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Welcome
 
The Chair opened the meeting at 12:00 and welcomed Committee members, noting that apologies had been received from Mr Jonathan Darby.  
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 21 October 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 FULL 23545

	 
	Title: 
	PEAK-1: Randomized Phase 3 Trial of Casdatifan and Cabozantinib Versus Placebo and Cabozantinib in Patients With Advanced Clear Cell Renal Cell Carcinoma

	 
	Principal Investigator: 
	Dr Nicola Lawrence

	 
	Sponsor: 
	Arcus Biosciences, Inc

	 
	Clock Start Date: 
	06 November 2025



Dr Nicola Lawrence, Mrs Ruta Padalkar, Nate (unknown surname) and Asern (unknown surname) 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 requested clarification on the current standard of care for metastatic clear renal cell carcinoma. The Researcher advised that second-line treatment in New Zealand is axitinib or lenvatinib with everolimus and noted the study offers access to cabozantinib, which is otherwise unfunded.
2. The Committee requested confirmation on whether there will be an open label extension for placebo participants to later receive casdatifan. The Committee noted the question was about a duty of care to participants. The Researcher indicated this is unlikely and HIF-2α inhibitors are not expected to be funded within the required timeframe. 
3. The Committee requested clarification on the inclusion and exclusion criteria regarding prior radiation and brain metastases. The Researcher explained that the target lesion specifically must not have received previous radiation.
4. The Committee requested clarification on the standard imaging follow-up schedule compared to the study’s 8-weekly scans. The Researcher confirmed 8-weekly scans are feasible but noted 12-weekly is standard. The risk from ionising radiation for this study was considered to be outweighed by clinical justification, noting that participants  have incurable metastatic cancer.
5. The Committee requested clarification on mental health risks and support for participants. The Researcher advised risks are deemed the same as standard of care, with standard of care pathways available for support.
6. The Committee requested clarification on what ‘regular’ pregnancy testing involves.
The Researcher confirmed testing would only occur while participants are on treatment and noted it is unusual for treatment to continue beyond five years due to disease progression.
7. The Committee requested clarification on the appropriateness of mandating pregnancy testing and contraception. The Researcher explained this is for safety, as Cabozantinib and Casdatifan are likely teratogenic due to their mechanisms of action. They added this would affect only a small number of patients, as most with this cancer type are older and male.
8. The Committee requested clarification on whether site-specific wording would be provided.  The Researcher confirmed wording will be site-specific, with non-applicable text removed during localisation. Any new site or amendment must be submitted to HDEC.
9. The Committee requested clarification on participant koha. The Researcher advised there is no koha, but light snacks and refreshments are provided for visits over four hours, free parking is available, and transport costs for whānau can be reimbursed.

Summary of outstanding ethical issues

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

10. The Committee encouraged the Sponsor to seek licensure in New Zealand should the study be successful. 
11. The Committee requested confirmation that the scientific advice and recommendations from the 2024 peer review document, have been addressed appropriately.
12. The Committee requested clarification on planned data storage duration, noting a discrepancy between PIS (at least 15 years) and DMP (25 years).
13. The Committee requested written confirmation from the sponsor that participants will continue to receive the investigational medicine if they are still responding to treatment.

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

14. Please review clarity of language and processes. Check for repetition and duplication. 
15. Provide an explanation of what Cabozantinib is. Please inform participants of what the potential benefits are anticipated to be. 
16. Please explain what the placebo contains. 
17. Please make it clear that Cabozantinib is known to cause reduced heart function but the effects of taking Cabozantinib and Casdatifan together are currently unknown. 
18. Please review what is advisable for contraception and how it is different to sperm donation. The sperm donation time frame is 7 days, but participants are advised to use barrier contraception for 4 months. 
19. Please revise the pregnancy testing wording so participants are encouraged to report pregnancy.
20. Please list any additional tests. 
21. Please review and clarify the statement around requesting samples for future research use (as it would not normally be possible to request return of a sample meant for future use). 
22. Please ensure treatment cycles are explicitly stated for participants to understand.  
23. Please mention reimbursement, and provide an indication of what would be entailed,  for support people. 

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 (where applicable), taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

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




























	2  
	Ethics ref:  
	2025 EXP 24067

	 
	Title: 
	Asia Pacific Valve in Valve Registry

	 
	Principal Investigator: 
	Dr Faeez Mohamad Ali

	 
	Sponsor: 
	National Heart Centre Singapore

	 
	Clock Start Date: 
	06 November 2025



Dr Faeez Mohamad Ali, Simi Christudas Jayakumari, Deborah Yip and Liz Low
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 requested confirmation that Researchers are comfortable with no New Zealand representation on the governance Committee. The Researcher clarified they are satisfied provided all stakeholders communicate effectively.
1. The Researcher confirmed the peer reviewer is based at Waikato Hospital.
1. The Committee requested clarification on how the study goal aligns with the body habitus of New Zealand populations. The Researcher noted they do see patients with smaller body habitus.

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 whether the study could be run prospectively by consenting new participants. If a waiver for deceased participant data will be requested, the Committee asked for more information in the application and protocol to justify this, including the importance of the deceased data set, expected mortality rates, and any reasons for not simply collecting equivalent data prospectively. See National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.47. The Committee also suggested consideration of a systematic consultation to gauge public views (consumer or patient groups) on posthumous data use under a waiver and further Māori consultation (specifically regarding the waiver of consent). Please submit feedback to HDEC. The Committee considered this particularly  important as the Researchers specifically referenced the epidemiology of Rheumatic Heart Disease (RHD) in Māori.
1. If a waiver will be requested, the Committee requested the Researchers address the Central Committee’s recommendation to contact next of kin, legal representatives, or support people.
1. The Committee requested a limit on data storage, as unspecified data storage cannot be approved. See National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13.
1. The Committee requested the protocol be updated to meet National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8 requirements, including adding a data analysis plan and information on data linkage.
1. The Committee requested an update to the Data Management Plan (DMP) to clarify data linking, as future unspecified research is usually conducted with de-identified data. The current DMP states that data linkage will not occur which is incorrect. Please include a full explanation. 

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

Please provide a clearer explanation of the purpose of the study.
Please provide clearer definitions of surgical terms such as “valve-in-valve” and related terminology.
Please define all inclusion/exclusion criteria.
1. The Committee requested revision of information and consent wording to  first, refine the consent  regarding future unspecified research and secondly, provide clear explanation of what is meant by incidental findings and the management of the findings and the data. If future use is specifically for valve-related purposes, please state that to avoid any confusion about the scope of consent.
1. Please be clear that if data will be stored for 10 years, it will take retention through to 2046.
1. Please update the future-use-research PIS to state that data will be de-identified (currently states identifiable). 
1. Please include an explanation of how Researchers will perform data linkages and any implications to participants. 

Decision 


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







	3  
	Ethics ref:  
	2025 FULL 24334

	 
	Title: 
	LUM-201 Phase 3 multicenter pediatric study of Growth Hormone Deficiency (GHD)

	 
	Principal Investigator: 
	Professor Paul Leslie Hofman

	 
	Sponsor: 
	Lumos Pharma, Inc

	 
	Clock Start Date: 
	06 November 2025



Dr Ben Albert and Janene McMillan 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 and appreciated the increase in insurance value.
The Committee requested confirmation that the extension study is agreed with the sponsor for up to three years. The Researcher confirmed this is correct.
1. The Committee requested clarification on the expected number of child participants. The Researcher noted two were recruited for the first study and the desired enrolment for this study is 6–10 participants.
1. The Committee requested clarification on whether any psychological distress is anticipated. The Researcher advised the study is unlikely to be distressing or confronting.

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 parents or guardians providing consent receive a clear written explanation of the standard of care and what they would receive if not enrolled in the study. The Committee suggested mapping out the next year to help them make an informed choice.
1. The Committee requested that the Data Tissue Management Plan be reviewed to align with the study and that typos and grammatical issues also be corrected
1. The Committee suggested Researchers consider how best to manage additional matters identified during the study that are currently addressed by   notifying the participant’s  GP. The Committee considers that participants may not always have a GP and that the Researchers therefore have a duty of care  
1. The Committee noted that the sponsor is US based and requested assurance that there is no US Federal funding..
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

1. The Committee requested that the parent Participant Information Sheet be updated to consistently refer to “your child” rather than alternating between “you” and “your child”.


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).


































	4  
	Ethics ref:  
	2025 FULL 24233

	 
	Title: 
	Phase 3 trial of VMX-C001 vs usual pharmacological care in patients taking a FXa direct oral anticoagulant who require urgent surgery with or without heparin (EQUILIBRIX-S)

	 
	Principal Investigator: 
	Dr Gordon Royle

	 
	Sponsor: 
	VarmX B.V.

	 
	Clock Start Date: 
	06 November 2025



Esther Ji, Dr Gordon Royale, Samantha Ryan and Michelle Vey 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 requested clarification on what proportion of potential participants may be unable to take on a short version of the study and provide informed consent.
The Researcher estimated this could be around one in five, based on trends from a previous reversal trial. Auckland may have a higher proportion of participants unable to consent. The Committee also asked whether the study could be limited to consenting participants; the Researcher expressed reluctance, as this would deny access to treatment for that group.
1. The Committee requested consideration of whether urine pregnancy testing in seriously unwell participants is necessary, or if serum testing would be preferable. The Researcher explained that serum testing may not fit urgent timelines, which is why urine testing is planned.
1. The Committee requested confirmation that clinical trial registration is in process. The Researcher confirmed that it is.
1. The Committee requested clarification on whether participation in the study would affect a person’s priority in the surgical queue. The Researcher advised they cannot foresee any reason surgery would become less urgent or priority would change due to participation, nor that it would push participants up the queue.

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 justification for why pregnancy is an exclusionary criterion, given this is a phase III study being conducted in participants requiring urgent surgery, who would not be declined surgery because of a pregnancy.
1. The Committee requested clarification on why participants are required to use contraception for 90 days, given the study drug’s half-life and the 28-day study duration.
1. The Committee requested a New Zealand-specific protocol addendum reflecting the HDEC submission, noting there is no legally authorised representative and that best interests will apply. The Committee requested Researchers remove reference to consent by welfare guardian/ enduring power of attorney as they cannot enrol persons into clinical trials.
1. The Committee requested formal documentation confirming the study doctor has consulted with the treating clinician for each participant before proceeding. Please detail this process in the protocol. 
1. The Committee requested confirmation that only consenting participants can take part in optional sub-studies, as inclusion under best interests is not appropriate.
1. The Committee suggested creating a document outlining processes specific to best interest scenarios, such as if the participant is deceased and cannot consent post-surgery, lost to follow-up, loses capacity, or if whānau cannot be approached.
1. The Committee encouraged the Sponsor to consider licensure in New Zealand.
1. The Committee requested a clear time frame for data storage, as ‘indefinitely’ is not acceptable. The submission elsewhere states at least 25 years.

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

The Committee suggested creating a short-form Participant Information Sheet as mentioned in the protocol, and a one- to two-page summary for the supporting persons to aid understanding during stressful situations, as the current supporting person PIS/CF is lengthy and complex.
1. The Committee requested inclusion of information that the study doctor will consult the participant’s treating clinician before proceeding.
1. The Committee requested collection of a signature on the support information sheet to formally document that whānau have had the appropriate conversation, clarifying that whanau cannot provide informed consent for a participant and that this is not informed consent.
1. The Committee requested rewording of consenting options in the main ICF to avoid misleading language. The Committee suggested wording along the lines of : “I was not able to consent and was enrolled because the study doctor believed it was in my best interests and discussed this with my whānau. Now I can consent, I am consenting to my continued participation in the study…”.
1. The Committee requested explicit clarification that the study involves additional blood draws during surgery and immediately after, ensuring alignment between the PIS and protocol.
1. The Committee requested clearer explanation of why the study may benefit participants, including rationale for why the study medicine might be better than current options in New Zealand.
1. The Committee requested adding a section in the best interests form for the doctor to document why enrolment is in the participant’s best interests at an individual level.
1. The Committee requested review of language in the support person PIS/CF to ensure it states family members are not providing consent but acknowledging understanding and that the study doctor advised enrolment is in the participant’s best interests. Specifically review wording in the study procedures section.
1. The Committee requested removal of “if you agree” from the study procedures section and replacement with “if your whānau/family agree”.
1. The Committee requested clearer identification of medicines that are Fxa direct oral anticoagulants early in all PIS/CF documents, as this term is not commonly known. Use the -INN names for clarity to aid informed consent and bracket if necessary to provide a brand name.
1. The Committee suggested adding wording such as “where possible” to screening activities, as not all measurements (e.g., height) may be feasible in acutely unwell persons requiring surgery and could require estimation.
1. The Committee requested review of contraception wording to clearly use  “contraception” as opposed to  “birth control” (as birth control, by definition,  also includes abortifacients and suggested using “outcome of pregnancy” rather than “child at birth” As a live birth cannot be assumed.

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 Dr Malisa Mulholland. 








	5  
	Ethics ref:  
	2025 FULL 22998

	 
	Title: 
	The effects of chiropractic care on postural asymmetry, breastfeeding and brain development in infants

	 
	Principal Investigator: 
	Dr Angus McMorland

	 
	Sponsor: 
	N/A

	 
	Clock Start Date: 
	06 November 2025



Jenna Duehr 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 requested clarification on whether there is an unrealistic expectation for very young infants to remain calm and still during all study procedures, and whether this could create a stressful environment for parents. The Researcher explained that a feasibility study was previously conducted to determine procedures, and feedback from mothers indicated the proposed procedures were acceptable.
1. The Committee requested clarification on whether there is a specific plan for recruitment from Māori and Pasifika populations. The Researcher confirmed they are in contact with a Māori midwife experienced in incorporating Māori practices into midwifery care.

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 submission of an allopathically trained paediatric peer review to HDEC, noting the lack of paediatric care specialists involved in the study. The Committee also suggested input from a neurology specialist, and considered that  a paediatric neurologist may provide suitable allopathic peer review. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.28.
1. The Committee requested that the study protocol and Participant Information Sheet (PIS) note that usual standard of care would include early intervention and assessments by a breastfeeding specialist to rule out physiological factors causing breastfeeding dysfunction. Study documentation should clearly state what discussions and assessments have occurred prior to recruitment and the initial study assessment.
1. The Committee requested clarification in study documentation regarding management of the control group, noting ethical concerns as participants will not receive chiropractic intervention for an identified issue. The Researcher confirmed control group participants may seek usual standard of care treatments independently, and chiropractors can provide verbal advice and referrals. The protocol should detail what other standard of care treatments are available for the conditions of postural asymmetry, breastfeeding and brain development that are under the study. Please clarify how participants will be supported in accessing these. 
1. The Committee requested that study documentation (including the protocol and PIS/CF) clarify expectations for the family, including what they can and cannot do, such as confirming they cannot seek alternative chiropractic care, or alternative allopathic medical care, and whether either or both are restricted. 
1. The Committee requested the Researcher reconsider the koha amount, as the current amount does not reflect the intensity of the study and visit schedule. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraphs 11.20-11.22.
1. The Committee requested clarification on whether visits are once or twice weekly, as documentation is currently conflicting.
1. The Committee requested submission of the breastfeeding screening questionnaire for HDEC review.
1. The Committee requested consideration of screening for postnatal depression and other psychosocial factors that are known to impact breastfeeding.
1. The Committee requested use of the HDEC template for the Data Management Plan and consistency with the Participant Information Sheet regarding data sharing versus  containment of the data.
1. The Committee requested the protocol clarify participant recruitment processes via midwives and lactation consultants, including what information they will receive (e.g., advertisement, PIS).
1. The Committee requested study documentation detail any physical impairments, whether congenital or a result of birth injury, that could preclude an infant from being eligible for enrolment.
1. The Committee requested further information on the AI component of the study, including whether it has been validated in this specific population and setting.
1. The Committee requested confirmation that exclusion criteria for bottle-fed infants are consistent across all documentation, as clarified by the Researcher.
1. The Committee requested review of data storage timelines to ensure a defined and appropriate duration is stated clearly in all documentation (not indefinite). See the National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.13.
1. The Committee requested the protocol include details of the previously run feasibility study and state that it received HDEC approval.
1. The Committee requested the protocol state that the details of the chiropractic care provided during the study will be recorded.
1. The Committee requested enrolment in a WHO approved clinical trial registry.


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

Please re-format the document so the ECG and EEG images do not obscure the text behind them.
Please clarify that EEG and ECG are obtained using licensed medical devices. 
Please specify that the baby will be swaddled for some of the procedures. 
Please specify that infants will receive a 72hr heart monitoring device to take home and provide details on infant care while the devices are being worn.
Please add length of study visits.
1. The Committee requested removal of any reference to making images of infants public, noting this is not appropriate for clinical research. Privacy concerns should be addressed in the documentation, ensuring it is clear that images will be retained within the study only according to NZ legislation. Images cannot be used for commercial or marketing purposes. 

Decision 

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




























	6  
	Ethics ref:  
	2025 FULL 24177

	 
	Title: 
	J2A-MC-GZPW-The Effect of Orforglipron Once Daily on Cardiovascular Outcomes in Adults with Atherosclerotic Cardiovascular Disease and/or Chronic Kidney Disease

	 
	Principal Investigator: 
	Dr. Kalpa Jayanatha

	 
	Sponsor: 
	Eli Lilly and Company

	 
	Clock Start Date: 
	06 November 2025



Drs. Kalpa Jayanatha, Tanya Poppe and Linda Ross 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 requested clarification on whether placebo participants would be able to access other GLP-1 medications, if funding for these medications became available in New Zealand. The Researcher clarified that if GLP-1 medications would be of benefit to the participant, they would encourage participants to take these (even if it meant withdrawing from the study). Or there may be another study later which would allow placebo participants access to receive these medications. 
The Committee encourage licensure in New Zealand if the trial indicates the study medication is beneficial. 
The Committee requested clarification on why people with hard-to-control type 2 diabetes are excluded from study participation. The Researcher clarified that the GLP-1 medications can rapidly correct people’s glycaemic control and for people with retinopathy it can lead to blindness. 
The Committee requested clarification on why the specific malignancies form part of the exclusion criteria e.g. how did the Researchers decide on these types of cancers. The Researcher clarified there are some cancers which grow with hormonal or vascular stimulation and the GLP-1 medications can influence that growth. 
The Committee requested clarification on study recruitment. The Researcher clarified that participants can be recruited from clinics or via a GP partner. The Researchers would also approach participants that expressed interest in a previous trial (and consented to being contacted again for future opportunities). The Researcher clarified advertising material will be later submitted to HDEC as an amendment. 

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 why the inclusion criteria is limited to 50+ years of age. 
1. The Committee requested clarification on how the mental health of participants will be managed and whether Quality-of-Life questionnaires, or more specific validated questionnaires will be used. The Committee requested the Sponsor provide relevant documentation to HDEC informing the Committee of any specific risks associated with the GLP-1 and suicidal ideation, noting that the protocol specifically mentions monitoring for suicidal ideation. 
1. The Committee requested the Researchers to please consider a more reasonable reimbursement rate. The Committee feel that this is currently too low. 
1. The Committee noted that the Researchers have a duty of care and therefore  considered that if participants are benefiting from taking the study medication, they should be allowed continued access to it.  

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

Please replace New Zealand Medication Authority with “Medsafe”.
Please clarify what the placebo contains. 
Please list other criteria for eligibility  to the document (or add as an appendix).
Please describe under what circumstances the pregnancy testing will be performed (the protocol references “under clinical suspicion”). 
Please specify what blood tests participants will have (in plain language). 
Please remove any duplication to avoid unnecessary length.  
Please provide details around data storage e.g. whether this will be in New Zealand or international.
Please ensure the contraceptive appendix aligns with information in the study protocol (eg the protocol states that people who have had a hysterectomy are not of child-bearing potential). 
Please advise participants that there is evolving evidence suggesting   that the effectiveness of hormonal contraception may be impacted by GLP-1 agonists.
For the optional future research PIS/CF please clarify how often the exploratory markers will be collected (e.g. it states 9 times but details only 3 weeks i.e. at 0, 24 and 96 weeks). 
Please consider updating the PIS/CF to detail a warning that medication should not be shared with other people. 

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 Dr Katrina Gibson. 

















































	7  
	Ethics ref:  
	2025 FULL 24259

	 
	Title: 
	Study to Investigate Subcutaneous Doses of TRB-061 in Healthy Participants and in Patients with Moderate-to-Severe Atopic Dermatitis

	 
	Principal Investigator: 
	Dr Andrew Edwards

	 
	Sponsor: 
	TRex Bio, Inc.

	 
	Clock Start Date: 
	06 November 2025



Drs Andrew Edwards, Sharmin Bala, Matt Chrysler, Clarence Yup, Katie Kennett 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 requested clarification on recruitment for Part 1bin New Zealand. The Researcher explained that some participants may be known from previous atopic dermatitis studies (based on clinical records), while others will be new.
1. The Committee requested confirmation that images taken during the study will be de-identified. The Researcher confirmed they will be.
1. The Committee requested clarification on whether Māori consultation will occur within each locality. The Researcher advised that the lead site, Momentum, will conduct consultation across all sites, while individual sites will also undertake their own consultation.

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 if the medication proves effective, the Sponsor will consider licensure in New Zealand. 
1. The Committee requested clarification on whether an open-label extension will be offered if the medication proves effective.
1. The Committee requested clarification on how psychological distress will be reviewed, including the timeliness of reviewing questionnaires, and asked for documentation of an appropriate safety plan.
1. The Committee requested clarification on why individuals with blood-borne viruses are excluded from study participation.
1. The Committee suggested the Researchers reconsider the reimbursement amount for participants, as the current amount does not reflect the visit schedule and study activities.
1. The Committee noted that a verbal request from participants wishing to withdraw from the study will suffice and that no written withdrawal form is required.
1. The Committee requested clarification on the cell line used to manufacture the biological medicine.
1. The Committee requested the Researchers update the Data and Tissue Management Plan to remove references that are not applicable to this study (e.g., references to participants under 16 years old).
1. The Committee requested clarification on who will be eligible for pre-screening and its purpose (e.g., determining eligibility criteria). Documentation should be updated accordingly, and participants should be informed during pre-screening why it is occurring and what will happen to their data if they are not eligible to enrol.
1. The Committee requested rationale for the use of skin tape strips and punch biopsies, along with details of what data will be collected. If genetic analysis is associated with these tests, participants should be informed and the PIS/CF updated.
1. The Committee requested the Researchers consider consulting with the Māori Data Sovereignty group, Te Mana Raraunga.
1. The Committee requested clarification on the status of Part 3 of the study if adverse events occur among participants yet to be recruited into Parts 1 and 2.

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

1. The Committee requested removal of any reference to urine samples being subject to disclosure in a court of law, as this is not the case in New Zealand.
1. The Committee requested clarification on what is considered illegal drug use, noting that the HDEC application refers to “illicit” drugs and also mentions specific prescription medicines as being illicit. Please ensure this is clear to participants in documentation what the distinction is between these medicines and drugs of abuse. 
Please clarify whether food and water will be provided for participants during study visits. 
1. The Committee requested that the term “side effects” be replaced with “adverse effects”.
Please ensure there is alignment between the PIS/CF and the protocol regarding whether a person who has had a hysterectomy is considered of childbearing potential.
Please re-word the statement “If a pregnancy occurs, you must report this to us as soon as possible” to strongly encourage reporting as participants cannot be compelled to report a pregnancy.
Please remove “ACC” from the example provided of tax liability. 
Please add mention of live vaccines being an exclusionary criterion and clarify the impact upon a participant’s entitlements in response to a withdrawal in response to a public health requirement for vaccination. 
1. The Committee suggested the Researcher revise the Master Crossover PIS/CF (assuming the cross over will not be active until participants have finished the first treatment period and the Sponsor should have more data given the investigational medicine will have been used in participants with atopic dermatitis). Please remove reference to tests and activities that will have already done by participants as part of the main study. The Committee noted this can be submitted as an amendment to HDEC nearer the appropriate time in the study. 
1. Please document appropriate risks in the risks section e.g. skin tape strip indentation, any psychological impact etc.
1. Please update the PIS/CF to reflect actual recruitment numbers from Parts 1 and 2.

Decision 


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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Andrea Forde and Dr Anne Philips. 
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	Ethics ref:  
	2025 FULL 24156

	 
	Title: 
	BIO-TRASTU-103: A Study to Evaluate Bmab3000 versus Herceptin Hylecta in Healthy Male Volunteers.

	 
	Principal Investigator: 
	Dr Cory Sellwood

	 
	Sponsor: 
	Biocon Biologics UK PLC.

	 
	Clock Start Date: 
	06 November 2025



Dr Cory Sellwood, Kayla Malate, Julia O’Sullivan 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 requested clarification on why females are excluded from study participation. The Researcher clarified that there is a much higher likelihood that females will need to take Herceptin in future (treatment for breast cancer). There is evidence that treatment with Herceptin can result in antibodies against Herceptin which makes future treatment with Herceptin, less effective.  
The Committee requested clarification on why males with a family history of breast cancer are not excluded from study participation (for the same reason as discussed above). The Researcher clarified that the enrolment of males with a high likelihood of breast cancer is an unlikely scenario, so this does not need to be a specified exclusion criterion. The Researcher also stated that study enrolment is at the discretion of the investigator. Conversations around medical history, including the risk of cancer, will occur with the participant early on so if the investigator has any concerns or believes the participant to be at risk, they will decline to enrol a person into the study. 
The Committee queried why contraception and abstinence from sperm donation is only required until 3 months after the participant’s last dose, given that Trastuzumab can remain in the body for 7 months. The Researcher clarified that the medication is not expected to last anywhere near this long in the body following a single subcutaneous injection (the reference to 7 months in the informed consent form is not for a single SC dose).The Researcher questioned the Sponsor on whether the follow-up period (90 days) was sufficient and was satisfied with the justification provided by the Sponsor. 
The Committee requested clarification on where the manufacturing location will be for the study medication. The Researcher clarified that the producer is Biocon in India. SCOTT can ask for a GMP certificate for the manufacturer for their review. 
The Committee requested clarification on whether the participant information sheet/consent form (PIS/CF) should be updated to state that the study medication has not been tested in animals. The Researcher clarified that pre-clinical testing is not required for biosimilars per international regulatory requirements. There is information in the PIS/CF about the study medicine being a proposed biosimilar of an existing medicine, Herceptin Hyletca. The Research team will also have appropriate conversations with participants during the consenting phase. 

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 a time limit on how long Researchers will store participant data (currently listed as indefinite). 
The Committee encourage licensure in New Zealand if the trial indicates the study medication is beneficial. 


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

Please include a sentence explaining the rationale for why the study is being conducted in only male participants. Please consider whether male participants should be aware of the (small) risk for reduced efficacy with Herceptin treatment in the future so that consent is fully informed. 
Please remove reference to “baby” as the specific risk of harm was to amniotic fluid 
The Committee noted that there is future unspecified research as a component of the study. Please make it explicitly clear that the future research using participant’s coded information is mandatory for study participation. Please add a statement to the CF so that the participant is aware that agreeing to future unspecified research is mandatory. 
Please ensure the Researchers are satisfied that the inclusion/exclusion criteria listed is comprehensive enough to inform participants appropriately. Please consider updating the wording to state “There are other criteria you must meet to be eligible for the study, and this is at the discretion of the study investigator”. This ensures that the participant has the necessary inclusion/exclusion information in writing, but also, they understand that clinical judgement will play a role in determining eligibility.   

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 Malisa Mulholland and Ms Catherine Garvey.


General business


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

	Meeting date:
	Tuesday 20 January 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 Chair invited a Committee member to give the closing karakia.

The meeting closed at 17:30. 
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