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	Committee:
	Ad-Hoc Health and Disability Ethics Committee

	Meeting date:
	29th January 2026

	Zoom details:
	812 7953 3520
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	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Catherine Garvey
	Lay
	09/06/2025
	08/06/2030
	Present 

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

	Mrs Sandy Gill
	Lay  
	22/05/2020 
	22/05/2023 
	Present 

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

	Dr Kate Parker 
	Non-lay  
	09/06/2025 
	08/06/2029 
	Present 

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




Welcome
 
The Chair opened the meeting at 10:00 and welcomed Committee members, noting that no apologies had been received. 

The Chair invited a Committee Member to give the opening karakia.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.









New applications 


	1  
	Ethics ref:  
	2025 FULL 24647

	 
	Title: 
	Bradycardia pacemaker with AV interval modulation for Blood Pressure Treatment - BACKBEAT Trial

	 
	Principal Investigator: 
	Dr Ross Downey

	 
	Sponsor: 
	Orchestra BioMed Inc

	 
	15 January 2026: 
	15 JANUARY 2026



Dr Ian Crozier (co-investigator) 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 inquired whether the pacemaker under consideration is currently used as part of standard clinical care in Christchurch, and whether it would be offered to patients regardless of study participation. The Researcher confirmed that the device is commonly implanted in routine practice and assured the Committee that potential participants would not be encouraged to select this device for the purpose of study recruitment.
2. The Committee noted that the Researchers intend to review cardiac patient lists to assess eligibility before approaching potential participants, and that this process requires a waiver of consent. The Committee approved a waiver of consent for access to this information for research purposes.

Summary of outstanding ethical issues

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

1. The Committee requested that the Researchers update the Data Management Plan (DMP) to include detailed information regarding the Medtronic Link System. This should specify who will have access to the data generated through the system and describe the measures in place to ensure data security and protection.
2. The Committee suggested that participants should receive a stipend or koha to acknowledge their contribution of time and data to the study. It was noted that such a stipend could also encompass participant expenses, thereby avoiding the requirement for participants to provide receipts, which may be burdensome. The Committee further requested that participants be reimbursed for all expenses regardless of amount, and therefore asked that any reference to an upper reimbursement limit be removed from the Participant Information Sheet (PIS).
3. The Committee requested that the Sponsor consider the feasibility of providing participants with continued access to the study intervention once the study has concluded if appropriate based on the performance of the device.
4. The Committee requested clarification from the Sponsor regarding the rationale for excluding pregnant individuals from the study. The Committee noted that, in accordance with paragraph 9.15 of the National Ethical Standards for Health and Disability Research and Quality Improvement, pregnant or breastfeeding women must not be routinely excluded from research participation unless there is a clear and justified reason.
5. The Committee requested that the Data Management Plan (DMP) be amended to reflect that research data must be stored for 10 years, as required under New Zealand law. The Committee referred the Researchers to paragraph 12.13 of the National Ethical Standards for Health and Disability Research and Quality Improvement.
6. The Committee noted the inclusion of future unspecified research in the DMP. If the Researchers do not intend to undertake such secondary use, the Committee asked that these references be removed. If such research is intended, the Committee requested that appropriate information and consent processes be included in the Participant Information Sheet (PIS) and Consent Form.
7. The Committee suggested that the Sponsor consider increasing the insurance coverage amount in view of the number of participants expected to be enrolled in the study.

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

1. The Committee requested that the documentation explicitly state that data routinely collected as part of clinical care (e.g., pacemaker output data) will also be used for study purposes. This includes the usual and study related use of Rave at the site. 
2. The Committee requested that, if continued access to the study intervention will not be available once the study concludes, this be clearly stated in the Participant Information Sheet (PIS).
3. The Committee requested that the documentation include a statement noting that the device is licensed in Europe.
4. The Committee asked that the language in the PIS be revised to avoid overstating benefits. Specifically, the phrase “the pacemaker will be able to treat your hypertension” should be changed to “may be able to treat your hypertension,” reflecting that this is clinical research.
5. The Committee requested the removal of references to “flipping a coin” in descriptions of randomisation. This should be replaced with wording such as “you have an equal chance.”
6. The Committee requested that the PIS include reference to the use of Quality of Life questionnaires, along with a brief description of the types of questions participants may be asked and information regarding the safety plan associated with questionnaire completion.
7. The Committee requested that references to Medicines New Zealand be removed, as the study concerns a medical device rather than a medicine.
8. The Committee requested that the PIS be updated in line with the current HDEC PIS template and that any outdated or invalid phone numbers be removed.
9. The Committee requested that references to risks relating to partner pregnancy be removed, as these risks are not applicable to this device study.
10. The Committee requested that the documentation clearly outline whether it is intended to seek the removal of the pacemaker in the event of a participant’s death, for study purposes.

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 Kate Parker and Ms Catherine Garvey. 
























	2  
	Ethics ref:  
	2025 FULL 23953

	 
	Title: 
	Phase 1/2A Study of OTP-01, a Dual Paratopic PD-1/VEGFR2 Antibody, in Patients with Advanced Solid Tumors

	 
	Principal Investigator: 
	Dr Peter Fong

	 
	Sponsor: 
	Ottimo Pharma Limited

	 
	15 January 2026: 
	15 JANUARY 2026



Dr Peter Fong and Mrs Ruta Padalkar 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 urine pregnancy testing is scheduled at every dosing visit and queried whether this level of frequency was necessary. The Researcher clarified that participants are already required to provide a urine sample at each visit for other study testing, so the pregnancy test does not introduce an additional procedure. The Researcher further explained that the study drug is teratogenic and that the U.S. Food and Drug Administration (FDA) requires confirmation that participants are not pregnant prior to each administration of the investigational medicine.  
2. The Committee queried the absence of participant stipend given the number of study visits involved. The Researcher clarified that while all participant expenses will be reimbursed, the study will not provide a stipend but that participation offers access to a drug that is not funded in New Zealand.
3. The Committee asked why the Participant Information Sheet (PIS) for optional treatment beyond disease progression is presented as a separate document from the main PIS. The Researcher explained that decisions regarding treatment beyond disease progression require an in‑depth discussion and rely on clinical judgment regarding whether continued treatment is appropriate for individual participants.

Summary of outstanding ethical issues

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

1. The Committee requested clarification regarding whether any optional future unspecified research is planned. The Committee noted that while an optional Participant Information Sheet (PIS) is provided, there is no corresponding reference to future unspecified research within the study protocol. The Committee asked the Researchers to clarify this discrepancy and ensure consistency across all study documentation.



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

1. The Committee requested that the documentation clarify the wording regarding hormone blood testing for “persons” with non–child‑bearing potential, noting that such testing would not be applicable to biologically male participants.
2. The Committee requested clarification of the term “back‑filling” in the documentation, as this terminology may not be readily understood by all participants. The Committee recommended replacing this with clearer language such as “recruiting more participants.”
3. The Committee requested that the wording related to biomarkers and genome sequencing be updated to clearly state that this constitutes a form of DNA testing.
4. The Committee recommended including a statement indicating that GP notification is mandatory.

Decision 

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

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




















	3  
	Ethics ref:  
	2026 FULL 24131

	 
	Title: 
	DAREON®-Lung-1: A Phase III multi-center, open-label, randomised trial of intravenous obrixtamig in combination with atezolizumab, carboplatin, and etoposide vs. atezolizumab, carboplatin, and etoposide as first-line treatment in patients with extensive-stage small cell lung cancer.

	 
	Principal Investigator: 
	Dr Edbert Weng Kit Wong

	 
	Sponsor: 
	Boehringer Ingelheim Pty Ltd

	 
	15 January 2026: 
	15 JANUARY 2026



Dr Edbert Weng Kit Wong, Daphne (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 regarding the handling of archival tissue samples after study‑related testing. The Researcher confirmed that the tissue will only be tested for DLL3 and that any remaining archival material will be returned to the hospital.
2. The Committee inquired whether participants would be able to request the results of their DLL3 testing. The Researcher advised that this would not be possible, as the DLL3 data are blinded within the study and therefore cannot be disclosed to participants.
3. The Committee requested clarification on whether study questionnaires will be provided in paper or electronic format. The Researcher confirmed that both options will be available, depending on participant preference. Electronic questionnaires will be completed on site‑provided iPads; participants will not use their personal devices.

Summary of outstanding ethical issues

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

1. The Committee requested that the diagnostic protocol for the Roche Ventana assay be uploaded for Committee review.
2. The Committee requested that the Researcher provide a copy of the Roche insurance documentation relating to the Ventana assay.
3. The Committee requested that the Sponsor consider providing ongoing access to the study drug beyond the 3‑year study period for participants who are responding well. If continued access will not be available, this should be clearly stated in the Participant Information Sheet (PIS).
4. The Committee requested clarification on whether the Sponsor-funding to the hospital site might cover costs in the event participants are referred internally for mental health review. 

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

1. The Committee requested that the main Participant Information Sheet (PIS) clearly specify which questionnaires are optional and describe how participants will receive these questionnaires (e.g., approached by site staff).
2. The Committee requested that the summary section of the main PIS be updated to state the likelihood of allocation to each study group, noting that participants have a 50:50 chance of being randomised to either group.
3. The Committee requested that the main PIS clearly state that there is no crossover option within this study.
4. The Committee requested that the statement regarding risks associated with diagnostic test failure be removed or reworded in the main PIS. The Researcher confirmed that  that being placed in the wrong group due to false positive test results represents a risk to study validity rather than a direct risk to participants and does not impact on their enrolment into the study.
5. The Committee requested that if the sponsor is not a member of Medicines NZ that the compensation information in the main PIS be revised. 
6. The Committee requested that the description of the two purposes of the study in the main PIS be clearly stated at the outset. 
7. The Committee requested that the section of the main PIS titled “What will happen if I participate in this research study?” include wording noting that some questionnaire items may be stressful. The Committee suggested considering placement of this information also within the “What are my responsibilities as a study participant?” section.
8. The Committee requested that the main PIS clearly state that if a participant withdraws from the study, any follow‑up visits are optional and not mandatory.
9. The Committee requested that the main PIS wording be updated to remove the statement that the Sponsor “reserves the right to delete coded data at any time,” as New Zealand law requires data retention for 10 years following study completion.
10. The Committee suggested that the risks section in the main PIS could be reformatted into a table to reduce duplication across different medications and to improve readability and reduce overall document length.
11. The Committee requested that the Biobanking PIS explicitly state that participant consent includes approval for genomic testing (in addition to other forms of testing).

Decision 


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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Kate Parker and Ms Sandy Gill. 








































	4  
	Ethics ref:  
	2026 FULL 24419

	 
	Title: 
	Safety and Efficacy of milk-derived extracellular vesicles (mEVs/exosomes) for mitigation of radiation toxicity in head and neck cancer.

	 
	Principal Investigator: 
	Associate Professor Jacqui Allen

	 
	Sponsor: 
	N/A

	 
	15 January 2026: 
	15 JANUARY 2026



Associate Professor Jacqui Allen 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 the study can be considered truly investigator‑led given that a commercial entity is providing the vesicles. The Researcher explained that they initiated contact with the company and confirmed that the company will not receive any raw clinical data from the study, and has had no input into study design. The researchers would also provide   information relating to the number of adverse events. The Researcher will provide the company only with aggregate data in the form of a paper presentation comparable to what would be shared at a scientific conference.

Summary of outstanding ethical issues

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

1. The Committee requested that the Researchers apply to SCOTT for review. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.28. If SCOTT does not provide a review because of the nature of the investigational product, the Committee indicated that other peer review would be required.
2. The Committee requested that the Researchers provide HDEC with the feedback received from the U.S. Food and Drug Administration (FDA) regarding the pre‑clinical data supporting the study. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.28.
3. The Committee requested that the Researchers submit further information about the retrospective dataset intended for comparison purposes. In particular, the Committee requested confirmation that this dataset originates from another study in which participants consented to the future use of their data. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.57.
4. The Committee requested that the protocol be amended to include information about the manufacture of the vesicles, outlining the preclinical data for the vesicles and for their delivery via an oral route; justification for the dose levels, and an outline of known or potential risks and adverse events.
5. The Committee requested that the study protocol be updated to clarify the wording around funding. The Committee noted that the current phrasing may incorrectly imply that ACC will fund the research itself and asked that this be revised for accuracy.
6. The Committee requested that the study protocol be updated to clarify whether the Researchers intend to collect tissue samples as part of the study. Please include the nature of any analyses, volume of blood taken and timing of samples.
7. The Committee requested the protocol be updated to comment on evidence indicating that milk‑derived extracellular vesicles may promote tumour metastases, with respect to the investigational product.


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

1. The Committee requested that the study documentation specify the dosage to be administered, the frequency of dosing, and the rationale used by the Researchers to determine the dosing schedule.
2. The PIS should state clearly that this is a first-in-human study.
3. The PIS should explain in lay terms any known or potential adverse effects, as well as any relevant pre-clinical data. The different route of administration from the prior study using topical application should be noted.
4. Please ensure any technical terms are explained in lay language eg. cell signalling molecule and please ensure that the first time acronyms are used that the full wording is given.
5. Please clarify funding for the study.
6. In the Consent Form please remove any Yes/No options where agreement is required.
7. If blood samples are to be analysed please advise blood volume, when and how samples are taken, where they will be analysed and for what, and how the samples arre retained or stored.
8. Please explain the different dosing levels.
9. Please amend the DTMP to reflect the use of blood samples, as appropriate.

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:  
	2026 FULL 24528

	 
	Title: 
	A Phase 3 Trial to Evaluate the Long-Term Safety and Efficacy of Navenibart in Participants with Hereditary Angioedema – ORBITEXPANSE

	 
	Principal Investigator: 
	Dr Karen Lindsay

	 
	Sponsor: 
	Astria Therapeutics, Inc.

	 
	15 January 2026: 
	15 JANUARY 2026



Dr Karen Lindsay and Keri-Anne Cowdrey 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 the Researchers already know which participants will be recruited into this rollover study. The Researcher confirmed that they do not, as recruitment for the parent study has only just commenced.
2. The Committee requested clarification regarding whether all questionnaires—and all questions within them—are mandatory for participants. The Researcher confirmed that they are.

Summary of outstanding ethical issues

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

1. The Committee requested that the Researchers provide a detailed safety plan outlining the procedures to be followed if participants disclose mental distress identified through the quality‑of‑life questionnaires. The Committee also requested that the Participant Information Sheet (PIS) specify what follow‑up actions will occur if a mental health concern is identified. In addition, the Committee asked that the PIS include a clear warning regarding the nature of questions asked in the questionnaire.
2. The Committee requested that the study protocol be updated to reference Health NZ| Te Whatu Ora rather than the former Auckland District Health Board, to ensure terminology is current and accurate.

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

1. The Committee requested that the long‑term contraception requirements for the study be made explicitly clear at the beginning of the relevant Participant Information Sheet (PIS). The Committee noted that this is an important factor for potential participants who may be considering starting a family.
2. The Committee requested that the PIS documents align with the legal age of consent for research participation in New Zealand (16 years). The Committee asked that references to “age of majority” be removed. The documents should explicitly state at the beginning that while participants aged ≥16 years may provide informed consent, for the purposes of the study protocol they will be considered “adolescent” until they reach 18 years of age.
3. Please consider whether the readability of the documents can be improved, with reference to alternative studies (STAR-0215-301/ STAR-0215-302). Please consider simplifying the language and clarifying between the two different studies.  
4. The Committee suggested reducing duplicated information about treatment regimens and recommended considering a tabular format to simplify and streamline the content.
5. When revising the PIS, the Committee suggested adopting the contraception wording in the HDEC template. 
6. The Committee requested removal of the requirement that participants must withdraw from the study in writing. The Committee advised that verbal withdrawal should be accepted.
7. The Committee requested updating of the wording referring to HDEC to clarify that HDEC signs off only the ethical aspects of the study, not the study in its entirety.
8. The Committee requested that the assent form be revised to present information in a manner appropriate for young adolescents. The Committee considered the current document unsuitable for a 12‑year‑old and suggested developing separate assent documents for younger and older children.
9. The Committee requested updates to the pregnancy section of the parent PIS to reflect the contextual nature of minors’ ages and parental rights (or lack thereof) to know this information. Specific phrases relating to minors becoming pregnant or causing pregnancy should be revised to ensure accuracy, sensitivity, and alignment with legal and ethical expectations.
10. The Committee requested that the parent PIS state clearly that a child has the right to withdraw from the study at any time, even if the parent or guardian has consented to their participation.
11. The Committee requested consideration of whether the consent‑for‑future‑research section in the parent PIS is appropriate, given that participants will be able to make this decision themselves once they re‑confirm consent at age 16.
12. The Committee requested that it be made explicitly clear that genetic testing applies to adult participants only, and asked the Researchers to clarify how “adult” is defined in the study context (e.g., 16 or 18 years of age).
13. The Committee requested that the consent forms include an option for participants to opt in to receiving study results after study completion.
14. The Committee requested additional detail in the PIS regarding the potential impact of the study drug on sperm, noting this information would be important for male participants.
15. The Committee suggested including information to help participants understand the mechanism of action of the study drug. The Committee recommended adding a figure—such as Figure 1 from the Investigator’s Brochure—to the PIS.

Decision 


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

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

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



























	6  
	Ethics ref:  
	2026 FULL 24604

	 
	Title: 
	1434-0027: PODOMOUNT-Basket, a Phase II, multicentre, randomised, 2-arm parallel-group, double-blind, placebo-controlled basket trial to assess safety, tolerability, PK, and efficacy of BI 764198 in four proteinuric kidney diseases

	 
	Principal Investigator: 
	Dr Ashik Hayat

	 
	Sponsor: 
	Boehringer Ingelheim Singapore Pte Ltd

	 
	15 January 2026: 
	15 JANUARY 2026



Charlene Botha 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 commented on the number of questionnaires included that discuss the participant’s experience at various times during the study. The Committee sought reassurance that these are optional, that this is made clear to participants and that they and are administered by site staff rather than by the Sponsor. The Researcher confirmed that all questionnaires will be provided to participants directly by the study site.

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 all advertising materials intended for participant recruitment be submitted to HDEC for review prior to use.
2. The Committee requested clarification on how the Researchers will manage the use of app‑based trial‑experience survey questionnaires for younger participants, noting that some apps have age restrictions limiting use to individuals aged 18 years and older.

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

1. The Committee requested that reimbursement of expenses and the provision of stipends be applied consistently across all participants. The Committee emphasised the importance of equity and clarity in how participant costs and compensation are managed.
2. The Committee requested clarification on what will happen to participants’ tissue samples if they choose to withdraw from the study. The Committee asked the Researchers to ensure this information is clearly stated in the study documentation, including whether samples will be destroyed, returned, or retained (and under what conditions).
3. The Committee requested that the wording regarding when participants must take the study drug on the days with clinic visits be revised to remove ambiguity. The Committee advised replacing the term “should” with “must” to ensure that correct dosing requirements are presented as mandatory.
4. The Committee requested clarification in the study documentation regarding which tests will be performed during the screening visit.
5. The Committee requested that the documentation specify the type of study drug being administered—such as whether it is an antibody, a biological product, or a chemical compound.
6. The Committee suggested creating separate Participant Information Sheets (PIS): one for adult participants and one for parents of child participants, to ensure clarity and appropriateness of information for each audience.
7. The Committee requested that all documents appropriately reference the New Zealand legal age of consent for participation in medical research, which is 16 years. The Committee noted that the Future Research PIS currently refers to age 18 and requested that this be updated for accuracy.
8. The Committee requested that if the sponsor is not a member of Medicines NZ that the compensation section be revised accordingly.

Decision 


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

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

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











	7  
	Ethics ref:  
	2026 FULL 23880

	 
	Title: 
	A multicenter, randomized, open-label, phase iii clinical trial to evaluate the efficacy, safety, pharmacokinetics, and pharmacodynamics of nxt007 prophylaxis versus emicizumab prophylaxis in people with Hemophilia A

	 
	Principal Investigator: 
	Dr Laura Young

	 
	Sponsor: 
	Roche Products (New Zealand) Limited

	 
	15 January 2026: 
	15 JANUARY 2026



Dr Laura Young and Nel Peiris 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 adolescent participants would be included in the study. The Researcher confirmed that the study will be open to adolescent participants.
2. The Committee noted that the questionnaires addressing menstruation may be intrusive and asked the Researcher to discuss these. The Researcher clarified that these items are standard components of bleeding‑related questionnaires and handled sensitively, but that it is unlikely that a female participant meeting study eligibility criterion will be enrolled. The Researcher also noted that study staff will follow up appropriately on participants’ responses and provide emotional support where needed.

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 how the questionnaires will be administered (e.g., online or paper‑based). The Committee further requested assurance that, if participants are expected to complete questionnaires using their own electronic devices, the Sponsor is aware of and will comply with all required privacy protections and security measures associated with such use.
2. The Committee requested that both the Data Management Plan (DMP) and the Participant Information Sheet (PIS) be updated to include information regarding the data collected from questionnaires and any associated app‑based tools. Specifically, the Committee requested clarification about who will have access to the questionnaire and app data, and whether any third parties will be involved in data handling, storage, or analysis.

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

1. The Committee requested that the study documentation note that emotional support will be available for participants if any menstruation‑related questionnaire items cause distress.
2. The Committee requested consideration of whether a single “missed day” questionnaire version is appropriate for both adults and adolescents, or whether separate versions may be required to ensure suitability for different age groups.
3. The Committee requested that the phrasing in the assent form stating “your parents will find out” be revised, and recommended replacing it with “your parent or guardian will be advised.”
4. The Committee noted that the PIS contains bolded text stating: “If you do become pregnant during the trial, you must tell the trial doctor as soon as possible.” The Committee requested that this requirement also be included in the adolescent assent form.
5. The Committee suggested considering the development of a separate Parental Participant Information Sheet/Consent Form (PIS/CF) to improve clarity.
6. The Committee requested that the documentation clearly state that data will be stored for 10 years after the last participant turns 16 years old, in accordance with New Zealand requirements for research involving minors.

Decision 


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

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

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








	8  
	Ethics ref:  
	2026 FULL 24673

	 
	Title: 
	IGT-303-01-CKD01: A Randomized, Placebo-Controlled, Multicenter, Phase 1/2a Study to Investigate the Safety, Tolerability, and Pharmacokinetics of IGT-303 in Healthy Volunteers and Participants with Chronic Kidney Disease

	 
	Principal Investigator: 
	Dr Paul Hamilton	

	 
	Sponsor: 
	Ingenia Therapeutics, Inc.

	 
	15 January 2026: 
	15 JANUARY 2026



Dr Paul Hamilton, Charlene Botha, Jennifer Curry, Jinsam You and Anshika Kaul 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 how participants will be recruited into the study. The Researcher explained that most participants will be referred by a kidney specialist. The Researcher also noted that general advertising will be used to support recruitment.
2. The Committee requested clarification on whether genetic testing will form part of any future unspecified research. The Researcher confirmed that no genetic testing will be conducted in future research activities.

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 reimbursement processes be consistent across all study sites, ensuring that all participants receive equivalent compensation and support regardless of location. 

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

1. The Committee suggested that the phrase “This form may contain words that you do not understand” be reworded, as it may be interpreted as offensive to participants. The Committee recommended replacing it with more neutral wording such as “This form may contain words you may not have heard of.”
2. The Committee suggested that the description of how the study drug works in the kidney be simplified for participant readability. The Committee suggested the following alternative wording:
“IGT‑303 is an experimental antibody drug designed to protect the tiny blood vessels in the kidneys. It works by stimulating a specific switch (the TIE2 receptor) on the surface of blood vessel cells, making them more stable and less ‘leaky’.”
3. The Committee requested that any duplicated information—such as the repeated content in the Reproductive risks and contraceptive requirements section—be removed to improve clarity and reduce unnecessary length.
4. The Committee suggested reviewing the contraception timelines to determine whether changing the format from days to weeks or months would improve readability and participant understanding.
5. The Committee requested that the payment table be reviewed, noting that  fees for all visits should be reflected in the total.
6. The Committee requested that the obligation for participants to withdraw in writing be removed. The Committee advised that verbal withdrawal should also be accepted.
7. The Committee recommended updating the consent form to replace the phrase “I understand” with “I agree” to more accurately reflect the nature of participant consent.
8. The Committee requested a thorough review of the documentation to identify and correct any grammatical errors.

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).






General business


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

	Meeting date:
	N/A

	Zoom details:
	N/A



	

2. Matters Arising

3. Other business

4. Other business for information

5. Any other business

The Chair invited a Committee member to give the closing karakia.

The meeting closed at 14:45.
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