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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	23 September 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:30 am -12:00 pm 
	
	Committee Welcome
	
	

	12:00 pm – 12:30 pm
	2025 FULL 23617
	Aplastic Anaemia and Other Bone Marrow Failure Syndromes V3.0
	Dr Nathanael Lucas
	Ms Sandy Gill / Dr Patries Herst

	12:30 pm – 13:00 pm
	2025 FULL 22269
	CONNECT1903
	Dr Karen Tsui
	Dr Cordelia Thomas / Mx Albany Lucas

	13:00 pm – 13:30 pm
	2025 EXP 23815
	Infiltrative Cardiomyopathy Cohort Study
	Dr Nicola Edwards
	Ms Jessie Lenagh-Glue / Patries Herst

	13:30 pm – 14:00 pm
	2025 EXP 22663
	Development of an AI-based tinnitus therapy
	professor Grant Searchfield
	Ms Sandy Gill / Dr Andrea Furuya

	

Break (30 mins)

	14:30 pm – 15:00 pm
	2025 FULL 22601
	VICTORY
	Dr Stephen Laughton
	Dr Cordelia Thomas / Dr Rebekah Jaung

	15:00 pm – 15:30 pm
	2025 FULL 23878
	ZL-1503-001: A phase 1/1b study to evaluate the safety, tolerability and pharmacokinetics of ZL-1503 in healthy volunteers and participants with moderate to severe atopic dermatitis (AD)
	Dr Paul Hamilton
	Ms Jessie Lenagh-Glue / Mx Albany Lucas

	15:30 pm – 16:00 pm
	2025 FULL 23753
	C2321008: A Study Investigating Mevrometostat (PF-06821497) in Men with Metastatic Castration Sensitive Prostate Cancer Who Have Not Tried Novel Hormonal Therapy or Chemotherapy
	Doctor Peter Fong
	Ms Sandy Gill / Dr Andrea Furuya

	16:00 pm – 16:30 pm
	2025 FULL 23283
	ALN-AGT01-008: Zilebesiran in Patients with Hypertension Not Adequately Controlled and With Either Established Cardiovascular Disease or High Risk for Cardiovascular Disease
	Dr Victoria Siriett
	Ms Jessie Lenagh-Glue / Dr Rebekah Jaung

	16:30 pm – 17:00 pm
	2025 FULL 23295
	AROMAPT-SC-1001: A Study to Evaluate ARO-MAPT-SC in Healthy Volunteers and With People with Early Alzheimer's Disease.
	Dr. Rohit Katial
	Dr Cordelia Thomas / Dr Andrea Furuya 


 


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Joan Pettit
	Lay (Intervention Studies) (Chair)
	08/07/2022
	08/07/2025
	Apologies

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

	Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	22/05/2023 
	Present 

	Dr Cordelia Thomas 
	Lay (the Law) 
	15/09/2025 
	14/09/2029 
	Present 

	Mx Albany Lucas
	Non-lay (Observational studies)
	22/12/2021
	22/12/2024
	Present

	Ms Jessie Lenagh-Glue
	Lay (Ethical/Moral reasoning)
	15/09/2025
	14/09/2028
	Present

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

	Dr Rebekah Jaung	
	Non-Lay
	13/07/2025
	12/07/2028
	Present

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




Welcome
 
The Chair opened the meeting at 11:30am and welcomed Committee members, noting that apologies had been received from Ms Joan Pettit. 

It was noted that it would be necessary to appoint an acting Chair in accordance with the Standard Operating Procedures. Dr Cordelia Thomas confirmed their eligibility and were appointed as the Chair for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 26 August 2025 were confirmed.








New applications 


	[bookmark: _Hlk209515168]1  
	Ethics ref:  
	2025 FULL 23617

	 
	Title: 
	Aplastic Anaemia and Other Bone Marrow Failure Syndromes Registry (AAR) - New Zealand

	 
	Principal Investigator: 
	[bookmark: _Hlk209515603]Dr Nathanael Lucas

	 
	Sponsor: 
	Monash University

	 
	Clock Start Date: 
	11 September 2025



Dr Nathanael Lucas, Dr Lucy Fox and Vanessa Fox 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 acknowledged this is a resubmission of a previous decline and congratulated the Researchers on addressing most of the Committee’s concerns.
2. The Committee queried the rationale for sending data to Australia for a registry. The Researcher advised that New Zealand is utilising Australia’s well established and funded existing registry for this rare disease, rather than attempting to secure funds to duplicate the same registry here.
3. The Committee queried why the data is being uploaded in identifiable form and who is uploading it. The Researcher advised that this is so that participants can be contacted when they turn sixteen to be reconsented. Clinicians will upload their patient’s information directly into the registry but will not be able to see any other sites patient information. Identifiable information is only visible to a very limited number of people, specifically New Zealanders’ identifiable data would not be visible to Australian Researchers.
4. The Committee queried whether there will be a summary of results as mentioned on the consent form. The Researchers advised that there will be, the first one will be about the epidemiology, as the most recent publication is from the 1980s, followed by a comparison of patient outcomes in New Zealand compared with Australia. 
5. The Committee queried whether the peer reviewer is sufficiently independent. The Researcher advised that whilst he is a haematologist, all the haematologists in New Zealand would have at least one patient in the registry but he will not be a lead investigator at his site.



Summary of outstanding ethical issues

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

6. Please review the Data Management Plan to ensure it is consistent with the Protocol, for example with regards to data linking.
7. Please remove statements about anonymised data from 7.3 and 8.3 of the Data Management Plan, if this is not applicable to the registry.
8. The Committee noted that a withdrawal form has been submitted and advised that participants are not required to sign a form to withdraw in New Zealand, they may withdraw by giving verbal notice.

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

9. Please remove the tick boxes from all the consent forms.
10. Please add the Māori support contact details to the family PIS.
11. Please amend the older child PIS to state that they will assent rather than consent.

Decision 

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

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





















	2  
	Ethics ref:  
	2025 FULL 22269

	 
	Title: 
	CONNECT1903 - A Pilot and Surgical Study of Larotrectinib for Treatment of Children with Newly Diagnosed High-Grade Glioma with NTRK Fusion

	 
	Principal Investigator: 
	Dr Karen Tsui

	 
	Sponsor: 
	ANZCHOG

	 
	Clock Start Date: 
	11 September 2025



Dr Karen Tsui, Sonia, and Fernanda were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried only one participant being targeted for recruitment. The Researchers advised that this is a rare tumour and with this specific genetic mutation is even rarer, with approximately one diagnosis every two years in New Zealand.
2. The Committee noted that the funding is coming from the US and queried whether funding will be secure. The Researchers advised that this is an international consortium with funding also coming from Europe and Australia.
3. The Committee complimented the Researchers on the table on page 4 of the parents’ PIS, as this gives a clear progression through the research.
4. The Committee noted for future reference when commenting on Māori cultural considerations that the head is considered tapu.

Summary of outstanding ethical issues

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

5. Please clarify which doctor you are referring to each time doctor is stated.
6. Please refer to Medsafe instead of New Zealand Health Authority.
7. Please be consistent with the phrasing throughout when referring to the parent or the child.
8. Please add ACC wording to the older child assent form.
9. Please put the Māori considerations under its own heading.
10. On the consent form please clarify that Connect is overseas, so that participants understand that they are consenting to their information going overseas.


Decision 

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

· 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).














































	3  
	Ethics ref:  
	2025 EXP 23815

	 
	Title: 
	Infiltrative Cardiomyopathy Longitudinal Cohort Study

	 
	Principal Investigator: 
	Dr Nicola Edwards

	 
	Sponsor: 
	Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	11 September 2025



Dr Evelyn Lesiawan was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted that this is a resubmission of a previous decline. The previous application intended to set up a registry, but the current application is for a prospective observational study for a PhD thesis. The Researcher noted that there is now also a consent aspect after meeting with Health New Zealand’s Data Governance Group.
2. The Committee asked the Researcher to explain the consenting process.  The Researcher advised that it would be an e-consent process using REDCap.
3. The Committee queried whether a waiver of consent is being sought for any participant groups. The Researcher advised that they are requesting a waiver of consent for two groups, firstly deceased people as this disease cohort has never been researched in New Zealand, so their data would be necessary to properly analyse incidence and prevalence in New Zealand. The Committee acknowledged that it is possible to grant a waiver of consent for people who have died.
4. The Committee queried what the disease prevalence is in countries where it has been studied. The Researcher noted that it varies by region, for example in Sweden it is approximately 160 per 100,000, in the United States 60 per 100,000 and in Taiwan only 1-5 per 100,000.

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 Researcher noted the other group they are seeking a waiver of consent for is those individuals who are not currently in contact with a cardiologist. If these individuals later come under a cardiologist again, then the intent would be to reconsent them at this point and if they do not wish to be in the study then they would be withdrawn, assuming that their data had not already been analysed. The Committee noted that they would not be able to give a waiver of consent for those individuals who are still alive as Right 7.1 of the code of rights states that consumers must give informed consent. What the Researcher is describing is opt-out consent, but individuals must still be advised that they have the option to opt-out. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.45)
6. The Researcher queried whether a waiver of consent can only be issued for deceased people or under what circumstances a waiver of consent would be granted for individuals who are alive and not in contact with health services. The Committee advised that a waiver of consent can be granted in certain circumstances as per the National Ethical standards for health and disability research and quality improvement, such as when minimal risk would be involved, it would affect the scientific validity of the study, or it is not possible or practicable to consent individuals but noted that the individuals being considered here would have contact details available. The Researcher queried if individuals did not answer their phone whether they could be included. The Committee stated that if an individual does not answer their phone this should be taken as a no. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.46-7.48a) 
7. The Researcher raised concerns that if not everyone is included in the study, then it will be difficult to get an accurate picture of the epidemiology in New Zealand. The Committee noted that they understand this, however if an individual has opted out of health services, then it would not be appropriate to assume that they would consent to their data being used in health research.
8. The Researcher queried whether not being able to capture all individuals affected by this disease would meet the grounds for a waiver under scientific validity. The Committee noted that this is only one of the factors they consider, but the starting point should be to obtain informed consent if it is possible to do so.
9. The Committee noted that when this was submitted as a registry then it was important that as many individuals as possible are captured however as this is now for a thesis, this is less critical. The Researcher noted that the study goes beyond their thesis because it will provide a longitudinal database that captures these conditions in New Zealand to understand their incidence and prevalence.  
10. The Committee queried how many individuals would be missed from the data if only including those who provide consent and deceased individuals. The Researcher advised that individuals with cardiac sarcoid can be clinically stable, but as these conditions have not been studied in New Zealand before she could not answer this question.
11. The Committee suggested that advertising materials could be used to promote the study and allow individuals to contact the Researcher. This could be in clinic and / or via email. Noting that HDEC would have to approve any advertising materials.
12. The Committee noted that if this is truly a prospective observational study then data would only be gathered from consenting participants from the start of the study and moving forward and suggested that down the track a sub study or amendment could be created to look at retrospective data. Then the numbers of individuals should be known and if a waiver is necessary this should be able to be justified.
13. The Committee queried what the intentions are for future research. The Researcher stated that this is so that they do not need to reconsent people if they wish to use their scans in future. The Committee requested that the Data Management Plan and PIS/CF be amended to reflect the intentions for future research using data gathered in this study. Noting that if future research will be related to the diseases in this study, then it will not be unrelated research.  
14. The Committee noted that all documents will require some amendments to reflect the required changes to study design and offered to review these documents prior to resubmission. Please email the HDEC Secretariat if you would like to take up this offer. 
15. The Committee recommended in future that the co-ordinating investigator and / or PhD supervisor also attend any HDEC meetings alongside the Researcher.



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

16. Please amend the section on future research to reflect the intentions for the data gathered in this 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).
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 Jessie Lenagh-Glue and Patries Herst.




























	4  
	Ethics ref:  
	2025 EXP 22663

	 
	Title: 
	Just-in-Time Adaptive Intervention Artificial Intelligence system in tinnitus digital therapy study

	 
	Principal Investigator: 
	Professor Grant Searchfield

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	11 September 2025



Professor Grant Searchfield and Ke Mao were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues 

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

1. The Committee queried how the PI’s conflict of interest is being managed.  The Researcher noted that this research is being done for a PhD thesis and therefore is under supervision, and that there is also a data steering committee.
2. The Committee queried who will choose what sounds the participants hear and whether it is the AI. The Researcher advised that AI will not be active in this study, rather they are gathering data to train AI. The participants will choose what sounds they listen to.
3. The committee queried whether Māori consultation has been undertaken. The Researchers advised that it has.
4. The Committee noted for future reference when considering Māori cultural issues, the head is Tapu, also people may feel whakamā. 

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 queried how much funding is provided by the US based company. The Researchers noted that they are not providing funding as such but will be providing a free research licence to use the software and donating hardware. The Committee noted that this needs to be disclosed to participants. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.23b).  
6. The Committee queried what costs are being covered as the response in the submission form is contradictory. The Researchers noted that as this study is for a PhD funds are limited, however they did receive feedback on another application that to improve equity in terms of access it is appropriate to provide some compensation for travel. The Committee noted that ideally this should be provided. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20a, 11.21).  
7. The Committee queried how the healthy volunteers will be recruited. The Researchers advised that they have a database of healthy volunteers that they will utilise. Please update the protocol to reflect this information. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.9).  
8. Please include contact details of all involved parties, such as the US company providing hardware, in the Data Management Plan. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  
9. Please update the Data Management Plan to reflect that there will not be any participants under 16 years of age.
10. Please update the Data Management Plan to state that data will be stored for ten years.
11. Please provide a list in the protocol which defines all the acronyms.
12. The Committee noted that parts of the protocol have headings with incomplete information underneath them, please complete. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
13. The Committee noted that not all the questionnaires have been uploaded, such as the DAS questionnaire.
14. The Committee noted that the insurance certification is due to expire. The Researcher advised that this should not have been submitted as this is not a commercial study it should be covered by ACC.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
15. Please state what the US based company is providing in terms of software and hardware.
16. Please include information about how participants will be compensated for travel costs.
17. Please update the ‘what if something goes wrong’ section as currently both ACC and sponsor insurance statements are included.
18. Please clearly spell out the differences between the intervention participants and the control group and consider creating a separate PIS/CF for the control group.
19. Please add footers with page numbers and a version number.
20. Please include information about how the questionnaires will be delivered, including a warning that it could be distressing, and a safety plan to respond to the results of the DAS questionnaire. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4).  
21. Please provide clarification about where the recordings will be carried out.
22. Please clarify the name of the AI.
23. Please include a picture of the headphones.
24. Please disclose the relationship between the PI and TrueSilence Therapeutics. 
25. Please clarify the intent of the use of AI.
26. Please add information about future unspecified research to both the PIS and the CF.
27. Please remove tick boxes from the consent form, except for the one asking whether participants would like a summary of results.
28. Please amend the statement about withdrawing data. It is not appropriate to put a specific date on this, participants can withdraw at any time, however they should be informed that once analysed it will no longer be possible to withdraw their data.
29. Please review for typos and grammar. 

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
	5  
	Ethics ref:  
	2025 FULL 22601

	 
	Title: 
	A PILOT STUDY to INVESTIGATE SAFETY and EFFICACY of WEEKLY COMBINATION of INTRAVENOUS VINBLASTINE WITH ORAL Type II RAF INHIBITOR TOVORAFENIB IN PEDIATRIC PATIENTS with RECURRENT/PROGRESSIVE RAF ALTERED (non-NF1) LOW GRADE GLIOMAS.

	 
	Principal Investigator: 
	Dr Stephen Laughton

	 
	Sponsor: 
	Australia and New Zealand Children's Haematology/Oncology Group (ANZCHOG)

	 
	Clock Start Date: 
	11 September 2025



Dr Stephen Laughton and Leani Fourie 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 noted that there needs to be some separation between the treating clinician and the person undertaking recruitment and consenting.
2. The Committee queried wellbeing questionnaires only being conducted on English speaking participants.
3. The Committee noted that trials cannot be stopped purely for commercial reasons in New Zealand.

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

4. On page 1 please include information about the PI, site, etc as per the HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees
5. Please explain the rationale for the use of Vinblastine in this setting.
6. Please include a table which sets out what parts of the study are standard of care and what is specific to the study.
7. Please make the section on reimbursement of costs clearer.
8. Please provide more information about Tanner staging, such as whether the parents could complete this or accompany as a support person, or if a person of the same gender can be requested.
9. Please also state percentages as proportions for side effects.
10. The reconsenting PIS needs to include information about the right to access and correct information.
11. Please clarify who the ‘local doctor’ is versus ‘your doctor’.
12. Please be consistent in the use of LGG or the full name.
13. Please include the provision of beads as koha in the section on koha for the children.
14. In the younger child PIS ensure it is written to the child, rather than about them.
15. Please include an ACC statement in the older child PIS.
16. Please rephrase ‘something bad happen’ to something that sounds less scary for a child.
17. Please strengthen the wording around providing counselling, to state that you ‘will’ refer rather than ‘may’. 

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).


































	6  
	Ethics ref:  
	2025 FULL 23878

	 
	Title: 
	ZL-1503-001: A phase 1/1b randomized, double blind, placebo-controlled, single and multiple dose escalation study to evaluate the safety, tolerability, and pharmacokinetics of ZL-1503 in healthy volunteers and participants with moderate to severe atopic dermatitis (AD)

	 
	Principal Investigator: 
	Dr Paul Hamilton

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

	 
	Clock Start Date: 
	11 September 2025



Dr Paul Hamilton, Kim Huljich, Bei Qi, Chatlyn Panganiban and Jorrit Sipkema 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 clarified that only part A of the study is being reviewed today.
2. The Committee queried whether referrals would be made for any positive test results for notifiable diseases such as Tuberculosis. The Researcher noted that all referrals as per standard of care would be made. 

Summary of outstanding ethical issues

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

3. The Committee queried the justification for the specific weight range and BMI, and excluding people outside this range. The Researcher noted that this study is in healthy volunteers, so these ranges are to include healthy individuals, and this is standard for phase I studies. The Committee requested that some justification is made for this.
4. The Committee noted that the advertising material refers to health monitoring and this could mislead people. 
5. The Committee queried how much the Stipend will be. The Researchers advised that this has not yet been determined. The Committee noted that they need to assess the amount to ensure that it adequately compensates participants without being inductive. 
6. Please align the Data Management Plan with the consent form in terms of the countries that data is being sent to.

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

7. Please remove information for part B.
8. Please include some advice for the physical examination such as whether they will be required to remove clothing, if they can have a support person or request a clinician of the same gender.
9. Please use gender neutral language.
10. Please remove reference to flipping a coin to describe randomisation.
11. Please give a comparator for the amount of blood being drawn. Also clarify the total amount of blood drawn will be over a twelve-month period.
12. Please remove reference to treatment, instead use a term such as investigational medication or study medication.
13. Please rephrase to make it clear that the early termination visit is optional.
14. Please rephrase that consent would be sought to follow up any resulting pregnancy.
15. Please include vaping when referring to smoking.
16. Please make GP notification mandatory.
17. Please reword the section about the screening visit, as currently it refers to ‘your condition’, which is confusing in a healthy volunteer cohort.
18. Please clarify that the blood tests for pharmacokinetics are to establish a baseline, prior to receiving any medication.
19. On page 7 please rephrase the statement about dosing as it currently does not make sense.
20. On page 8 please reword to make it clear that the early termination visit is voluntary.
21. On page 13 please clarify whether other medications can be taken. Also state that supplements will not be allowed.
22. Please rephrase the wording from ‘up to ten years’ to ‘for at least ten years’.
23. Please clarify what ‘harmful to your participation’ means.
24. On page 18 please reword to make it clear that monitoring of any pregnancy would be with consent to do so.
25. On page 21 please amend, as it currently states that identifiable information will be sent overseas.
26. Please check for spelling and grammar.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Mx Albany Lucas and Ms Jessie Lenagh-Glue.




	7  
	Ethics ref:  
	2025 FULL 23753

	 
	Title: 
	A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study of Mevrometostat (PF-06821497) With Enzalutamide in Metastatic Castration-Sensitive Prostate Cancer (MEVPRO-3)

	 
	Principal Investigator: 
	Doctor Peter Fong

	 
	Sponsor: 
	Pfizer Inc.

	 
	Clock Start Date: 
	11 September 2025



Doctor Peter Fong, Kathleen Durbin and Daphne Mason were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried the incidence in Māori. The Researcher advised that prostate cancer has a lower incidence in Māori, however Māori tend to have worse outcomes as they tend to present with more advanced disease.
2. The Committee noted for future reference a cultural issue to consider for Māori is whakamā. 
3. The Committee queried whether Māori consultation had been undertaken. The Researchers advised that this has not yet been undertaken but will carried out as part of locality approval.

Summary of outstanding ethical issues

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

4. The Committee noted that the existing insurance certificate will expire before the study concludes and will need to be renewed, with evidence provided to the Committee.
5. The Committee queried whether a koha will be given.  The Researcher advised that they do not intend to give koha as they felt this would be seen as coercive.  The Committee noted that koha is a token of appreciation and could be a voucher or a card and is not coercive.
6. The Committee queried whether there will be cross over access for those on placebo or ongoing access to the study medication after the trial. The Researcher advised that participants who are doing well on Enzalutamide will be given continued access. 


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

7. The Committee note that this is a very long document and recommend that it is reviewed and shortened where possible. Appendices can be used for sections such as excluded medications.
8. Please remove Americanisms and write for a New Zealand audience.
9. Please use the Māori cultural statement from the HDEC template Participant Information Sheet templates | Health and Disability Ethics Committees
10. On page 7 please rephrase the requirement for blood and tissue samples to highlight individuals’ consent.
11. Please clarify that participants’ existing biopsy samples will be used.
12. Please state what blood volume will be taken for each sample.
13. Please state when and where questionnaires will be completed.
14. Please include a safety plan that explains what will happen if a participant experiences distress because of the questionnaires. 
15. Please remove the tick box for information being retained after people withdraw.
16. Please rephrase the section about individuals withdrawing and that they will be asked to give consent for their records to continue to be accessed.
17. Please state whether people will be required to remove clothes for the physical examination and whether they can bring a support person.
18. Please clarify who the ‘usual doctor’ is, whether it is the GP or specialist.
19. Please remove the requirement to provide receipts as this is overly burdensome for participants.
20. Please state that karakia will not be available when samples are destroyed if they are overseas.
21. Please remove the information about pregnancy and breastfeeding.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Andrea Furuya and Ms Sandy Gill.
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	Ethics ref:  
	2025 FULL 23283

	 
	Title: 
	ZENITH: A Phase 3 Global, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Efficacy and Safety of Zilebesiran in Addition to Standard of Care in Reducing Major Adverse Cardiovascular Events in Adult Patients with Hypertension Not Adequately Controlled and With Either Established Cardiovascular Disease or High Risk for Cardiovascular Disease

	 
	Principal Investigator: 
	Dr Victoria Siriett

	 
	Sponsor: 
	Alnylam Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	11 September 2025



Dr Victoria Siriett, Aimee Hawker, Kim Huljich and Amy Tong were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried whether travel costs will be covered for participants recruited from anywhere in New Zealand. The Researchers advised that they will be.
2. The Committee queried whether individuals with HIV or Hepatitis will be excluded from the study. The Researchers advised that these individuals may participate in the study if their disease is well controlled.

Summary of outstanding ethical issues

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

3. The Committee request that the sponsor consider continuing to provide the study medication on compassionate grounds after conclusion of the study.
4. The Committee requests that the sponsor consider licensure in New Zealand if the medication proves effective.
5. Please be consistent about the length of time data will be stored for.
6. The Committee noted that they will need to review the amount of the Stipend.
7. Please amend the Data Management Plan to remove reference to data going overseas for Greenfire.

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

8. Please remove references to Greenfire as this is not available in New Zealand.
9. Please make it clear that Zilebesiran is not an approved medication anywhere.
10. Please rephrase so that placebo is not referred to as a medication.
11. Please state that participants must pay tax on payments unless it is a reimbursement.
12. Please use medication consistently rather than swapping between medication and drug.
13. Please clarify that angioedema can be a serious side effect.
14. Please clarify where blood and urine samples will be sent and stored.
15. Please clarify that the ethics committee approves the ethical aspects of the study.
16. Please state the Māori data is a taonga, rather than may be a taonga.
17. Please include local contact information for the study sites.
18. Please clarify whether contraception costs will be covered.
19. Please reword to make it clear that any continued contact after withdrawal is with the participants’ consent.
20. Please review against the HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees
21. Please review for grammar.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Rebekah Jaung and Ms Jessie Lenagh-Glue.
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	Ethics ref:  
	2025 FULL 23295

	 
	Title: 
	A PHASE 1/2a PLACEBO-CONTROLLED DOSE-ESCALATING STUDY TO EVALUATE THE SAFETY, TOLERABILITY, PHARMACOKINETICS, AND PHARMACODYNAMICS OF ARO-MAPT-SC IN Healthy PARTICIPANTS AND PARTICIPANTS WITH EARLY ALZHEIMER’S DISEASE.

	 
	Principal Investigator: 
	Dr. Rohit Katial

	 
	Sponsor: 
	Arrowhead Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	11 September 2025



Dr. Rohit Katial, Kayla Malate and 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 

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

1. The Committee queried the exclusion of individuals with HIV or Hepatitis. The Researcher advised this is due to the need to exclude concomitant medications.
2. The Committee queried the exclusion of individuals with severe allergies. The Researcher advised that this is because of the increased risk of anaphylaxis. 
3. The Committee queried how the researcher will manage the relationship between the clinician referring participants where they are also involved in the study. The Researchers advised that the study team will be available to discuss the study with potential participants and their families.
4. The Committee queried how it will be determined that participants have Alzheimer's rather than some other type of dementia. The Researchers acknowledged that there is not a definitive tool to diagnose but are using all available tools, such as MRI and biomarkers.

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 queried whether potential participants will be able to give informed consent. The Researchers advised that they would exclude anyone they suspect is not capable of giving informed consent and all consenting will be done in person. The Committee recommends that the records of assessment of competence are retained.
6. The Committee queried the rationale for using the Columbia Suicide Scale. The Researcher advised that this has been chosen by the international sponsor. The Committee request that the sponsor consider using other quality of life questionnaires instead, which focus on a wider range of issues than just suicidal ideation. 
7. The Committee noted that it is the Researchers’ responsibility to address distress, rather than the participant requesting assistance.

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

8. Please include an explanation for the exclusion of males with pregnant partners.
9. Please state that karakia will not be available for sample disposal as they will be overseas.
10. Please use other terminology than ‘dummy drug’.
11. Please remove reference to flipping a coin with regards to randomisation.
12. Please include information about genetic testing and whakapapa. 
13. Please clarify testing for pregnancy and post menopause will only be ongoing if not determined already.
14. Please rephrase about smoking and marijuana use to make clear which applies only when on site and which applies to the entirety of the study.
15. Please consider renaming the cohort A1 from phase 1a, as this is confusing.
16. Please use the safety plan from the submission E3.1 and E3.2 in the PIS.
17. Please state that this medication has not been approved anywhere in the world.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Cordelia Thomas and Dr Andrea Furuya.





General business

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

	Meeting date:
	28 October 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.

The meeting closed at 5:07pm.
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