	
	                  Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	25 November 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:30am-12:00pm
	
	Committee Welcome
	
	

	12:00pm-12:30pm
	2025 FULL 23365
	The Koha Project
	Dr Eleanor Brittain
	Ms Sandy Gill / Dr Andrea Furuya

	12:30pm-1:00pm
	2025 FULL 23935
	CTX-791-201_ A study of PIPE-791 in Idiopathic Pulmonary Fibrosis
	Dr Conor O’Dochartaigh
	Mr Russell Opland / Dr Rebekah Jaung

	1:00pm-1:30pm
	2025 FULL 24409
	A Study to Evaluate PRA-523 in People with Eczema 
	Dr. Purnima Olu De Rozario
	Ms Sandy Gill / Dr Andrea Furuya

	1:30pm-2:00pm
	
	Break (30 mins)
	
	

	2:00pm-2:30pm
	2025 FULL 23554
	T-BCC-01: Study of TSK-001 Plasmonic Photothermal Therapy in Participants with Basal Cell Carcinoma
	Dr Paul Hamilton
	Mr Chris Bernhardt / Dr Andrea Furuya

	2:30pm-3:00pm
	2025 FULL 21033
	ManaCollector: Tracking Mood and Health with Smartwatches and Digital Companions
	Dr Kunal Gupta
	Mr Russell Opland / Dr Rebekah Jaung

	3:00pm-3:30pm
	2025 FULL 23739
	COG: AREN2231
	Dr Amanda Lyver
	Ms Joan Pettit / Dr Andrea Furuya

	3:30pm-4:00pm
	2025 FULL 24478
	Using Donor Tissue for Pelvic Floor Surgery – A Trial in New Zealand
	Dr Eva Fong
	Ms Joan Pettit / Dr Rebekah Jaung

	4:00pm-4:15pm
	
	Break (15 mins)
	
	

	4:15pm-4:45pm
	2025 FULL 24241
	A pivotal clinical study to investigate the safety and efficacy of efimosfermin alfa injection in participants with biopsy-confirmed F2- or F3-stage MASH (BOS-580-301)
	Dr Jing Hieng (Jeffrey) Ngu
	Dr Cordelia Thomas / Dr Sharon Kletchko

	4:45pm-5:15pm
	2025 FULL 24437
	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
	Dr Cordelia Thomas / Dr Sharon Kletchko

	5:15pm-5:45pm
	2025 FULL 24358
	301158: A Study To Evaluate Efimosfermin alfa in Healthy Participants of Chinese, Japanese, and White/European Ancestry
	Dr Millie Wang
	Dr Cordelia Thomas / Dr Sharon Kletchko 


 

	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

	[bookmark: _Hlk214955880]Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	22/05/2023 
	Apology

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

	[bookmark: _Hlk214963446]Mx Albany Lucas
	Non-lay (Observational studies)
	22/12/2021
	22/12/2024
	Apology

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

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

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

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

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

	[bookmark: _Hlk214955917]Dr Sharon Kletchko
	Non-Lay 
	09/06/2025
	08/06/2029
	Present 




Welcome
 
The Chair opened the meeting at 11:30am and welcomed Committee members, noting that apologies had been received from Dr Patries Herst, Mx Albany Lucas and Ms Jessie Lenagh-Glue.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Sharon Kletchko confirmed their eligibility and were co-opted by the Chair as a member of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 28 October 2025 were confirmed.








New applications 


	[bookmark: _Hlk214956014]1  
	Ethics ref:  
	2025 FULL 23365

	 
	Title: 
	The Koha Project: Culturally centred contingency management for Māori with harmful methamphetamine use

	 
	Principal Investigator: 
	Dr Eleanor Brittain

	 
	Sponsor: 
	Massey University

	 
	Clock Start Date: 
	14 November 2025



Dr Eleanor Brittain was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted that questionnaires should be reviewed more promptly than within a week. The Researcher advised that questionnaires will be reviewed immediately for anything of concern and then processed within a week.
2. The Committee queried what level of methamphetamine use will be included in the study. The Researcher advised this would be moderate to heavy users.
3. The Committee noted that if a participant does not win a prize, this could be demoralising and lead to the participant questioning whether it is worth continuing with the study and queried how the researcher intends to address this. The Researcher advised that at each subsequent visit, the participant will have more prize draws, giving more opportunities to win a prize, noting that they might also draw an affirmation. 
4. The Committee queried what will happen if a participant relapses. The Researcher advised that they will be working closely with other support organisations to ensure that each participant is receiving appropriate support.
5. The Committee queried the rationale for having a prize draw rather than everyone receiving a tangible gift. The Researcher advised that a prize draw has been shown to be effective. The Committee further queried whether the effectiveness of the different prizes would be tracked. The Researcher advised that they would track this but may not be able to make many conclusions from this due to the study size.

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 queried having participants undertake independent urine testing. The Researcher advised that this was the intent, giving respect to individuals dignity. The Committee recommend reconsidering this approach, due to there being an industry for providing fake clean samples.
7. The Committee requested that the approach to whānau is detailed in the Protocol.
8. The Committee requested that the way the study is described in the Protocol be revised to explain that this is a pilot study and in what ways it is culturally centred. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8)
9. The Committee requested that the protocol detail how participants wishing to withdraw will be managed. Also describe stopping criteria for the study.
10. The Committee noted that the peer reviewed mentioned that they made notes on a document and request that this be provided to the Committee for review, along with the Researchers response to those comments. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.32).  
11. The Committee noted that part of pre-screening will involve meeting with the potential participant and having a conversation. Consent should be gained prior to the conversation for researchers to collect the screening information. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.5).  
12. The Committee noted that the PIS/CF will require a complete re-write. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  One of the Committee members have offered to review the rewritten PIS prior to re-submission. Please contact the Secretariat if you would like to take up this offer of assistance.

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

13. Please explain what “contingency management” means in this context.
14. Please include advice that the questionnaires could cause distress, and an action plan explaining how any distress will be addressed.
15. Please provide an explanation for the theory behind using this approach.
16. Please remove reference to data going overseas from the consent form.
17. Please include information about involvement of whānau and add this to the consent form. 
18. Please remove all yes / no tick boxes, unless truly optional.
19. Please amend the statement on the consent form to say that all data collected up to the point of withdrawal will continue to be analysed. 
20. Please be clear that it is possible some participants may not win a prize.
21. Please include information about options available for support with addiction.
22. Please include contact phone numbers.
23. Please include an interview schedule.
24. Please make GP notification mandatory.

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 23935

	 
	Title: 
	A Phase 2, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study to Evaluate the Efficacy, Safety, and Tolerability of Oral PIPE-791 in Subjects with Idiopathic Pulmonary Fibrosis

	 
	Principal Investigator: 
	Dr Conor O'Dochartaigh

	 
	Sponsor: 
	Contineum Therapeutics, Inc.

	 
	Clock Start Date: 
	14 November 2025



Dr Conor O'Dochartaigh, Tanya Poppe and Camren Cullen were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried what support individuals will be provided with should they return a positive test result for a notifiable blood borne virus. The Researchers advised that counselling would be provided by the study clinician who would refer the participant to the relevant specialist for ongoing care.

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 noted that the Data Management Plan (DMP) in section 3 references an outdated version of the Health Data Privacy Code 1994, please update to reflect the 2020 version.
3. The Committee noted that in 7.2 and 9.2 of the DMP it refers to de-identified data but should state coded data.
4. The Committee noted that 8.3 of the DMP should state that participants will be informed that when their data goes overseas it will no longer be covered by New Zealand Privacy laws.
5. The Committee noted that 8.5 of the DMP should address Māori Data Sovereignty and give effect to Te Tiriti o Waitangi.
6. The Committee recommended revising paragraph 11.1 of the DMP and noted that engagement rather than consultation would be more culturally appropriate.
7. The Committee suggested that information about the Māori engagement process be included in the protocol, noting that this could be a New Zealand specific appendix if appropriate.

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

8. Please state that when data is sent overseas it is no longer subject to New Zealand privacy laws.
9. Please revise the section “what is the purpose of this study?” into lay language.
10. Please include information about what will occur should a positive test result occur for a notifiable blood borne virus, such as counselling. Also add to the risk section.
11. Please include information about what Māori engagement has occurred.  
12. Please remove reference to “myself who might become pregnant” in the consent form, as females of childbearing potential are excluded from the study.
13. Please remove the statement that HDEC protect participants rights and welfare after the study has commenced, as this is an overstatement, as HDEC do not have a monitoring role.
14. Please soften language. Refrain from using statements such as “you have to”.
15. Please remove the statement about requesting the address of the laboratory, as the address is given below.
16. Please advise that the questionnaires could be triggering and cause distress and how you will respond if that occurs.
17. Please include the safety plan as described in E3.1 and E3.2 of the submission form.
18. Please rephrase the term “treatment period”, as this is research, and treatment is experimental. Use “study period” or “intervention period” instead.
19. Please remove reference to the ‘New Zealand Health Authority’, instead state Medsafe.
20. Please clarify which procedures are study specific and would not be carried out as part of standard of care.
21. Please clarify which medications are approved for use in New Zealand and whether and how participants would have access to them outside of the study.
22. Please remove reference to Scout Clinical, which is not applicable in New Zealand.
23. Please use ratios as well as percentages, for ease of understanding.
24. Please use gender neutral language.
25. Please include sub heading throughout.

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, if appropriate, 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 Rebekah Jaung.
	3  
	Ethics ref:  
	2025 FULL 24409

	 
	Title: 
	A Double-Blind, Randomized, Adaptive, Vehicle Controlled First In Human Phase 1-2a Trial to Determine the Safety, Pharmacokinetics, and Efficacy of PRA-523 Against Pruritus Secondary to Atopic Dermatitis

	 
	Principal Investigator: 
	Dr. Purnima Olu De Rozario

	 
	Sponsor: 
	Praeventix Inc.

	 
	Clock Start Date: 
	14 November 2025



Dr. Purnima Olu De Rozario, Kshemina Mhaskar, Leanne Barnett, Samantha Nie and Cheryl Glover 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 requested “treatment” be rephrased in advertising materials, as this is research, “treatment” is under investigation. 
2. The Committee noted that it is important that it is clear to participants whether or not they are part of the sentinel dosing group.

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

3. Please rephrase “blocking a specific part of the body’s system” as this could be alarming to participants, instead consider wording such as “helps reduce overactive nerve activity that causes sensations like itch or discomfort.”
4. Please expand the explanation about the effects of Serotonin, currently it jumps from mood effects to making people itchy without explanation. 
5. Please clarify what products participants can use on the skin outside of the designated area.
6. Please name the labs undertaking testing of samples.
7. Please provide additional information for the sentinel dosing group, including that they will be closely monitored for safety and explaining how their study procedures will differ from other participants.
8. Please be clear that this is a first in human study, not just first in people with eczema. 
9. Please add to the risk section that participants may not be able to use their normal relief products whilst in the study.
10. Please include the logo of the CRO.
11. Please clarify if participants who complete phase I are eligible for phase II and whether they roll over.
12. In the study visit table, clarify which apply to each part of the study.
13. Please include information about responsiveness to Māori.
14. On page 15 “Avoid” is quite vague, please be specific if participants should not use a product.
15. On page 16 the contents do not match the heading “Alternatives to taking part”, please amend.
16. Please add a yes / no option to the consent form, for “I wish to receive my results”.

Decision 

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

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



































	4  
	Ethics ref:  
	2025 FULL 23554

	 
	Title: 
	A Phase 1/2 Dose-Escalation and Expansion Study to Determine Safety, Tolerability and Efficacy of TSK-001 Plasmonic Photothermal therapy in Patients with Nodular Basal Cell Carcinoma

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Laboratoire Analyses Bourbon (LAB) SAS

	 
	Clock Start Date: 
	14 November 2025



Charlene Botha and Julie Jones 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 noted the exclusion of individuals who have previously smoked and queried the rationale and whether there is a time limit on how long ago the exclusion applies to. The Researcher advised that this only applies to heavy smokers, due to the effects on healing processes in the body.
2. The Committee queried whether the gold particles could cause any risk for MRI. The Researcher advised that it is a tiny amount of gold and therefore no risk is involved.
3. The Committee noted that given the study was originally designed in France, consideration to Māori has been well described.
4. The Committee noted the phrase that the study may be terminated for other reasons and wanted to clarify that studies cannot be terminated for commercial reasons in New Zealand. The Researcher advised that they are aware of this and have advised the sponsor.
5. The Committee queried whether references to smoking should also include vaping. The Researcher advised that vaping is allowed on the study.
6. The Committee queried how potential participants will be contacted for the study, noting that they should give consent to be contacted by the research team. The Researcher advised that they would be identified by their treating dermatologist and referred. 
7. The Committee queried New Zealand not being included in phase III. The Researcher advised that the inclusion criteria for this phase will make it very difficult to recruit for.
8. The Committee queried whether insurance of five million dollars is adequate. The Researcher noted that as this is localised rather than systemic, it should be lower risk.
9. The Committee queried the lack of koha for a first in human study. The Researcher advised that participants would receive one hundred dollars for costs and one hundred dollars for participation for each site visit.

Summary of outstanding ethical issues

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

10. The Committee queried whether participants should avoid any other laser treatments in the area treated during the study.  If so, please include this information in the PIS.
11. The Committee queried the rationale for exclusion of individuals weighing under 50kg and having no upper weight limit.
12. The Committee noted that the advertising could be controversial asking for participants with light or medium skin tone, so recommend an explanation for this requirement is included. Consider including an image of nodular basal cell carcinoma.
13. The Committee queried what other components could be in the solution, such as flavonoids and whether there are any potential risks associated with these components. 
14. The Committee requested that the phrasing be more neutral in the advertising, as stating ‘help researchers’ could be persuasive. Please state the amount participants will be reimbursed. Please also highlight that this is a first in human study.

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

15. Please clarify that it is only “heavy smokers” (and define that term) that are excluded from the study.
16. Please remove the information about dose escalation from point 3 and include this with the dose information in point 5.
17. Please make it clear that if a participant withdraws from the study, their data collected up to the point of withdrawal will continue to be used in the analysis for the study.
18. Please amend the black box wording to make it clear that this is the first in human study for this investigational product in any setting. Also make the box the first point on the form.
19. Please clarify the amount of alcohol participants can consume, as glass size can vary.
20. Please amend the amount of time the gold particles could remain in the body, currently it reads as though it could be thirty days, however this could be months for larger particles. Please also state that it is currently unknown how these particles will be eliminated from the body.
21. Please explain the potential risks from the size of the gold particles, such as organ toxicity or formation of granulomas. 
22. Please include information that this is a novel use of the laser, as it is used for heating the skin but has not been used for heating metal before.
23. Please remove all references to “treatment”, as this is research it has not yet been established if the intervention is effective.
24. Please consider if “modulation” would be a more appropriate term than “irradiate”. 
25. Please clarify why multiple microinjections might be required.
26. Please state the length of time between different cohorts receiving the intervention.
27. Please state what the lab acronym stands for and where they are located.

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 Mr Chris Bernhardt and Dr Andrea Furuya.













































	5  
	Ethics ref:  
	2025 FULL 21033

	 
	Title: 
	ManaCollector: Integrating Wearable Data with Virtual Agents for Mood and Health Monitoring

	 
	Principal Investigator: 
	Dr Kunal Gupta

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	14 November 2025



Dr Kunal Gupta and Aeryn Dunmore 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 noted that they intend to market this as a wellbeing tool rather than a clinical tool. The Committee noted that this could be commercialised as a medical device so the Committee need to consider the medical implications of its use.

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 raised concerns regarding the lack of accuracy of physiological data collected via smart watches, based on published evidence, including the manufacturers’ own website. Noting that there is concern about ethnic bias, with further inaccuracies for darker skin tones. These points bring into question the appropriateness of utilising these watches as the mode of critical data collection for the study.
3. The Committee noted that according to the website for the device intended to be used in this study, “The ECG feature is not intended for users under 22 years of age”, making it unsuitable for many potential participants based on current inclusion criteria.
4. The Committee noted that the AI tool has been trained primarily in Europe and North America so includes no Māori or Pasifika representation, so would not be appropriate to detect Spoken Emotion Recognition in this population, particularly without any training in Te Reo. Similarly, facial emotion recognition would not take into account Tā Moko. The Researchers acknowledged these points and intended to collect data to retrain these models. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1b)
5. The Committee felt that pre-clinical research, including testing and data collection, should be done prior to this intervention. Pre-clinical research should then be described in the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.4)
6. The Committee noted that whakamā has not been mentioned as a consideration for Māori participants and that this is critical consideration in the mental health field. The Committee stated that there needs to be significantly more information provided in the protocol about how Māori and Pasifika considerations have been addressed, such as   mauri and wairua. 
7. The Committee queried the involvement of a Māori cultural advisor in the study, as it was unclear whether this individual was an external advisor or a co-investigator. The Researchers advised that he is a co-investigator, who is providing Māori cultural advice. The Committee requested that his role as a co-investigator be made clear consistently throughout the documentation and recommended seeking external, independent Māori consultation advice. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7)
8. The Committee require that questionnaires are reviewed as soon as possible, rather than weekly, so that any participants requiring urgent mental health support can be identified and provided with support promptly. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4-8.6, 8.9)
9. Please include a comprehensive list and management plan for incidental findings in the protocol. This should include things such as limits for a too slow or too fast heart rate and peripheral oxygen saturation, then what action will be taken and by whom.
10. Please be consistent in the Protocol about the target for Māori participation, as currently it is variously stated as twenty or thirty percent.
11. Compensation for transportation costs to onsite visits should be provided. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20a)
12. Please provide justification for only including young males and in particular targeting Māori. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.9)
13. Please provide more detail in the protocol about how you will collect data from chats and journal entries. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8)
14. The protocol needs to address privacy concerns, such as how the app will interpret physiological data that might/might not be generated by alcohol/drug abuse, sexual activity, or violence. 
15. Please provide more information in the protocol about the audio you will collect and whether this will only be collected with the Tōku Hoa.
16. Please include more information in the protocol about how the AI model has been validated.
17. Please consider how you will ensure that the tool is safe, reliable, and fair across a diverse population and representative of a broad range of socio-economic groups.
18. Please include information about the risks associated with chat bots in a mental health situation and what will be done to mitigate these risks. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 13.4)
19. The data collected in this study are subject to the Biometric Processing Privacy Code 2025, in addition to the Health Information Privacy Code 2020: both must be considered, analysed and discussed in the protocol.
20. Please consider and state in the protocol what monitoring and oversight will be in place for the life of this model.

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

21. Please use the HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17)
22. Please include a safety plan that explains what will happen if a participant exhibits acute distress.
23. Please explain the privacy concerns for collection and use of personal data.
24. Please explain the collection of location data.
25. Please include footers and page numbers.
26. Please ensure that language is consistent with only having male participants, for example remove references to being pregnant or lactating. 
27. Please amend the right to withdraw is under the Code of Rights, not the Privacy Act.
28. Please state that data will be retained for ten years, as per New Zealand law.
29. Please include an explanation of the questionnaires that will be part of the study and a warning that these could trigger distress. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.3)
30. Please amend the statement that prioritisation is a treaty obligation as this is not accurate.
31. Please amend the statement that the study will be discontinued if a participant exhibits increased anxiety. Presumably this should state that the participant will be withdrawn from the study.
32. Please remove the one-month limit on the ability to withdraw future use of data, as participants may withdraw consent at any time. Noting that it should be clearly stated that once data has been anonymised it will no longer be possible to remove it from the analysis.
33. Please include a Māori cultural statement.
34. Please include an ACC statement.
35. Please provide contact information for Māori cultural support, advocacy and HDEC.
36. Please clearly state any conflicts of interest, including information about access to data by industry partners.
37. ‘Self-Assessment Manikin’ is jargon that needs to be explained.
38. Please include information about how data will be stored and any risks associated with cloud storage.
39. Please include information about potential future uses of data, including training of AI models.
40. Please add to the risks section, information about the risks associated with chat bots navigating mental health.

Decision 

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







	6  
	Ethics ref:  
	2025 FULL 23739

	 
	Title: 
	COG AREN2231: Risk Adapted Treatment of Unilateral Favourable Histology Wilms Tumours (FHWT)

	 
	Principal Investigator: 
	Dr Amanda Lyver

	 
	Sponsor: 
	Children's Oncology Group

	 
	Clock Start Date: 
	14 November 2025



Dr Amanda Lyver and Meredith Woodhouse 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 noted that this study is very complicated and queried how it will be explained to families. The Researcher advised that they have a lot of time to discuss the study and to give the family time to consider. There are also multiple people in the team that can speak with the family.
2. The Committee sought clarity about which aspects of the study differ from standard of care. The Researchers advised that the risk stratification is different and based on retrospective data from other studies.
3. The Committee sought clarification that this study would be covered by ACC. The Researchers confirmed that it will be eligible for ACC cover.
4. The Committee sought clarification about whether the various medications used in this study are approved. The Researchers advised that all medications in this study are approved.

Summary of outstanding ethical issues

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

5. The Committee recommend the addition of a one-page document using tables or graphics to explain the overall design of the study, due to its level of complexity. It is important that it is clear for parents what the difference is between this research and the standard of care the children would receive if not in the study.

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

6. Please define any scientific terms in lay language.
7. Please include an explanation for how the risk stratification for this study was developed and that it is currently unknown if it is completely accurate.

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 Joan Pettit and Dr Andrea Furuya.
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	Ethics ref:  
	2025 FULL 24478

	 
	Title: 
	Use of Cadaveric Fascia (Supercritical CO₂ Treated) for Surgical Management of Stress Urinary Incontinence and Pelvic Organ Prolapse: A New Zealand Pilot Study

	 
	Principal Investigator: 
	Dr Eva Fong

	 
	Sponsor: 
	Te Whatu Ora Waitemata

	 
	Clock Start Date: 
	14 November 2025




Dr Eva Fong 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 queried whether Māori participants will be targeted. The Researcher advised that they want to get population level representation but acknowledge that due to cultural beliefs this might not be achievable. 
2. The Committee queried some participants having to pay to participate in research. The Researcher explained that surgical mesh was approved without any clinical trials due to being a medical device, therefore this is an approved procedure, but the Researcher would like to do this study to gather evidence about the safety and efficacy as this has not previously been done. Noting that it is not currently funded and that this evidence is needed to apply for funding.

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 note that funding is only available for five participants and would like an explanation for how it will be determined which participants will receive the procedure for free and who will have to pay and how this will be explained to participants. Noting that selecting participants on their ability to pay could create disparities and prejudice study results. The Researcher noted that she will ask the tissue provider to supply tissue for all participants.
4. The Committee noted that the Data Management Plan is quite generic and requested further detail throughout. For example, in section 3, please refer to specific policy names and provide weblinks, if available; specify the "Health Information Privacy Rules" being referenced. In section 4, provide details about the specific language being used regarding consent. In section 5, specify the data being collected and the respective sources. Section 6 is template language: please make specific to this study. In sections 7 and 8, provide specific details and ensure "coded" data is not confused with "de-identified" data. In section 9, state what data is being stored and where and for how long. State how will it be destroyed and any cultural considerations around destruction.
5. The Committee highlighted the importance of participants being very clear that the tissue for the graft has come from a deceased person who has donated that tissue for medical use. Plain language should be used when discussing the study to avoid misunderstanding.
6. The Committee queried whether the risk of a recipient having an immune reaction to remaining donor DNA should be included in the PIS risk section.
7. The Committee noted that one of the risks is transmission of HIV and queried whether there would be similar risks of transmission of other blood borne viruses, such as Hepatitis. 
8. In the Protocol, please state any recruitment strategies or minimum recruitment targets for Māori participants.
9. In the Protocol, please state formal criteria for the exclusion criterion of 'uncontrolled comorbidities'.  
10. In the Protocol, it states “where data has been made non-identifiable, they may not be able to know what is done with their data and will not have the option of withdrawing their consent", please specify which data. 

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

11. Please clarify more clearly the aim of the study.
12. Please use either pelvic floor collapse or pelvic floor prolapse, as currently both terms are used, which mean the same thing, a lay person may think these are two different conditions.
13. Please clarify that the surgical repair procedure will be the same regardless of whether the graft is from cadaveric tissue or from a patients’ own tissue.
14. Please clarify what is different for participants in the study, compared to what they would receive as standard of care treatment.
15. Please ensure that risks and benefits are well explained, so that each participant can weigh these in making their decision whether to participate in the study.
16. Please state that the questionnaire follow up will be the same for all participants in the study, those who receive the investigational intervention and those who receive standard of care.
17. Please amend reference to retention of health data from five years to ten years.
18. Please clarify what data may continue to be used in the study should a participant withdraw.
19. Please include information about any post-surgical activities participants should avoid and for what period.
20. Please remove reference to data and tissue going overseas, from the consent form.
21. Please include a cultural statement and highlight the risk of whakamā. 
22. Please state whether travel costs for follow up appointments will be reimbursed.
23. In the risk section, please include information about the rate of relapse. 
24. Please correct the page numbering and review the formatting. 
25. Please explain technical language used such as "native tissue graft" and "autologous fascia lata graft sling".
26. Please revise the benefit section to state that participants may or may not receive benefit by participating in this study.

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Joan Pettit and Dr Rebekah Jaung.
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	Ethics ref:  
	2025 FULL 24241

	 
	Title: 
	A Phase 3, Randomized, Double-Blind, Placebo-Controlled, 3-Arm Study to Investigate the Safety and Efficacy of Efimosfermin Alfa in Participants With Biopsy-Confirmed F2- or F3-Stage Metabolic Dysfunction-Associated Steatohepatitis (MASH) (ZENITH-1)

	 
	Principal Investigator: 
	Dr Jing Hieng (Jeffrey) Ngu

	 
	Sponsor: 
	GSK Research & Development Limited

	 
	Clock Start Date: 
	14 November 2025



Sandra Hargrove 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 clarification about how the first approach will be made to potential participants. Noting that currently it appears that their treating clinician would consent them into the study. To avoid undue influence, it would be more appropriate to have the clinician refer them to a member of the study team to further discuss, should the individual express interest in the study.
2. The Committee note that there is inconsistent information in the documentation about whether GP notification is mandatory or optional. In a study of this type, it would be appropriate for it to be mandatory, but this needs to be made consistent.
3. The Committee queried the statement in the PIS that health information may continue to be collected after the study ends. Noting that participants must provide consent for ongoing collection of health information.
4. The Committee noted that the insurance certificate is due to expire in a month and require evidence of continuing insurance for the life of the trial.
5. The Committee requests that the sponsor consider compassionate access when the study ends should participants receive benefit from the investigational product.
6. [bookmark: _Hlk216856319]The Researcher advised that there has been a protocol clarification letter since this application was submitted. The Committee request that this is provided as part of the response to provisional approval.
7. The Committee queried what will happen if a participant experiences a liver event whilst on the study.
8. The Committee requested that the protocol clearly define the differences between standard of care and procedures done specifically for this study.

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

9. Please provide advice about what the questionnaires will cover and a caution that they could cause distress.
10. Please outline a safety plan to address any potential distress in response to the quality-of-life questionnaires. 
11. Please provide information about the physical examination, such as whether the person will be required to remove any clothing and if they can have a support person present.
12. Please add a Māori cultural statement about genetic research.
13. Please refrain from referring to “treatment” as this is research and treatment cannot be guaranteed. 
14. Please state that there is an unblinded monitoring committee that is based overseas.
15. Please clarify that identifiable information will only be stored and accessible on site in New Zealand.
16. Please rephrase any statements that use wording such as “you will”, to “you will be asked to”, to be clear that participants must provide their consent.
17. Rather than stating ‘avoid’, please be more specific and use wording such as ‘you must not consume’.
18. Please remove reference to requiring a “paper record”, as most health records are now electronic.
19. Please amend the wording around storage of samples for twenty years, to reflect that this is for participants who have consented to their samples being stored for future research. Please add information about how long the samples will be stored for if not being kept for future research.
20. When referring to health agencies that may access data, this should be made specify to New Zealand and state Medsafe.
21. On page 27 please remove the statement “in line with local laws”.
22. On page 33 please state New Zealand and the Privacy Commissioner, rather than ‘your home country’ and ‘local data protection agency’.
23. [bookmark: _Hlk216787043]Please clarify that only the ethical aspects of the study are approved by the HDEC.
24. Please clarify what is meant by the Medical Centre, when referring to pre-screening and provide an explanation for the pre-screening, making it specific to the Zenith 1 and 2 studies. 
25. Please include additional information about the different medications, placebo and doses. Consider transferring information from the protocol across to the PIS.
26. Please include information about the tests participants will need to undergo, such as MRI and liver biopsy.
27. Please consider using the schema from the protocol in the PIS.
28. Please highlight whether individuals who do not participate in this study would have access to all the same procedures or medications.
29. [bookmark: _Hlk216857121]On page 33 please revise to be specific to New Zealand. In addition, the links are not suitable for lay participants, rather this information needs to be explained in plain English. Also, New Zealand law does not provide for participants to request deletion or to claim compensation in the way it is phrased.

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 Cordelia Thomas and Dr Sharon Kletchko.
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	Ethics ref:  
	2025 FULL 24437

	 
	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)

	 
	Sponsor: 
	GSK Research & Development Limited

	 
	Clock Start Date: 
	14 November 2025



Sandra Hargrove 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 that as currently written, it is unclear which patients would be eligible for this study versus Zenith 1. This needs to be clearly defined in the documentation.
2. The Committee raised concerns about the use of the term “suspected MASH” and want to ensure that no one would unnecessarily receive medication for a year. Noting that if a liver biopsy is undertaken then a diagnosis would be confirmed. However, it was inconsistent between documentation whether a liver biopsy is required in this study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.3)
3. The Committee note that documentation is not consistent about randomisation, please align.
4. The Committee note that there is an optional genetic research PIS/CF, however this is not indicated in the protocol.
5. The Researcher advised that there has been a protocol clarification letter since this application was submitted. The Committee request that this is provided as part of the resubmission.
6. Please clearly state in the protocol, what is standard of care and what will be different for participants in this study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7)
7. The Committee queried whether using non-invasive testing is an investigational aspect of this study.

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)

8. Please correct the randomisation to 2:2:1.
9. Please consider including the schema from page 18 of the protocol.
10. Please clarify the difference between standard of care and care provided during the study.
11. Please state whether study medications are approved and/or available in New Zealand.
12. Please clarify that only the ethical aspects of the study are approved by the HDEC.
13. Please state acronyms in full the first time they are mentioned.
14. Please remove reference to "treatment" throughout, as this is research.
15. On page 11 please clarify who is "another qualified person" who is not part of the study team.
16. On page 27 please revise to be specific to New Zealand. In addition, the links are not suitable for lay participants, rather this information needs to be explained in plain English. Also, New Zealand law does not provide for participants to request deletion or to claim compensation in the way it is phrased.
17. In the optional genetic research PIS please add a Māori cultural statement.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	2025 FULL 24358

	 
	Title: 
	A Phase 1, Randomized, Placebo-Controlled, Double-Blind, Parallel-Group Study to Evaluate the Safety, Tolerability, Pharmacokinetics and Immunogenicity of Efimosfermin alfa Administered as a Single Dose to Healthy Participants of Chinese, Japanese, and White/European Ancestry

	 
	Principal Investigator: 
	Dr Millie Wang

	 
	Sponsor: 
	GlaxoSmithKline Medicines Research Centre

	 
	Clock Start Date: 
	14 November 2025



Dr Millie Wang, Kayla Malate, Samantha Nie, and Romina Nand 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 an explanation for the aims of the study targeting these specific ethnicities. The Researcher advised that this is to satisfy the regulatory requirements in China and Japan and to provide inter-ethnic comparison for safety and pharmacokinetic data.

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 noted that the insurance expires next month, and evidence of ongoing insurance will need to be provided.
3. The Committee noted that White European is not standard terminology in New Zealand and could be considered offensive. Please use more appropriate terminology such as New Zealand European / Pakeha. Also clearly define the target population as Caucasian, with heritage from jurisdictions other than just Europe. 
4. The Committee queried whether individuals of mixed ethnicity would be able to participate in this study. The Researcher advised that they would not.
5. The Committee requested justification for keeping identifiable data for thirty years.
6. The Committee requested an explanation for the statement in the PIS that the study doctor will continue to receive health information after a participant has left the study.

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

7. Please amend the statement about the HDEC approving the ethical aspects of the study.
8. Please rephrase the statement that people have been “exposed” to the medication.
9. Please rephrase the statement about conducting a physical examination of a participants’ brain. Please also acknowledge tapu of the head.
10. Please state if participants will be required to remove their clothing for the physical examination.
11. Please clarify that reserve participants will receive reimbursement for travel costs.
12. Please state that data will be going overseas.
13. Please consider including the figure from page 17 of the protocol.

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 Cordelia Thomas and Dr Sharon Kletchko.


General business

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

	Meeting date:
	27 January 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 5:40pm.
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