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	                  Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	21 October 2025

	Zoom details:
	812 7953 3520





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	12:00 - 12:30pm
	
	Committee Welcome
	
	

	12:30 - 1:00pm
	2025 FULL 23642
	IKT-001-201: A Phase 2b Study of IKT-001 in Pulmonary Arterial Hypertension (PAH)
	Dr Lutz Erwin Lothar Beckert
	Jonathan / Katrina

	1:00 - 1:30pm
	2025 FULL 22446
	The ABC Bicuspid Sizing Study
	Dr Andrew Chatfield
	Catherine / Kate

	1:30 - 2:00pm
	2025 FULL 22036
	CSL787 _A randomised controlled trial using CSL787 in adults with non-cystic fibrosis bronchiectasis
	Dr Conroy Wong
	Catriona / Katrina

	2:00 - 2:30pm
	2025 FULL 23805
	DQB104CT: A phase II study to evaluate the efficacy and safety of DONQ52 in Coeliac Disease Patients who have Duodenal Mucosal damage and persistent symptoms despite a gluten-free diet (Daisy)
	Dr Paul Hamilton
	Anne / Andrea

	
	
	Break (30 Minutes)
	
	

	3:00 - 3:30pm
	2025 FULL 23620
	A study in healthy women comparing two topical gels (Mi-Gel® and Estriol Gel) applied to the vulva twice daily over six days in two separate application periods.
	Dr Noelyn Hung
	Catherine / Sophie

	3:30 - 4:00pm
	2025 FULL 23763
	An in vivo study to assess safety and suitability of a new uterine cervical device in healthy volunteers
	Dr. Adel Mekhail
	Jennie / Kate

	4:00 - 4:30pm
	2025 FULL 23661
	AKB-9090-CI-0001: A Study to Assess AKB-9090 in Healthy Participants
	Dr Leanne Barnett
	Jonathan / Kate

	4:30 - 5:00pm
	2025 FULL 23465
	AROANG3-3001 (YOSEMITE): A Phase 3 Study of Zodasiran in Adolescents and Adults with Homozygous Familial Hypercholesterolemia (HoFH).
	Professor Russell Scott
	Catriona / Andrea


 


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

	Dr Malisa Mulholland
	Non-lay  
	09/06/2025 
	09/06/2028
	Apology 

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

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

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

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

	Dr Jennie Harre Hindmarsh
	Lay
	15/09/2025 
	14/09/2029 
	Present

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




Welcome
 
The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Malisa Mulholland 

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 16 September 2025 were confirmed.







New applications 


	1  
	Ethics ref:  
	FULL 23642

	 
	Title: 
	A Phase 2b, Randomized, Double-Blind, Placebo-Controlled Trial of IKT-001 in Pulmonary Arterial Hypertension

	 
	Principal Investigator: 
	Dr Lutz Erwin Lothar Beckert

	 
	Sponsor: 
	Pharmaceutical Research Associates New Zealand Limited

	 
	Clock Start Date: 
	9 October 2025



Dr Lutz Erwin Lothar Beckert, Chris Cabel, Payal Nanavati, and Chad Orvillo 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 phase one of the study did not occur in New Zealand.
2. The Committee noted that the study cannot be stopped for only commercial reasons in New Zealand.
3. The Researchers clarified that the age limit of 75 years is to ensure the study population is restricted to those with group 1 pulmonary hypertension, as older individuals may have occult left heart disease, and/or co-morbidities which could confound results.
4. The Researchers explained that the exclusion of participants with blood-borne viruses was because hepatitis may impact liver metabolism of the study drug, and HIV treatments may interact with the investigational medicine

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 insurance wording be broadened to reflect appropriate compensation coverage for participants, in line with New Zealand’s no-fault (ACC) system. Please ensure this wording is also reflected in the Participant Information Sheet.
6. The Committee requested confirmation in writing that there is no US federal funding for the study.
7. The Committee queried whether appropriate compensation could be considered for participants time in the study, which the PI and Sponsor confirmed would be available. Any potential tax of benefit implications would need to be clearly outlined in the PIS.

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

8. Please revise language in the participant letters to neutral language and maintain voluntariness. For example, replace wording such as “why should you participate” with “how the study could help”. Similarly, please replace “you are being asked” with “you are invited” to participate.
9. Please ensure consistency in terminology regarding tissue disposal or destruction and clarify that tissue will not be available after disposal.
10. Please review and ensure consistency in information about eligibility for the open label study across the PIS and the participant letter.
11. Please revise the reproductive risk statements in the PIS to better describe the known safety profile of the licenced medicine. Unnecessary requirements for barrier contraception for males can be removed.
12. Please rephrase “father a child” and this section also infers if a participant is currently pregnant they can take part in the study.
13. Please provide further information on blood testing, explaining how much blood will be drawn.
14. Please consider removing acronyms where unnecessary.
15. Please either remove the expectation that participants and their partners may not breastfeed, donate eggs or donate sperm while participating in the study, or clearly explain why this is expected even if following contraception requirements.
16. Please consider removal of duplicated information in sections of the PIS ‘sexually active participants’ and ‘if pregnancy occurs’.
17. Please change the wording in the consent form ‘I understand the information’ to ‘I consent”.
18. Please ensure that ‘medicine’ is used throughout instead of ‘drug’.

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 Jonathan Darby and Dr Katrina Gibson.



	2  
	Ethics ref:  
	FULL 22446

	 
	Title: 
	A Prospective Cohort Study of Bicuspid Case Selection and Valve Sizing using the ABC Bicuspid Sizing Algorithm for Sapien 3 Balloon Expandable Valve.

	 
	Principal Investigator: 
	Dr Andrew Chatfield

	 
	Sponsor: 
	World Health Research Inc

	 
	Clock Start Date: 
	9 October 2025



Dr Andrew Chatfield, Maureen Blakemore and Bronwyn Davies 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 ethnicity data is collected as part of standard hospital processes and will be retained locally for reporting purposes and requirements in New Zealand. It will not be shared with the Canadian study team.
1. The Researcher confirmed that the investigator training involving review of 14 cases has already been completed. The New Zealand investigator attended the training in Australia .
1. The Researchers confirmed that New Zealand data will not be submitted for the AI model due to logistical challenges with transferring data and given that the AI component is not mandatory for the study.
1. The Researchers confirmed that the company providing funding has no access to study data and no financial ownership of the algorithm. The funding is solely to support study setup.
1. The Researchers clarified that exclusions for current illness or clinical instability refer to patients too unwell for elective procedures. Patients with blood-borne viruses are not excluded.

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 expand the rationale for the research in the Participant Information Sheet.
Please include more detailed information on standard care options for participants who choose not to take part.
Please remove or clearly contextualise the reference to autopsy. Indicating that the study will have access to medical records related to their heart condition may provide enough information to the participant without being unnecessarily confronting.
Please revise Canadian-specific language to reflect the New Zealand context. It should be made clear that data that goes to Canada will have Canadian laws and regulations applied to it, but while in New Zealand, New Zealand laws and regulations apply.
Please clarify that the sponsor does not have access to identifiable participant data.
Please include information that the algorithm has been used in over 100 patients at the lead site in Canada with no reported issues.
Please ensure that it is clear that the Committee approve only ethical aspects of the study.

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 Ms Catherine and Dr Kate Parker.




	3  
	Ethics ref:  
	FULL 22036

	 
	Title: 
	A Phase 2b, Multicenter, Randomized, Double-blind, Parallel-group, Placebo-controlled, Dose Range Finding Study to Evaluate the Efficacy, Safety, and Tolerability of Nebulized CSL787 in Adults (18 to 85 years) with Non-cystic Fibrosis Bronchiectasis

	 
	Principal Investigator: 
	Dr Conroy Wong

	 
	Sponsor: 
	CSL Behring LLC

	 
	Clock Start Date: 
	9 October 2025



Dr Conroy Wong, Tanya Poppe, and Peter Thomasma 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 there is currently no open-label extension  planned for this Phase 2 trial. The Committee encouraged the Sponsor to seek licensure in New Zealand if the study  shows benefit .
The Researchers explained that the criteria of requiring a stable period without recent exacerbations or certain medications are standard for bronchiectasis trials and that they have experience recruiting patients under these conditions.
The Committee inquired about data privacy protections for the trial’s electronic diary, especially if participants use the app on their own devices. The Researchers clarified that participants can either use a provided device or install the e-diary app on their personal phone. They have obtained documentation from the e-diary provider confirming that all data will be encrypted and that the app has appropriate privacy safeguards.
The Committee noted a comment in the application suggesting that ethnicity data would be collected only “if participants are willing.” The Researchers clarified that, in accordance with New Zealand requirements, ethnicity data will be collected from all participants as part of the study.
The Committee asked how alpha-1 antitrypsin status of participants would be determined. The Researchers confirmed that participants’ alpha-1 antitrypsin status is not being actively tested in this study and that any such information would come from the patients’ existing medical records if already known.

Summary of outstanding ethical issues

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

1. The Committee requested clarification on the source of the human plasma used in the investigational medicinal product i.e. country of origin, voluntary donation etc. Participants may have personal concerns about blood-derived products including interest in how the plasma is sourced, so the committee expects detailed information to be provided to ensure informed consent. 
1. The Committee requested that performance data or any manufacturer’s reports on the device be provided as reassurance that the modified device functions safely and effectively with the investigational drug.
1. The Committee requested a review of the reproductive risk information given to participants. Currently, the Participant Information Sheet advises that participants should not donate sperm or eggs for 7 days after receiving the study drug, however, the Investigator’s Brochure indicates no identified reproductive risks. The Committee queried whether the the precaution outlined in the PIS is necessary. They asked the researchers to clarify whether avoiding sperm/egg donation is needed at all, and if so, to provide justification for the 7-day period or adjust the time frame accordingly.
1. The Committee requested written confirmation that the study has no United States federal funding.

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

Please update the Participant Information Sheet to include all relevant exclusion criteria. For example, the PIS summary should mention the use of corticosteroids as an exclusion criterion. This information can be added into the existing summary or added as an appendix.
Please revise the wording in the PIS if pregnancy occurs. Instead of stating that participants “must report” a pregnancy to the study team, rephrase to “please inform the study team if you become pregnant during the study”.
Please correct the inconsistency in data storage duration between documents. The Participant Information Sheet currently states that data will be kept for 35 years, whereas the Data Management Plan indicates a minimum of 15 years.
Please remove the reference to blood in the optional future-use Participant Information Sheet as only sputum is being collected.
Please specify what medical data will be collected for the optional future-use sample collection.
Please correct the information about returning samples to participants since all samples will be sent overseas for analysis.t use of ‘medicine’ rather than’ drug’.

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 Catriona McBean and Dr Katrina Gibson.





	4  
	Ethics ref:  
	FULL 23805

	 
	Title: 
	DQB104CT: A phase II, randomized, double-blind, placebo-controlled, multicenter study to evaluate the efficacy and safety of DONQ52 in active celiac disease patients who have duodenal mucosal damage and persistent symptoms despite attempting a gluten-free diet (Daisy Study)

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Chugai Pharmaceutical Co., Ltd.

	 
	Clock Start Date: 
	9 October 2025



Dr Paul Hamilton 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 Researcher confirmed that participants will receive a separate instruction sheet with full instructions for any at-home urine tests.
1. The Researcher clarified that participants do not need to attend a site for every dose, the capsules are taken by participants at home, with compliance recorded in an electronic diary
The Committee noted the cultural sensitivity of invasive procedures for Māori participants, noting that tissue samples are tapu. The Researcher acknowledged this cultural sensitivity and explained that whānau would be involved from the consenting stage to support Māori participants. 

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 study’s protocol and procedures be aligned with New Zealand standard practices. For example, the protocol currently requires a chest X-ray to screen for tuberculosis, but in New Zealand this is not part of standard of care fo TB diagnosis. The Committee also requested justification for any non-standard physical examinations such as the genital and breast exam included in the protocol. If such exams are not clinically necessary for the purposes of the study, the Committee expects them to be removed. If they must remain, the need for these exams should be clearly explained to participants, and participants should have the option of a same-gender clinician conducting the exam to ensure comfort and a chaperone or support person if desired.
1. The Committee requested an adjustment to the protocol regarding pregnancy tests at every visit. It was noted that the current design calls for a pregnancy test at each study visit, which the Committee felt was excessive. The Researchers agreed this was likely not needed so frequently.
1. The Committee noted that the consent form that currently gives a broad consent for future research uses of the participants’ data. The current wording implies that by signing the main consent, participants allow their data to be used and shared for this study and for any research related to celiac disease or related areas in the future. The Committee requested that this section be revised to narrow the consent to this specific study only, and that any future unspecified research have a separate consent form.
1. The Committee requested further information and safeguards regarding the electronic diary app used in the study. They noted that a privacy statement for the eDiary was not provided with the submission. Participants must have access to this prior to consenting to the use of the eDiary..
1. The Committee requested that the study design address the issue of slight deception in Period A. In the first part of the trial, participants receive a gluten-free capsule but are led to believe it may contain gluten, in order to test their compliance and baseline response. This aspect was not explicitly dealt with in the participant materials. The Committee requested that the researchers include a plan to inform or debrief participants about this deception.
1. The PIS contains limited information about the clinician’s decision on who may continue in Part B, and does not explain to participants that if they have a good response in part A they will not continue in the study. The researcher will need to carefully explain this. 
1. The Committee noted that references to tissue samples as ‘taonga’ (a cherished object) should be changed to ‘tapu’ (sacred) as they are different concepts.
1. The Committee noted that identification as Māori is a personal decision made by the participant and any record of ethnicity must be at the preference of the participant. Ensure that participants are asked what ethnicity best describes their identity and if they identify with iwi or hapu.
1. The Committee noted that, if consultation is required or support for the participant is essential, the participant should be able to identify and record key members of their whānau and/or friends.
1. The Committee noted that the protocol indicated that surgical sterilisation is not childbearing potential, this statement would impact the reproductive risks section in the appendix of the protocol and should be revised.
1. The Committee requested changes to reduce the rigidity of the daily diary requirements. Currently, participants are instructed to complete their eDiary entries at the exact same time each day. The Committee recommended allowing a reasonable time window for daily diary entries rather than a fixed exact time, to make it easier for participants to comply without feeling undue pressure.
1. The Committee requested justification for the study’s upper age limit in the inclusion/exclusion criteria. The current protocol excludes participants older than 75 years. The Committee questioned why a healthy participant over 75 could not join and highlighted the importance of equity of access.
1. The Committee noted that a New Zealand specific appendix may be an appropriate way to incorporate all the New Zealand requirements and changes for the study.

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

Please standardise and specify the gluten dose in the PIS rather than reference to ‘a slice of white bread’ so that participants and reviewers clearly understand the amount of gluten involved in the study.
Please revise the Participant Information Sheet to clearly outline the dosing and visit schedule in a reader-friendly format. A table or timeline format could be included so that participants can easily see which days they take the capsule, which days they receive the study drug or gluten challenge, and when they have visits.
Please revise the information indicating that participants should contact the sponsor if they have questions or concern, this should refer participants to the principal investigator.
Please add a reference to New Zealand’s privacy/data protection law in the consent or PIS. The documents currently reference international laws and need to acknowledge New Zealand legislation to ensure compliance with local requirements.
Please ensure it is clear to participants that they can either be provided with a device on which to use the app, or have the app installed on their own device. It should also be made clear that the app’s use on personal devices does not compromise privacy.
Please simplify for a lay perspective and consider removing use of acronyms where unnecessary.
Please ensure the terminology for biopsy procedures is used consistently. There are references to both “duodenal biopsy” and “intestinal biopsy.” If the procedure in the study is only a duodenal biopsy this should be clear in the PIS.
Please reword the description of unscheduled visits in the Participant Information Sheet. The current phrasing implies that participants are “required to attend at any time” for an unscheduled visit. It should be clear that an extra visit would only be asked of participants if necessary and the PIS should explain under what circumstances this may be asked of participants.
Please expand the “Alternatives to participation” section to include an explanation as to why joining this study now might limit participation in future studies of the same investigational drug.
Please provide specific details about the stipend that participants will receive.
Pleases ensure ‘drug’ is replaced by ‘medicine’. 

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 Filma Anne Phillips and Dr Andrea Forde.




	5  
	Ethics ref:  
	FULL 23620

	 
	Title: 
	A pivotal bioequivalence study comparing estriol in Mi-Gel® topical gel (containing amitriptyline 5mg/g and estriol 0.3mg/g) to Estriol 0.3mg/g topical gel in healthy women in a multiple dose, open label, balanced, randomised, two-treatment, two period, two sequence, two-way crossover bioequivalence study under steady state conditions.

	 
	Principal Investigator: 
	Dr Noelyn Hung

	 
	Sponsor: 
	Aspen Pharmacare Australia Pty Ltd

	 
	Clock Start Date: 
	9 October 2025



Dr Noelyn Hung, Linda Folland, and Louise 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 inquired about results from two prior pilot studies. The Researchers confirmed that no unexpected safety issues arose from the two pilot studies.
1. The Committee queried how rigid the requirement is for the specified dosing at “8:00 AM and 8:00 PM”. The researchers explained this timing reflects an approximate 12-hour interval between doses for consistency. Participants will attend the clinic each morning and apply the evening dose at home around 8 PM. If a volunteer has a scheduling conflict, the research team can discuss minor adjustments on a case-by-case basis.
1. The Committee noted the PIS statement that identifiable research data will be kept for at least 10 years or as long as necessary for the study and asked for clarification. The Researchers explained that it can be difficult to specify in any more detail as their experience is that clients can come back years after the study has completed asking for more data.
1. The Researchers clarified the two insurance certificates uploaded, noting that one pertains to the professional indemnity insurance of the company and the other is the sponsor’s clinical trial insurance policy.

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 noted that that the “Cultural Issues” section of their application contains several legal and regulatory obligations that are not cultural considerations. Further consideration to non-obligatory cultural considerations should be considered.
1. The Committee requested that the researchers reconsider their justification for excluding pregnant women from the study. The Committee acknowledged that bioequivalence guidelines and the sponsor’s preference are to exclude pregnant participants, however, noted that both trial medications are already licensed and considered safe to use during pregnancy. Any exclusion of pregnant participants should be explained in terms of scientific or safety reasons.
1. The Committee requested clarification and refinement of the study’s inclusion and exclusion criteria. Currently, the exclusion criteria states “males” but the study involves a topical gel applied to the vulva, so eligibility is effectively limited to individuals with an intact vulva The inclusion criteria should be specified and consideration of exclusion of individuals with certain conditions that could affect gel application, such as women who have Type ll or Type lll female genital mutilation, previous vulval surgery or those with significant vulval  piercings or tattoos.
1. The Committee requested the advertisement be revised to specify that the study is targeting ‘healthy participants’. Current wording states the researchers are looking for “female” participants. As the researchers suggested, please consider replacing with “healthy people with vulvas”. 

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

Please update the PIS to include a brief summary of the side effects observed in the pilot studies. Participants should be informed that in previous small trials of the gel with no serious adverse events.
Please ensure guidance is clear and consistent regarding post-study contraception in the participant materials. In one appendix, participants are told not to become pregnant until 90 days after the study, but elsewhere it mentions using contraception until 7 days after the last dose.
Please clarify the wording in the PIS about MiGel’s approval and registration status. This should be clear about MiGels approved uses, its registration in Australia and New Zealand, and explanation of status and regulation of the combination of MiGel with other products in the context of this study.
Please add a note in the PIS  to inform participants that certain dietary requirements can be accommodated, while other dietary requirements may not be readily available. Explain which ones are available and which are not.
Please explain whether karakia is available at the time of tissue disposal.
Please revise reference to study being approved by central HDEC to identify NTA.
Please remove the reference to discussing the study with a ‘legal representative’ in the consent form as this is not applicable to New Zealand.
Please revise the PIS instructions for participants to follow during participation. Currently the PIS advises participants not to use pads during the study, please also explain whether this includes panty liners or other products that should be avoided for the same or similar reasons. 
Additionally, the PIS asks participants not to empty their bladder for a certain period after applying the gel, but it does not address bowel movements. For completeness, please advise participants on whether they should also be avoiding bowel movements (where possible) immediately after application, to prevent disrupting the medication.
Please update the PIS’s contraception and sexual activity guidance to align with the study protocol and avoid any conflicting requirements. If the intention is that participants should not engage in penetrative vaginal intercourse during the study, state this plainly. Remove any implication that using a condom is an alternative form of contraception  if the intention is to prevent a condom from interfering with the gel’s application.
Please clarify what “rest” means for participants on Day 6 in the PIS. Specify in the PIS the nature of this rest, for example, whether this refers to bed rest the whole day, or to remain mostly seated indoors for observation.

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 Ms Catherine Garvey and Mrs Sophie Woodger.



	6  
	Ethics ref:  
	FULL 23763

	 
	Title: 
	An in vivo Study to Assess Safety and Suitability of a New Uterine Cervical Drug Device in Healthy Volunteers

	 
	Principal Investigator: 
	Dr Adel Mekhail

	 
	Sponsor: 
	University of Otago Research and Enterprise

	 
	Clock Start Date: 
	9 October 2025



Dr Adel Mekhail and Jaydee Cabral 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 the Committees note that this study is not following a Kaupapa Māori methodology.
2. The Committee queried whether the study will make use of public health care resources. The Researcher clarified that the cervical patch insertion will take place in a hospital clinic, so public health resources are being utilised for this research.
3. The Committee queried whether the peer reviewer had any affiliation with the research team. The Researchers clarified that the peer reviewer was formerly in the same department as a study investigator, but is now based at a different hospital and has no involvement in the project.
4. The Committee queried the upper age limit of participation being 55 years. The Researcher explained that immune response peaks in the mid-20s and declines with age, and the cervical condition being treated is more common in younger women. Additionally, avoiding surgical treatment is most beneficial for women of childbearing age.
5. The Committee noted that both the Peer Reviewer and previous Committees had commented that this was a Device and queried why it was not identified as such in the submission. The Researcher explained that this was not ticked in the submission due to confusion around reference to the device as new in relation to previous submissions.

Summary of outstanding ethical issues

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

6. The Committee requested confirmation in the protocol that a female registrar on the project team, as well as a female specialist nurse, can be trained to apply the patch. The training that will be provided should also be outlined in the Protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
7. The Committee noted the very limited information in the Protocol about the development of the patch, pre-clinical testing of the patch and training in its application to tissue and requested the preclinical development of the patch materials testing and trials on animal tissue from the embargoed MSc Bioengineering thesis be confidentially provided (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
8. Please include in the Protocol reference to training to apply the patch,  and that participants are offered some choice of clinician, including the option of a female clinician. 
9. The Committee requested clarification of whether participants’ partners will have any direct involvement in the study. If the researchers intend to gather data directly from or about the participants’ sexual partners with regard to their experience during heterosxual intercourse with the patch in place, this must be explicitly stated and appropriate consent obtained with a separate Partner Information Sheet and consent form. If no direct partner participation is planned and any partner feedback can be reported second-hand by the participant, the protocol and PIS should clearly confirm that, and no separate partner consent is required (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
10. The Committee requested that participant facing documents, including advertisements and the PIS should clearly and consistently explain that the primary outcomes of this study are to assess the safety, tolerability, and suitability of this new device in healthy volunteers. The Study title should also be consistent across documentation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 11.12). 
11. The Committee requested that the sponsor and the research group/department be correctly and consistently identified in all documents (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 9.7; 11.12; 12.15a).
12. The Committee noted the involvement of both a Māori medical student and a Māori trainee (Registrar) from the Research team to provide Māori consultation in the study and their independence.
13. The Committee requested that the researchers obtain an updated Māori consultation for the project. The previous consultation feedback expressly stated approval expired in September 2025 and  referenced an earlier project title. The Committee requested that the Researchers re-engage with the Māori consultation process to ensure all feedback is related to the current study protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).

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 add a statement in the PIS informing participants that one of the investigators is conducting this study as part of a research requirement for a higher qualification.
Please make it very clear in the Participant Information Sheet that this is a first-in-human study, this can be included in the title or introduction of the PIS.
Please revise the wording in the PIS about potential benefits to say that participants will not get any health benefit from this study. The current phrasing “may not get any health benefit” should be changed to a definitive statement.
Please update the PIS to explain that any injury arising from participation will be covered by the University of Otago’s insurance, not by ACC. Remove any instructions about lodging ACC claims, since ACC does not apply in this context.
Please review the Participant Information Sheet for grammatical errors, typos, and consistent terminology when referring to participants. Currently the documentation refers to participants as both “females” and “people with a cervix”.
Please clarify the inclusion criterion regarding being “sexually active” in the PIS. If the intention is that participants must be engaging in penetrative heterosexual intercourse, then state this explicitly and explain why.
Please correct the statement in the PIS that describes the study as an “active control pilot comparing the device to surgery”. In this pilot study it is indicated that all participants will receive the patch and there is no active control group or concurrent comparison to surgery.
Please clearly state in the PIS what forms of effective contraception methods are acceptable while participating in this study or define “effective contraception” in a way that participants know what is expected.
Please update the PIS to explicitly list possible signs of an allergic reaction to the patch or its materials that participants should watch for.
Please include a brief description in the PIS of the materials that the patch and its adhesive are made from. While the exact composition may be commercially sensitive, giving participants some idea of the material is important.
Please list all of the inclusion and exclusion criteria in the PIS. Currently, only some criteria are mentioned. Every criterion used to determine eligibility should be clearly stated so that prospective participants can accurately assess if they qualify for the study.
Please ensure that the PIS clearly outlines all potential risks and discomforts of participating in the study.
Please revise the statement about the koha in the PIS regarding tax as individual tax situations can vary and participants should seek clarification with IRD if they have any questions.
Please revise the consent form to remove tick boxes unless truly optional.
Please include in the PIS information regarding the future use of data as described in the Data Management Plan which outlines that data may be stored for future research. Include a consent item to the consent form for this future use of data as well.  

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 23661

	 
	Title: 
	A Randomized, Double-Blind, Placebo-Controlled, Single (SAD) and Multiple Ascending-Dose (MAD) Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of AKB-9090 Administered Intravenously to Healthy Adult Participants

	 
	Principal Investigator: 
	Dr Leanne Barnett

	 
	Sponsor: 
	Akebia Therapeutics, Inc.

	 
	Clock Start Date: 
	9 October 2025



Dr Leanne Barnett, Samantha Nie, Kayla Malate 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 asked if any United States federal funding was involved. The Researchers confirmed that a letter addressing US federal funding compliance had already been provided in the application.
The Committee noted the exclusion of participants based on tuberculosis status and asked for clarification. The Researchers explained that the sponsor required TB testing due to the drug’s mechanism of action having potential immunological effects which could risk reactivation.

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 that the compensation wording be amended (refer the PIS for interventions studies compensation wording) if Akebia is not a member, of Medicines New Zealand. 

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

The PIS mentions that participant data will be used for future research. Please add a statement to the consent form explicitly confirming that participants consent to their data being used in future research.
Please revise the PIS to include a brief summary of participants’ data privacy rights directly in the document, rather than relying on a hyperlink.
Please explain in more detail what is expected of participants where the PIS requests that they avoid sun exposure. 
Please clarify what is considered strenuous exercise that should be avoided during the study period.
Please update the reproductive risks section of the PIS/CF to clearly explain the reason for listed precautions, explaining if they are needed to prevent the  exposure to sexual partners of the investigational medicine, its excipients or metabolites via semen or other bodily fluids, not solely to avoid 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).
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	Ethics ref:  
	FULL 23465

	 
	Title: 
	Phase 3 Study to Evaluate the Efficacy and Safety of Zodasiran in Adolescent and Adult Subjects with Homozygous Familial Hypercholesterolemia (YOSEMITE)

	 
	Principal Investigator: 
	Professor Russel Scott

	 
	Sponsor: 
	Arrowhead Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	9 October 2025



Professor Russel Scott, Samantha Nie, Kayla Malate 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 Researchers confirmed that all prior trials were in adults or healthy volunteers, and this is the first use in an adolescent population.
1. The Researchers clarified that the eligible population is small and while there may be two eligible siblings among the potential participants, they do not anticipate any parent–child pairs enrolling. Any approach to patients for recruitment will be made via their primary care doctor and/or usual clinician who will introduce the study to the potential participants. 
1. The Researchers confirmed that they have a comprehensive safety plan in place for adolescent pregnancy related risks.

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 clarification on whether the study will cover costs for accompanying parents/guardians when youth participants attend study visits.
The Committee requested clarification on the procedure for addressing any concerning responses from adolescent participants in the quality-of-life surveys. Explain how the research team would balance confidentiality with the duty of care in a situation where a young participant’s responses suggest they may be at risk of self-harm or another serious issue. Clearly explain when and how parents or appropriate authorities would be informed despite privacy constraints in such scenarios.
The Committee requested that the researchers discuss with the study sponsor the possibility of extending post-trial access to the investigational medicine for participants who received placebo. Currently, the protocol offers only a 12-month open-label extension for those on placebo.
The Researchers confirmed that the specialist clinic team overseeing these patients includes access to psychologists and social workers through the hospital system. Any health or psychological concerns that arise will be referred to the participant’s usual specialist care team.

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

Please add a clear statement early in the participant information materials to emphasise that this is the first study using the medication in adolescents 
Please consider creating a separate Parent/Guardian Information Sheet and Consent Form instead of using a combined form that addresses the parent as if they are the participant. Addressing the Parent/Guardian as “you” impacts the clarity of who has what responsibilities and decision-making rights during the study.
Please consider rewording the phrasing “in the private area” in the youth assent form.
Please clarify who the sponsor is and who the sponsor is contracting in relation to this study
Please revise the explanation of genetic information in the participant materials. Use clear language to explain genes and heredity in a way that a 12-year-old would understand without confusion
Please adjust the assent form instructions about notifying the study team of a partner’s pregnancy. In its current form, it asks the child participant to keep the study informed if “your partner becomes pregnant, “The wording in this section should be clarified, explaining who has what responsibilities with respect to notification of a pregnancy.
Please ensure that references to “Day 1” and “Month 1” descriptions of the open-label extension phase are clearly explained and logically presented.
Please clarify in the participant information sheet that genetic testing is not automatically required for everyone and will only be done if necessary.
The Committee requested confirmation of the age of the youngest potential participant. If no participants under 16 years of age will be enrolled, a formal assent form for minors may not be required.
Please change the use of wording in the reproductive risks section to ‘contraception’ and ‘pregnancy’ as opposed to ‘birth control’ and ‘unborn baby’.
Please ensure the consent form explicitly addresses the future use of participants’ data. A statement should clarify whether and how de-identified data or samples from this study might be stored or used in future research.
Please revise the wording that says ‘no one will be angry with you’ if the participant chooses not to take part. Assurance that participation is voluntary should be given but in not in a coercive manner. Explain that deciding not to participate will not affect their medical care or their relationship with their doctors.
Please explain that that quality-of-life questionnaires will be reviewed at the time they are filled out or within 24 hours.
Please use consistent terminology regarding biological samples whether described as destruction or disposal.

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:
	18 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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