommended the advertising includes the period of time participants will be immobilised. The Committee discussed that more explicit exclusion criteria may be appropriate to reflect that the immobilisation and recovery period may mean the study is not suitable for certain people (e.g. those who need to drive or have dependents who require them to be fully mobile or difficult access to home or work).
4. The Committee queried if participants receiving placebo are at higher risk than participants receiving the study intervention. The Committee suggested that the Researchers consider extending the rehabilitation period if any participants are at risk of not regaining the full mass and function they had when they joined the study. 
5. The Committee requested that the Researchers check whether the Sponsor is a member of Medicines New Zealand and if not, the Medicines New Zealand compensation statement should be removed. The researchers are encouraged to refer to the revised compensation statement in the most recent interventional study PIS template.

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

6. Please emphasise the potential risk of harm immobilisation may cause (e.g. participants may not fully regain any loss of muscle function/mass) on the first page. 
7. Please include the risks and inconvenience of immobilisation itself in the table of risks. 
8. Please include information on the potential risks of using crutches. 
9. Please define a loading dose and revise the sentence on page 5 about ‘a harmless type of water’ to include more information on what deuterated water is, what it is used for, how it may be stored and if it contains any extra risk to participants or their whānau. 
10. Please specify what the checks for DVT are and how frequent on page 8. 
11. Please undertake a general revision to correct any typos.  
12. Please consider including a diagram to illustrate the location of the muscle biopsies. 
13. Please specify the previous number of participants who have tested JUV-161. 
14. Please explain in lay language what amino-acid and omega-3 supplements are. 
15. Please define drug or alcohol misuse.
16. Please define what a dominant leg means.

Decision 

 

This application was provisionally approved. The decision was not by consensus and Dr Andrea Forde and Mr Russell Opland recommended declining the application.

The provisional approval is subject to the following information being received:

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please include a justification for conducting the study in healthy volunteers (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.1 – 8.3). 
· 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 the full Committee online. 
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	Ethics ref:  
	2025 FULL 24411

	 
	Title: 
	A PHASE 2, RANDOMIZED, DOUBLE-BLIND, PLACEBO CONTROLLED, COMBINATION THERAPY TRIAL TO EVALUATE THE SAFETY, TOLERABILITY, PHARMACOKINETICS, PHARMACODYNAMICS AND PRELIMINARY EFFICACY OF SUBCUTANEOUS INJECTIONS OF BC-006 AND TIRZEPATIDE IN ADULTS WITH OBESITY

	 
	Principal Investigator: 
	Dr Jane Kerr

	 
	Sponsor: 
	BaseCure Therapeutics Inc

	 
	Clock Start Date: 
	21 November 2025



Dr Jane Kerr, Ms Kayla Malate, Ms Julia O’Sullivan and Ms Samantha Nie 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 

1. The Committee asked for more details  about the Sponsor and was advised that the Researcher had had previous experience working with the Sponsor

Summary of outstanding ethical issues

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

2. The Committee requested evidence of the source of the tirzepatide medicine to be used in the study be  uploaded as neither of the branded medicines are licensed in NZ.. This may be done as a non-substantial amendment. 
3. The Committee queried the process after the completion of the study if participants regain weight following cessation of the medicine. The Researchers stated they are clear with participants that this may happen. The Committee advised that the Researchers have a duty of care and recommended an optional follow-up for participants to monitor for any mood disorders or adverse effects following cessation of the medicines when the study concludes particularly as emerging evidence indicates that participants may regain weight 
4. The committee noted that there is emerging evidence of the interaction of GLP-1 medicines with hormonal contraceptives used by females and that participants needed to be advised of this.
5. The Committee requested the Researchers check whether the Sponsor is a member of Medicines New Zealand and if not the Medicines New Zealand compensation statement should be removed. 
6. The Committee requested advertising material does not include any undue influence overpromising benefit or understating the risk.


Decision 

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

please address all outstanding ethical issues raised by the Committee



General business



The meeting closed at 4:30pm.
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