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	                  Minutes





	Committee:
	CEN Health and Disability Ethics Committee

	Meeting date:
	28 April 2026

	Zoom details:
	812 7953 3520





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2026 EXP 250481
	Early bedside echo for the rapid diagnosis of heart failure in dyspnoeic patients
	Dr David Jardine
	Ms Joan Pettit / Dr Patries Herst

	11:15am-11:45am
	2026 FULL 25126
	1438-0011 (DAREON®-NEC-1): A study in people with advanced extrapulmonary neuroendocrine cancer to compare obrixtamig plus carboplatin and etoposide treatment with standard chemotherapy
	Dr Benjamin Lawrence
	Ms Jessie Lenagh-Glue / Dr Andrea Furuya

	11:45am-12:15pm
	2026 FULL 25300
	Oral ketamine for posttraumatic stress disorder: A feasibility study and qualitative exploration of participant experiences
	Associate Professor Tess Patterson
	[bookmark: _Hlk228888149]Ms Sandy Gill / Mr Chris Bernhardt

	12:15pm-12:45pm
	
	Break (30 mins)
​
​
	
	

	12:45pm-1:15pm
	2026 FULL 24476
	iVEAcare-FS
	Dr Peter Bergin
	Ms Joan Pettit / Dr Rebekah Jaung

	1:15pm-1:45pm
	2026 FULL 25105
	Measurement of Additional Steroids in Dried Blood Spots to Monitor of Treatment in Congenital Adrenal Hyperplasia
	Dr. Mark de Hora
	Dr Cordelia Thomas / Mr Russell Opland

	1:45pm-2:15pm
	2026 FULL 25320
	Randomized Open-label, Multi-center, Ph II Study of Personalized Neoantigen DNA Vaccine (GNOS-PV02) & Plasmid encoded IL-12 (INO-9012) vs Active Surveillance in Subjects with Hepatocellular Carcinoma
	Prof Edward Gane
	Ms Jessie Lenagh-Glue / Dr Andrea Furuya

	2:15pm-2:45pm
	2026 FULL 25621
	A clinical study to investigate the safety and tolerability of efimosfermin alfa injection in participants with known or suspected F2- or F3-stage MASH (BOS-580-302).
	Dr Jing Hieng (Jeffrey) Ngu
	Ms Sandy Gill / Mr Chris Bernhardt

	2:45pm-3:15pm
	2026 FULL 25403
	DIAG723-PT-CL-001: A Study to Assess DIAG723 in People with Hereditary Hemorrhagic Telangiectasia (HHT)
	Dr Rohit Katial
	Dr Cordelia Thomas / Dr Rebekah Jaung



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Joan Pettit
	Lay (Intervention Studies) (Chair)
	08/07/2022
	02/03/2030
	Present

	Mrs Sandy Gill 
	Lay (Consumer/Community perspectives) 
	22/05/2020 
	02/03/2030 
	Present 

	Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	02/03/2030 
	Present 

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

	[bookmark: _Hlk228782722]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

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

	Mr Chris Bernhardt
	Lay
	15/09/2025 
	14/09/2029 
	Present




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

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 24 March 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	EXP 25048

	 
	Title: 
	Early bedside echo for the rapid diagnosis of heart failure in dyspnoeic patients

	 
	Principal Investigator: 
	Dr David Jardine

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	16 April 2026



Dr David Jardine and Alieke Dierckx were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researcher confirmed that bedside echocardiography is feasible with existing resources and that the lead and co‐investigators will perform echocardiograms.  Adequate training programmes for ED clinicians are in place, with portable echo machines readily available in the emergency and acute wards.

Summary of outstanding ethical issues

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

2. The Committee requested that since there is no research question about the potential benefit of the bedside ECHO, but is focused more on the feasibility and sustainability of introducing this procedure as standard for potential heart failure patients, the study design be revised so that all participants receive an early bedside echocardiogram, instead of randomising only half to of the participants. The Committee was concerned about the lack of equipoise in the randomised design, which would have withheld a potentially beneficial procedure from half of a vulnerable patient group. The Committee noted that if the ECHO is done and is in the participant’s clinical records, the proposal to withhold that data from the treating clinicians means that the participants may not be given the care that minimises harm and optimises quality of life (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 - 9.8).
3. The Committee requested that changes to the consent process be made given that most participants presenting with potential heart failure would not be able to give fully informed consent prospectively. If the new study design is adopted to give the bedside ECHO to all patients, the research team may instead seek consent to use the collected clinical data for research analysis after it is collected.  This change needs to be reflected in the protocol and PIS documents (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17; 9.7 - 9.8).
4. The Committee requested that study documents be revised to clarify that participants under the age of 16 will not be included (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17; 9.7 - 9.8).
5. The Committee requested that the protocol and PIS distinguish traditional ECHO from bedside ECHO (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17; 9.7 - 9.8). 
6. The Committee noted that with the proposed changes to study design, the application will need to request a waiver of consent for secondary use of clinical data associated with participants who die during the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47 - 7.48 / 12.29 – 12.30).

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17). 

7. Please update the PIS/CF to reflect the revised study methodology. Ensure the participant materials clearly explain that all participants received an echocardiogram as part of their standard care, and the study will only use their data for research after they have consented for the use of their data
8. Please add a consent item for accessing health information, including a bullet point for accessing medical records and health information for the purposes of the research.

Decision

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


	2  
	Ethics ref:  
	FULL 25126

	 
	Title: 
	A Phase III, multi-center, open-label, randomised, controlled trial of intravenous obrixtamig in combination with carboplatin and etoposide vs. carboplatin and etoposide as first-line therapy in DLL3-positive patients with unresectable locally advanced or metastatic extrapulmonary neuroendocrine carcinomas

	 
	Principal Investigator: 
	Dr Benjamin Lawrence

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	16 April 2026



Dr Sanjeev Deva and Ruta Padalkar were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researchers clarified that Māori consultation is taking place as they do have a review committee in place, however they do not have a pacific review committee or group available to consult.
2. The Researchers clarified that compensation and reimbursement are still being negotiated with the sponsor and that as a department they offer koha in the form of whānau rooms for longer family visits, provision of kai, and a thank you card as a token of appreciation.
3. The Researchers explained that most treatments of this type do not continue for more than 2 years as the intervention has provided whatever immune benefits by that time. Additionally, the advanced nature of the condition and subsequent prognosis was why the study protocol did not provide for ongoing access past three years. Although, if continued benefit was seen for participants, compassionate care access is likely to be approved.

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 requested additional information regarding the DLL3 assay’s validation and accuracy given the reliance on this test for inclusion of participants on the trial. This should include further detail on how the assay’s performance will be evaluated, including expected sensitivity and specificity, given that DLL3 testing is investigational, not an approved standard-of-care test in this disease and there is no gold standard comparator test. The Committee also asked for any known data on the risk of false positive or false negative results affecting participant selection.
5. The Committee requested clarification and consistency regarding data storage and retention. The Participant Information Sheet (PIS) indicates that data will be stored for 30 years, whereas the Data Management Plan states 15 years. The New Zealand requirement is that data is retained for at least 10 years, so if an extended retention period, such as 30 years, is intended, an explanation and strong justification must be provided. All trial documents should be updated to clearly and consistently state the data retention timeframe.

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

6. Please clearly explain the role of the DLL3 biomarker assay in simple terms. It should be made clear that all participants will be required to have biomarker test as part of the study, and that only those who test positive for the DLL3 marker will be eligible for the study’s investigational drug phase.
7. Please ensure the PIS explicitly states that the DLL3 biomarker test is investigational, not an established standard clinical test, and that its accuracy and reliability are uncertain. The PIS should explain that this assay is being used for research purposes, that it is still being refined, and that there is a risk of inaccurate results, including possible false positive or false negative findings. That could mean that a participant would be given an investigational drug when they do not have the DLL3 marker, or a participant could be denied enrolment in the drug study when they actually do have the DLL3 marker.  Additionally, clearly convey that the biomarker assay is exploratory and cannot be guaranteed to accurately predict treatment response.
8. Please update the PIS to include information about the data management platform to explain where and how participants’ study data will be stored or shared, who will have access to it, and any relevant terms of service or privacy protections. This will help participants understand how their personal and health information is handled.
9. Please revise the PIS to clarify that participants can review, obtain a copy of, or request correction to their data until the study is completed worldwide. If necessary, the PIS can note that exercising these rights during the study may result in withdrawal from the trial, but it must not imply that participants are denied access to their own data.
10. Please revise any reference to the term “treatment” in the PIS as this implies therapeutic benefit. The Committee prefers more neutral terms such as “study drug” or “intervention” to accurately reflect the investigational nature of the trial.
11. Please rephrase any language in the PIS that suggests that participants will tolerate the study drug.  Ensure it is clear that the study team will manage side effects or take steps to help participants tolerate the study drug.
12. Please ensure that the PIS states the correct number of participants in New Zealand.
13. Please provide the compensation and reimbursement amounts so the committee can be satisfied these are reasonable. 

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 Dr Andrea Furuya.


	3 
	Ethics ref:  
	FULL 25300

	 
	Title: 
	Oral ketamine for posttraumatic stress disorder: A feasibility study and qualitative exploration of participant experiences

	 
	Principal Investigator: 
	Associate Professor Tess Patterson

	 
	Sponsor: 
	Health Research South

	 
	Clock Start Date: 
	16 April 2026



Assc/Prof Tess Patterson, Ms Linda Hobbs and Prof Paul Glue 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.

Ms Jessie Lenagh-Glue declared a conflict of interest and was recused for the duration of the review of this application.

Summary of resolved ethical issues 

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

1. The Researchers clarified that they will employ robust screening measures to prevent enrolling participants with drug-seeking behaviour or recent substance misuse. This includes conducting urine drug tests, checking medical records, via participants’ GPs, and excluding anyone with a history of drug abuse or dependence in the past six months. They added that potential participants using medicinal cannabis could be considered, although interviewed with caution regarding their suitability.
2. The Researchers explained that although two initial peer reviewers were colleagues from their department, each provided an independent evaluation, and an external expert from another university was also involved as a peer reviewer to ensure an unbiased assessment.  
3. The Researchers confirmed that the ketamine dosing regimen is appropriate for the study. They noted that the chosen dose has been thoroughly studied over the last ten years in similar clinical settings, including both intravenous and oral administration, and is well-supported by published evidence.
4. The Committee noted that for future applications there should be consideration of whakamā in the submission form.
5. In response to a question about a potential link between PTSD and drug-seeking or substance abuse, the researchers explained that while PTSD and substance misuse can co-occur, having PTSD does not automatically lead to drug-seeking behaviour.
6. The Researchers clarified that this is a feasibility pilot study, and eight participants are sufficient to achieve the study’s objectives, particularly for obtaining qualitative data through thematic analysis.

Summary of outstanding ethical issues

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

7. The Committee requested that the researchers provide a copy of the proposed GP letter for review.

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

8. Please include a description of the study’s safety plan in the Participant Information Sheet.
9. Please remove tick-boxes from the consent form for each point unless truly optional.
10. Please revise the PIS to eliminate contradictory statements regarding the expected persistence of PTSD symptom improvement after the study, ensure all statements about symptom return or improvement are consistent.  
11. Please reconsider the $15 travel expense reimbursement to ensure that participating does not result in any cost to participants.
12. Please remove the statement in the PIS (page 6) indicating that participant information will be given to the University of Otago in the event of a compensation claim as the claim would be to ACC.
13. Please clarify in the PIS that if a participant or their partner becomes pregnant during the study, any infant health information will only be accessed after the child’s birth with appropriate parental consent.  
14. Please consider revision of the sentence "Men, women and gender diverse people" to just say "people" for concise language.
15. Please refer to HDEC in full the first time it appears in the PISCF.
16. Please ensure it is clear that HDEC approves only ethical aspects of the study.

Decision

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

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

	4  
	Ethics ref:  
	FULL 24476

	 
	Title: 
	Feasibility Study of the iVEAcare Neuromodulation System for the Treatment of Drug-Resistant Epilepsy (iVEAcare-FS)

	 
	Principal Investigator: 
	Dr Peter Bergin

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	16 April 2026



Dr Peter Bergin, Brad, Davina 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.

Rebekah declared a potential conflict of interest and the Committee decided to have the member recused for the application

Summary of resolved ethical issues 

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

1. The Researchers clarified that vagus nerve stimulation (VNS) therapy is currently not readily available to this patient population through New Zealand’s public health system, except in a few exceptional cases requiring special approvals.  Additionally, there is no established public funding stream for VNS at present.
2. The Researchers described key differences between the investigational VNS device and the standard device. The new implant has a rechargeable battery with an expected lifespan of approximately ten years, compared to around five years for non-rechargeable standard devices, and allows for remote monitoring and adjustment of settings via a secure smartphone connection. This remote programming capability enables clinicians to adjust the device without requiring participants to travel to a specialist centre.
3. The Research team confirmed that the investigational device is compatible with the existing leads of the currently available LivaNova VNS system. This means participants who already have a LivaNova VNS implant can have the new device attached to their existing lead without needing an additional lead implanted.  That will reduce the number of incisions needed from two to one for participants who already have a device implanted.
4. The Researchers explained that people who plan to become pregnant within the next 12 months are excluded from participation because the safety of the VNS device has not been established in pregnancy. If a participant does become pregnant during the trial, the device will not be removed but will be switched off for the duration of the pregnancy.
5. The Research team confirmed that there is no requirement for participants to have the VNS device removed at the end of the study if it is benefiting them. Participants may retain the implant beyond the trial period, and the device would only be removed if a participant experiences significant complications or if it is determined to have no therapeutic benefit in their case.

Summary of outstanding ethical issues

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

6. The Committee requested that the Data Management Plan be updated to provide more detailed information about data storage and transfer. In particular, the Committee wants clarification that the system is operated by a United States-based company and a clear statement on how long participant data will be stored.
7. The Committee requested additional information regarding the involvement of any third-party “field clinical representative” who may attend participant visits including whether they will be introduced to the participant in advance. The Committee specifically asked for a copy of the confidentiality agreement that such representatives would sign, in order to ensure and document how participant privacy and confidentiality will be maintained by these individuals.
8. The Committee requested clarification on how the research team will handle any indications of participant distress or suicidal ideation in the study questionnaires. The Committee advised the researchers to outline what support will be provided to participants in such cases.

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

9. Please clearly distinguish between the two participant groups, those receiving their first VNS implant versus those replacing an existing VNS device, in the PIS/CF as their procedures and potential risks, such as number of incisions, differ. Creating different headings for each group in the PIS would help in this clarification.
10. Please ensure the PIS also clearly highlights the potential benefits of participation. For instance, explain that the new VNS device offers an opportunity to access a treatment not otherwise readily available through public funding in New Zealand.
11. Please update the PIS and consent documents to reflect that only adults 16 years and older will be enrolled in New Zealand, removing any references to the enrolment of children.
12. Please remove references to a “carer” providing consent on behalf of a participant, as under New Zealand law only competent adult participants can give consent for themselves.
13. Please revise the “plain language” version of the PIS to use simpler, more accessible wording. Ensure the purpose of the plain-language PIS is clear, as it should serve as a simplified summary of the main PIS for participants who may have cognitive or literacy challenges.
14. Please include information in the PIS about the device’s battery life and post-study plan. Explain that the implant’s battery is expected to last approximately up to ten years and clarify that the study does not guarantee a replacement device once the battery expires after this period.
15. Please clarify in the PIS that reliable internet access is necessary for remote monitoring. Inform participants that they will need to have access to Wi-Fi or mobile data for scheduled device check-ins and that the study will provide a data-enabled SIM card if required for connectivity.
16. Please add a statement in the PIS to reassure participants about travel and imaging to confirm that the VNS implant will not cause problems at airport security screening and that the device is MRI-compatible.
17. Please update the PIS to include details on data handling and storage to explain that the device’s “VIA Care” data system is operated by a company based in the United States, via its Australian branch, and that some personal data may be transmitted to servers abroad, also indicate how long participant data will be stored.
18. Please ensure it is clear that the study is research and separate from the participant’s routine clinical care.
19. Please rephrase any wording in the PIS that says participants are “required” to return to the hospital for follow-up visits. Use language that indicates that study activities are voluntary, wording could state that participants are asked/invited to return.
20. Please provide more information in the PIS about the “field clinical representative” mentioned as attending some study visits. Explain who this individual is, what their role will be during study visits, and ensure participants understand that the representative will maintain confidentiality.
21. Please include a brief explanation of the “charging vest” in the PIS when it is first introduced, including its purpose and how and when participants will use it.
22. Please adjust the PIS language when describing seizure questionnaires to avoid subjective terms like “how bad” to describe seizure activity. Neutral language such as the severity or frequency of seizures can be used.
23. Please clarify any instructions in the PIS regarding participants seeking outside medical care during the trial. If participants are advised to inform other doctors about their participation when receiving care elsewhere, ensure this instruction is clearly phrased, particularly since participants’ general practitioners will already be notified of the study.
24. Please add an appropriate Māori cultural statement to the PIS and consent form. This should acknowledge relevant cultural considerations, such as tapu of the head.
25. Please provide an explanation in the participant materials for any study-related video mentioned, clarifying what the video will cover and its purpose, as the current documents refer to a video without further context.

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 Joan Pettit and Dr Patries Herst.





	5  
	Ethics ref:  
	FULL 25105

	 
	Title: 
	Expanded Steroid Profiling in Dried Bloodspots to Improve Monitoring of Glucocorticoid Replacement Therapy in Congenital Adrenal Hyperplasia

	 
	Principal Investigator: 
	Dr Mark de Hora

	 
	Sponsor: 
	Liggins Institute

	 
	Clock Start Date: 
	16 April 2026



Dr Mark de Hora and Paul Hoffman 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 raised concerns around the study design and the rationale for using PKU samples as controls as described in the protocol p.4 “It is proposed that reference ranges for each steroid will be established using bloodspots collected from patients with phenylketonuria.” (PKU). The Committee are concerned that PKU samples may not be appropriate for establishing healthy paediatric reference ranges for steroid profiling, due to potential differences in metabolic status, diet, treatment, and age distribution. These samples may be more suitable for assessing analytical specificity or as an interference study. The Committee noted the Researchers validate the assay to test performance with blood prepared in the lab, but to generate reference range for the study they would use blood spot samples from the PKU group. The Researchers also explained that the PKU children have no adrenal disease, meaning their adrenal steroid levels are normal, and that they are of a similar age range to the study’s CAH patient group. However, the Committee requested clarification on the use of PKU samples and justification for their suitability. The Committee queried why using appropriately matched healthy paediatric controls to establish reference range is not being done. In addition to any justification, the Committee requested that these queries also be provided to a scientific peer reviewer for their input and response (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1; 9.7-9.8).
2. The Committee requested revision of the child assent forms to be provided for older and younger children rather than by reading ability. This revision should ensure that documents are appropriate to the child’s level of understanding and that parents are clearly distinguished as guardians rather than research participants. Additionally, please refer to the HDEC templates to revise the assent forms, other participant information sheets and consent forms as found on the HDEC website (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.27).





The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

3. Please include the study identifiers, version/date on the footers of all participant information and consent documents.
4. Please add an appropriate Māori cultural statement regarding blood samples in the participant information for older children, acknowledging cultural considerations in the collection and use of blood.
5. Please change phrasing in child assent forms replacing wording "be happy to take part" with a more neutral phrase such as "agree to take part".
6. Please revise the parent consent forms to be clear that their children are the participants.
7. Please consider whether any koha will be available for the child participants. If so, please explain this in the assent forms.
8. Please clarify how data from the control group will be used and compared to data from the CAH group, so that participants, and parents, understand the study design.
9. Please state what will happen to a participant’s data if they withdraw from the study, specify whether data already collected will be removed or retained, and note that they can stop further participation at any time.
10. Please include a statement of participants’ rights to access their personal information and request corrections, in accordance with privacy requirements.
11. Please add all necessary contact information to the end of the PIS, including an independent health and disability advocate contact and a Māori cultural support contact.
12. Please describe in the PIS how blood samples will be handled after the study. Explain how samples will be disposed of and explain if a karakia is available if the p[participant desires.
13. Please specify in the PIS the data retention period and storage location for study data. Explain that data will be kept for 10 years after the youngest participant reaches 16 years of age and indicate where and how the data will be securely stored.

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:  
	FULL 25320

	 
	Title: 
	A Randomized Open-label, Multi-center, Phase II Adjuvant Study of a Personalized Neoantigen DNA Vaccine (GNOS-PV02) and Plasmid encoded IL-12 (INO-9012) versus Active Surveillance in Subjects with High-Risk Hepatocellular Carcinoma

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	Geneos Therapeutics, Inc

	 
	Clock Start Date: 
	16 April 2026



Professor Edward Gane and Christine Crooks 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 Research team clarified that study data and results will be provided only to the sponsor company, which owns the intellectual property. Other third-party companies involved in the study will not receive or retain the study’s data.
2. The Committee noted the provided insurance and reminded the Researchers that the updated insurance will need to be provided. 

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 requested that the study plan address how participants who move locations during the five-year follow-up period will be managed. This includes clarifying whether assistance will be provided for continued follow-up or if such participants will be considered lost to follow-up.
4. The Committee requested that Researchers consider acknowledging the participants’ time commitment with some kind of token of appreciation.

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

5. Please update the PIS to provide a clearer lay explanation of the electroporation device and procedure, including how it works and why it may enhance the immune response caused by the vaccine.  Please  describe any potential pain or discomfort to participants. Including a simple diagram or image of the device in the PIS may help participant understanding.
6. Please clarify in the PIS the differences between the two study arms in terms of procedures and risks. Ensure that participants can understand which interventions and potential risks apply to each study arm.
7. Please clarify what “reasonable travel expenses” are in the PIS. Provide more detail on what will be covered or provided by the study.
8. Please update the PIS to highlight that participants will receive regular monitoring and follow-up as a potential benefit for taking part in the study.
9. Please remove the requirement in the PIS that participants must withdraw “in writing” as participants may withdraw from the study verbally if they choose.
10. Please remove gendered language in the PIS.
11. Please avoid using the term “treatment” to describe study interventions or visits in the PIS/CF as it is not yet determined to be a treatment.
12. Please provide more detail in the PIS about the sponsor’s representative who may be present during study drug administration. Specify who this person is, their role, and how they will be introduced to the study participant.
13. Please amend the PIS to indicate that collected samples will be retained for at least 10 years.
14. Please remove any reference to a “legally authorised representative” for consenting as this is not applicable in New Zealand.
15. Please remove the statement indicating that HDEC can withdraw participants from the study.
16. Please remove the paragraph suggesting that media interest in the trial could lead to participant information being publicly disclosed.
17. Please clarify the PIS to explain where and how tissue samples are stored for this study and state whether samples will be destroyed if a participant withdraws.
18. Please specify that a karakia will not be performed for tissue samples sent overseas.

Decision

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	FULL 25621

	 
	Title: 
	A Phase 3, Randomized, Double-Blind, Placebo-Controlled, 3-Arm Study to Investigate the Safety and Tolerability of Efimosfermin Alfa in Participants With Known or Suspected F2- or F3-Stage Metabolic Dysfunction-Associated Steatohepatitis (MASH) (ZENITH-2).

	 
	Principal Investigator: 
	Dr Jing Hieng (Jeffrey) Ngu

	 
	Sponsor: 
	GSK Research & Development Limited

	 
	Clock Start Date: 
	16 April 2026



Katherine Denton and Sandra Hargrove were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researchers confirmed that the trial’s insurance certificate remains valid for the full duration of the study despite its stated expiry of 31 December.

Summary of outstanding ethical issues

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

2. The Committee requested clarification regarding the involvement of Green Fire in this study. If Green Fire will not be used in New Zealand, all references to it must be removed. If Green Fire is to be used, the Committee requested detailed information be provided about this vendor, including what personal information will be shared and how it will be used, to ensure participants are fully informed.
3. The Committee requested that participants’ contribution to the study be acknowledged with a token of appreciation. A letter or “thank-you” card for participants should be considered.
4. The Committee requested written confirmation from the Sponsor that any insurance deductible of $50,750 per incident will be covered by the Sponsor as opposed to participants.

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

5. Please include an additional explanation in the PIS about the study’s use of Study Hub. The PIS should briefly describe how participants’ data will be stored and used on this platform, so that participants clearly understand how their personal and health information is handled.
6. Please clarify in the PIS that if any differences exist between the Study Hub platform’s privacy policy and the study’s own Participant Information/Consent Form (ICF), the information in this study’s documents takes precedence.
7. Please remove an optional genetic study ticking a box at the end of the PIS. If an optional genetic sub-study is to be offered, a separate PIS and consent form is needed.
8. Please correct the headings in information provided in the PIS for under ‘What happens to your personal information’ and ‘Māori Data Sovereignty’ for clarity.

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 Sandy Gill and Mr Chris Bernhardt.
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	Ethics ref:  
	FULL 25403

	 
	Title: 
	A Phase 1/2, First-in-Human, Multicenter, Ascending Single-Dose and Multi-Dose Study to Assess the Safety of DIAG723, a Novel Bispecific ALK-1 and BMPRII Agonist Antibody in Adult Patients with Hereditary Hemorrhagic Telangiectasia (DIAMOND trial)

	 
	Principal Investigator: 
	Dr Rohit Katial

	 
	Sponsor: 
	Diagonal Therapeutics Inc

	 
	Clock Start Date: 
	16 April 2026



Dr Rohit Katial, Samantha Nie, Julia O’Sullivan, Kayla Malate, Susan Maloney, and Dr John Lee were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researchers explained the rationale for enrolling patients with the condition in this first-in-human Phase I trial instead of healthy volunteers, clarifying that including patients involves less risk than healthy volunteers. Additionally, having patients in the study also assists in dose selection later on, as is not directly translated from healthy volunteers to patients.
2. The Researchers confirmed that the required right-heart catheterization is the standard procedure for diagnosing and monitoring this group.
3. The Committee noted that making changes to the global protocol could not be done. However, understand that amendments may be made with the New Zealand specific recruitment process. The Committee also noted that future submissions may utilise the submission form to outline the local (New Zealand) recruitment processes. 

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 requested that the local recruitment process be clearly described, including clarifying that participants will be recruited via referrals from their treating doctors with an information leaflet, rather than through public advertising.
5. The Committee requested that any gendered references to pregnancy in study documents be replaced with gender-neutral language.
6. The Committee requested that the retention period for identifiable participant information be reduced or justified, noting that this extended duration may increase privacy risks.
7. The Committee requested that the researchers consider creating and providing study-specific or non-identifiable email addresses for participants.
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

8. Please state clearly that participants must be eligible to work in New Zealand in order to receive the study payment, while also clarifying that they would not necessarily be excluded from taking part in the study.
9. Please clarify the “ask your GP” section of the PIS’s “Who to ask questions” diagram, for example, by repositioning or explaining so it is clear what queries should be directed to a GP.
10. Please include the nosebleed diary application’s privacy and data safety information in the PIS so participants that wish to access this information are able to.
11. Please revise the PIS introduction to state that this is the first study of the new drug in humans.
12. Please specify in the PIS who will review participants’ mental health questionnaire responses and address any concerns.
13. Please clarify in the PIS who will have access to participant photographs and confirm whether the images will be de-identified, for example, by blurring faces or tattoos.
14. Please include the specific amount of participant compensation in the PIS.
15. Please add to the genetic sub-study a note about the potential risk of participants and their relatives, being identifiable from genetic data in the future.
16. Please explain why the heart catheterization procedure is required as part of the study, and for which part of the study it is involved.
17. Please add a statement to the PIS indicating that the human starting dose is more than 100× lower than the doses at which toxicity was observed in preclinical animal studies.

Decision

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

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


General business


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

	Meeting date:
	26 May 2026

	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 3:15pm.
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