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	                  Minutes





	Committee:
	Ad hoc Health and Disability Ethics Committee

	Meeting date:
	22 January 2026



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:30 - 11:00am
	2025 FULL 24703
	AVS Pulse Intravascular Lithotripsy (Pulse IVL) to Open Vessels with Calcific Walls and Enhance Vascular Compliance and Remodeling for Coronary Artery Disease A First-in-Human (FIH) Study
	Dr Jithendra Somaratne
	Russ / Patries

	11:00 - 11:30am
	2025 FULL 24699
	The adjunctive effect of 24% ethylenediaminetetraacetic acid (EDTA) in combination with ultrasonic debridement for the non-surgical management of peri-implantitis
	Associate Professor Tino Mercado
	Anne / Patries

	11:30 - 12:00pm
	2025 EXP 23041
	Inpatient Care Experiences of Māori Whaiora Living with Psychosis
	Ms Mia Broomfield
	Joan / Sharon

	12:00 - 12:30pm
	2025 EXP 24050
	NIR EVT Registry Programme
	Dr  James Caldwell
	Kate / Nicola

	12:30 - 1:00pm
	
	BREAK (30 mins)
	
	

	1:00 - 1:30pm
	2025 FULL 24424
	KRIYA-497-101: A Phase 1/2 Study of VV-14303 for the Treatment of Metabolic dysfunction-associated steatohepatitis (MASH)
	Professor Edward Gane
	Russ / Sharon

	1:30 - 2:00pm
	2025 FULL 24217
	IB001-001: A Study to Assess IB-001 in Healthy Volunteers and Patients with Chronic Hepatitis B
	Professor Edward Gane
	Joan / Nicola

	2:00 - 2:30pm
	2025 FULL 23872
	N1T-MC-MALO: A Master Protocol for a Clinical Study with Various Medicines in Adults with Fatty Liver Disease and High Risk for Severe Liver Complications
	Professor Edward Gane
	Anne / Sharon

	2:30 - 3:00pm
	2025 FULL 24445
	AVT10-HPK-01: A Study Comparing AVT10 and Cimzia® in Healthy Adults.
	Dr Cory Sellwood
	Kate / Nicola




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members.

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 24703

	 
	Title: 
	AVS Pulse Intravascular Lithotripsy (Pulse IVL) to Open Vessels with Calcific Walls and Enhance Vascular Compliance and Remodeling for Coronary Artery Disease A First-in-Human (FIH) Study

	 
	Principal Investigator: 
	Dr Jithendra Somaratne

	 
	Sponsor: 
	AVS, Inc

	 
	Clock Start Date: 
	09 January 2026



Dr Jithendra Somaratne and Mrs Charissa Miller 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.

The Researcher clarified standard of care could be performed if the device does not perform adequately. The Researcher confirmed the balloon may be removed. The Researcher confirmed stenting was part of the procedure. The Committee requested this is made clear in the protocol and information sheet and research procedures are differentiated from standard of care. 
The Committee requested the Researcher supply no-fault ACC-equivalent insurance for this commercially sponsored study. Please ensure New Zealand is specified as a covered territory and the trial site reflects this. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).
The Committee requested that the Researcher ensure potential participants learn of the study in advance of the procedure and have sufficient time to consider participation. Being asked to participate after admission would not be adequate time.


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): 

The Committee suggested including a diagram showing an artery with a ring of plaque calcium material and using a napkin ring analogy to describe the procedure. 
Please ensure the language throughout the sheet is lay friendly. 
Please revise the statement that participants “may” have to have a stent if stenting is part of the planned procedure. Please include a lay friendly description of the procedure and that a stent or balloon may be inserted. 
Please add information about intravascular plaque and how its presence complicates stent placement.
Please provide more information about the pre-clinical testing, and clinical testing and use for other medical purposes (gall stones, kidney stones).
Please expand the first in human box and include the risk of death. 
Please state that the device is not approved anywhere in the world. 
Please revise the information on the procedure to state it “may” disrupt the calcium and state if it is not disrupted standard of care will be applied. 
Please use plain language, expand all acronyms and explain what the EQ-5D-5L is. 
Please include additional information about the novel aspects of the device and its safety.

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:  
	2025 FULL 24699

	 
	Title: 
	The adjunctive effect of 24% ethylenediaminetetraacetic acid (EDTA) in combination with ultrasonic debridement for the non-surgical management of peri-implantitis: A randomized controlled assessor blinding clinical trial

	 
	Principal Investigator: 
	Associate Professor Tino Mercado

	 
	Sponsor: 
	Sir John Walsh Research Institute

	 
	Clock Start Date: 
	09 January 2026



Associate Professor Tino Mercado 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 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 the Researcher upload any questionnaires or other material used for patient reported outcomes. 
1. The Committee requested the Researcher supply evidence of independent peer review. 
2. The Committee requested the Researcher update the protocol to include a section on potential risks and benefits. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
3. The Committee requested the Researcher obtain sponsor authorisation from Martin Gagnon from Otago’s Research and Innovation. 
4. The Researcher confirmed participants in the control group could receive the gel after the study. The Committee requested this is in explained in the information sheet. 


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

Please include a lay title.
Please translate the technical terms into lay language.  Ex.: Osseo integrated, implantitis, suppuration, etc.
Please remember the target audience is the participant - there is no need to include all the exclusion criteria, etc.  Please delete that information.
Please revise the bold lines and state the purpose of the study e.g. this study investigates whether using 24% EDTA is better than standard treatment. 
Please include a lay friendly description of study blinding and that there will be a blinded assessor.
Please state how many participants will be recruited. 
Please consider adding a table of assessments and mention the radiographs at baseline and 12 weeks along with when questionnaires will be administered. 
Please clarify what reimbursement for parking/travel expenses is available. 
Please state that the control group will have the option to be treated with the gel after the study. 
Please avoid therapeutic misconception and do not overpromise benefit as that is what the study aims to discover. 
Please include succinct paragraphs describing how study participation differs from standard of care. 
Please clarify that it is up to 20% of people with a dental implant, not the general population. 
Please describe the patient reported outcomes. 
If the description of the cleaning process includes standard of care procedures then please make clear what they are and distinguish them from the research-only procedures.

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).  
Please submit evidence of independent peer review. 
Please obtain sponsor authorisation from the University of Otago. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Anne Phillips and Dr Patries Herst.




	3  
	Ethics ref:  
	2025 EXP 23041

	 
	Title: 
	He Oranga Ngākau, He Pikinga Waiora: Inpatient Care Experiences of Māori Whaiora Living with Psychosis

	 
	Principal Investigator: 
	Ms Mia Broomfield

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	09 January 2026



No researcher 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 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 concern at recruiting current inpatients with psychosis due to the risks involved. The Committee requested that the protocol be updated to enroll only patients who have been discharged e.g. within the last five years, as people in active care are vulnerable. If inpatients are required for the study this could be considered as an amendment after the main study is approved. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.1-8.3).  
The Committee noted if the study is limited to patients who have been discharged being interviewed about their experience as a patient then it is possible it would be out of scope from HDEC as a minimal risk observational study in which case the resubmission could go to AHREC. 
The Committee requested that the Researcher obtain sponsor authorisation from the University of Auckland if the resubmissions comes back to HDEC.
The Committee queried if Kite Whaiao—Understanding Kaupapa Maori Approaches to compulsory Mental Healthcare (May 2024) was incorporated into the study design and interview approach. 
The Committee noted the protocol lacked required detail such as the recruitment process, safety for the interviewer, how the information will be transcribed and how supported decision-making will be incorporated. The Committee requested the protocol be revised to include these and anything else require under Standard 9.8 of the national ethical standards. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).  
The Committee noted the potential for identifying characteristics of participants to be evident in study results/quotes and requested the Researcher ensure all results are presented in a non-identifiable manner.

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

Please remove mention of koha under benefits. 


Decision 

 

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


	4 
	Ethics ref:  
	2025 EXP 24050

	 
	Title: 
	Neuro Interventional Radiology Clinical Registry for EndoVascular Treatment (EVT) of Acute Ischaemic Stroke (AIS)

	 
	Principal Investigator: 
	Dr James Caldwell

	 
	Sponsor: 
	Health New Zealand

	 
	Clock Start Date: 
	09 January 2026



Dr James Calwell, Ms Genevieve Morris and Ms Davina McAllister 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 advised a non-consented registry needs to establish public benefit that outweighs the harm to autonomy that results from taking patient data without their knowledge or consent. The Committee noted that while the Researchers could apply for a waiver of consent to add retrospective data to the registry, the default starting position should be prospectively obtaining consent from future patients. There would also need to be transparency, e.g. a website with public information about the registry and its uses. If an opt-in approach is not feasible for the registry’s objectives and it requires full attainment, then an opt-out approach may be considered. In this case all patients should be provided with a brochure/leaflet with instructions on how to opt-out if patients do not want their data included. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.44-7.45).
The Researchers confirmed access to registry data would be internal only. External researchers would not be permitted access. The Committee noted with proper controls and processes the registry could become a valuable resource and suggested considering ways to make data available for wider use.
The Committee noted the response to question C4 was vague and queried if the incidence of this type of stroke in Māori is known. The Researchers stated this answer would be updated and noted results of a recent study show the rate was higher than previous statistics indicated. 
The Committee suggested establishing an independent steering committee to guide direction of the registry and to ensure data is protected over the lifecycle of the registry. 
The Committee noted storing data on a password protected excel sheet would not be sufficient information security for a registry. The Committee requested the Researchers undertake a privacy impact assessment. (National Ethical Standards for Health and Disability Research and Quality Improvement, chapter 12).
The Committee suggested reviewing the NEAC standards on governance, policies and principles for databanks (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.44).
The Committee requested the Researchers undertake a peer review from an expert in registry governance.
The Committee noted the retrospective period was not specified and if a waiver of consent for retrospective use is requested in the resubmission a time period will need to be determined. 
The Committee queried the possibility of incidental findings, e.g. a missed referral that was not followed up. The Committee requested the Researchers develop a process to manage this if it is possible.


Decision 

 

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


	5  
	Ethics ref:  
	2025 FULL 24424

	 
	Title: 
	A Phase 1/2, First-in-Human, Multi-Arm, Dose-Escalation Study to Evaluate the Safety, Tolerability, PK, and Efficacy of VV-14303, an Adeno-associated Virus Vector-mediated Fibroblast Growth Factor 21 (FGF21) Gene Therapy, in Adults with Metabolic dysfunction associated steatohepatitis (MASH) (the RESTORE Study)

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	Kriya Therapeutics Inc

	 
	Clock Start Date: 
	09 January 2026



Professor Edward Gane, Ms Julia O’Sullivan, Ms Samantha Nie, Ms Kayla Malate, Mr Rodney Major, Dr Greg Di Russo, Ms Katie St Ledger and Ms Rizalyn Golnar 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 expressed concern at the possibility of a participant receiving a subtherapeutic dose and then being unable to receive any further AAV therapy, given the limited lifetime use of the AAV for any therapeutic purpose. The Researchers stated it was possible a participant may not receive an efficacious result and would not benefit from the study. The Researchers stated the role of AAV delivery is limited and while anyone with pre-existing diseases would be excluded from the study, study participation would preclude any other AAV-directed therapies. The Committee requested that fact be emphasised in the information sheet that this is a one in a lifetime treatment and if it does not work participants will not be able to use medicines using the AAV mechanism in the future. 
The Committee queried the observation time for sentinel dosing as the PIS suggests it would be two hours. The Researchers stated this was an error and the protocol states observation is for at least two hours and if anything is observed the participant would be monitored overnight if necessary. The Committee suggested a period of 24 hours as is common for many first in human protocols.

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

Please include the hepatotoxicity effects of tocilizumab.
Please make it clear what medications and procedures are standard of care and what are accessible only through study participation. Please elaborate what lifestyle changes, medication and surgery are standard of care in New Zealand. 
Please undertake a lay-friendly revision of dense technical terminology.
Please elaborate on the “therapeutic lockout” and emphasise this is a once in a lifetime treatment option that would preclude further treatments with this delivery mechanism. 
Section 1 states that the therapy is “not designed to intentionally change your existing genetic material”, but in the next paragraph, it repeats that but adds that “there is a risk that this may occur”: please reconcile these sentences to both include the risk, or only make the statement once.
Please consider expanding Section 2 to be more comprehensive. For example, a clear aim of the study from the protocol is to establish correct dosing. Another clear aim is to identify any “side effects”.
Section 5 refers to “first dose”: as there is only a single dose, please delete the word “first”.
Please clearly explain that tocilizumab suppresses the immune system and will make people vulnerable to other infections. 
Under Administration, it says that CT guidance will be used for the injections: this is not stated in the protocol. Please clarify.
The term “muscle belly” is confusing for lay people: it suggests the abdomen. Please clarify or simply use the word “muscle”.
There is a very complicated explanation of “antiseptic” but none of “topical anaesthesia”. Please clarify both. Also, the protocol says topical antiseptic and topical anaesthesia will be used and does not mention local anaesthesia: please reconcile.
Please revise the information on the observation period. 
In Section 6, it explains shedding and talks about understanding the potential risk of “transmission of the virus to untreated individuals”, but in Section 1 it says that the “modified virus … does not cause disease”. Please clarify.
In Section 7, given that this is a Phase 1 FIH study, it is critical for participants to inform the Study Doctor immediately of any “changes in your health”, etc: this should be placed first and emphasised (it is stated in Section 10). SAEs may not present as “severe allergic or Hypersensitivity reactions”: this should also be clarified.
In Section 8, no mention is made of the significant benefits if the therapy is successful, which is “possible” for at least some of the participants. This should be communicated cautiously without being overly positive.
In Section 10, it is critical to eliminate the use of clinical terminology and express everything very clearly in common lay language.
It says, “severe reactions are very rare”: this is a FIH study, therefore, this statement cannot be true. Please remove.
The section on potential risks associated with similar medications is underdeveloped. Gene therapies can be and have been fatal. There is an especially high risk in a FIH study. This must be clearly stated.
The risk of anaphylactoid response/CRS (despite the tocilizumab) has been omitted.  Please explain or add.
In the high dose group, the high likelihood of significant difficulty walking, stiffness and pain for 48 to 72 hours post-injection (arising from 100 injections) has been omitted.  Please explain or add.
The certainty of “therapeutic lockout” for any future AAV therapies must be clearly set out. The relative risk/benefit of this for the low, mid and high dose participants must be explicit. The risk for the low dose cohort is especially significant, as this locks them out of any future treatments with a lower possibility of clinical benefit in this study.
While the tocilizumab is intended to mitigate the CTL response, it poses its own risks. The risks for the liver and the muscles have been omitted.  Please explain or add.
The risk of impaired hepatic regeneration leading to sub-acute decompensation (for those in F4 status) has been omitted.  Please explain or add.
The section on whakapapa is confusing, because it refers to “gene editing” and the “permanent editing of your genome”, whereas Section 1 explicitly denies this. Please reconcile.
In Section 16, it should be clarified that the “medication” is intended to have a permanent therapeutic effect. In that respect, if the therapy is “successful” in a given participant, they will continue to receive the benefit of the “study medication” after the study, and, in fact, quite likely forever.


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 Mr Russell Opland and Dr Sharon Kletchko.




	6  
	Ethics ref:  
	2025 FULL 24217

	 
	Title: 
	A Phase 1, Randomized, Double-Blinded, Placebo-Controlled Study to Evaluate Safety, Tolerability, Pharmacokinetics, And Preliminary Efficacy of Single and Multiple Ascending Doses of IB-001 in Healthy Participants and Participants with Chronic Hepatitis B.

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	IntegerBio, Inc

	 
	Clock Start Date: 
	09 January 2026



Professor Edward Gane, Ms Julia O’Sullivan, Ms Samantha Nie, Ms Kayla Malate, Mr Rodney Major and Ms Mayoma Wijesundera 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 Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

1. Please update the first in human box to clarify study participants are healthy adult volunteers and patients with chronic hepatitis B.

Decision 

This application was approved by consensus.





	7  
	Ethics ref:  
	2025 FULL 23872

	 
	Title: 
	A Master Protocol for a Randomized, Controlled, Clinical Trial of Multiple Pharmacologic Agents in Adult Participants with Metabolic Dysfunction-Associated Steatotic Liver Disease who are at Increased Risk of Developing Major Adverse Liver Outcomes (N1T-MC-MALO, SYNERGY-Outcomes)

	 
	Principal Investigator: 
	Professor Edward Gane

	 
	Sponsor: 
	Eli Lilly and Company

	 
	Clock Start Date: 
	09 January 2026



Professor Edward Gane, Ms Julia O’Sullivan, Ms Samantha Nie, Ms Kayla Malate and Mr Rodney Major 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 subsequent protocols be submitted as standalone applications so they can have their own amendment and progress reports cycled and are not submitted as amendments under this application. 
The Committee requested the advertising material. The Researchers stated this would be submitted 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 queried how many drugs / ISAs are intended to go through this master protocol and requested a roadmap or flowchart.
The Committee noted procedures outlined on page 7 of the pre-screening procedures omit many in the protocol including ECG, fibroscan and MRI. If these may be performed for research purposes, then please include them in the PIS.
10. The Committee noted the consent procedure may be more complex than standard clinical trials due to the master protocol and ISA consents and requested information on how the study would be explained to participants to help them understand, e.g .diagrams or videos.


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 submit an overview of how many ISAs are expected to be submitted under the master protocol. 
Please provide information on how participants will be consented into the study. 



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




	8 
	Ethics ref:  
	2025 FULL 24445

	 
	Title: 
	A Randomized, Double-Blind, Single-Dose, Parallel-Group Design, 2‑Arm Study to Investigate the Pharmacokinetic Similarity, Safety, Tolerability, and Immunogenicity of Subcutaneous AVT10 and Cimzia® in Healthy Adult Participants

	 
	Principal Investigator: 
	Dr Cory Sellwood

	 
	Sponsor: 
	Alvotech Swiss AG

	 
	Clock Start Date: 
	09 January 2026



Dr Cory Sellwood, Ms Julia O’Sullivan, Ms Samantha Nie, Ms Kayla Malate and Mr Rodney Major, 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 outstanding ethical issues

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

1. The Committee noted the radio ad headline states “cancer research” and requests that this language be revised and the HDEC reference number 24445 is included.

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

Please revise the statement about recreational drug use to have a recent time period so participants are not confused about historic use. 
Please remove the reference to covid vaccination status if this is no longer relevant. 
Please clarify what is meant by ‘passing’ the drug/alcohol test. 
Please consider revising the sentence “5 people will be split into each treatment group” to be clearer. 
Please clarify if blood samples will be used to assess the comparator drug in addition to AVT10. 
Please expand on the risk sentence that AVT is designed to be similar to Cimzia.  Explain whether pre-clinical animal models have shown this to be the case. 
Please allow for white space on the consent form.
Please include the risk of unexpected and life-threatening risks in the black box on page 1 and refer to healthy adult volunteers. Please state there will be no therapeutic benefit.

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


The meeting closed at 3:00pm.
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