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	                  Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	9 September 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00 - 10:30am
	
	Committee Welcome
	
	

	10:30 - 11:00am
	2025 FULL 23268
	Animal Assisted Therapy with Children in Out of Home Care
	Mrs Joanne Hona
	Dianne / Matthew

	11:00 - 11:30am
	2025 FULL 22193
	Ngā Pēpi Raurau
	Prof Beverley Lawton
	Maree / Nicola

	11:30am - 12:00pm
	2025 EXP 23534
	Effects of pre-dive Exercise, Microparticles and Menstrual Cycle on Venous Gas Emboli
	Dr Xavier Vrijdag
	Jonathan / Geoff

	12:00 - 12:30pm
	2025 EXP 23616
	Breaking Depth Barriers: EEG Monitoring during Hydrogen Breathing in Deep Diving
	Dr Xavier Vrijdag
	Jonathan / Geoff

	12:30 - 1:00pm
	
	Break (30 Minutes)
	
	

	1:00 - 1:30pm
	2025 FULL 23630
	Evaluation of the Bimatoprost Implant System Used in Combination With the SpyGlass Intraocular Lens versus Timolol Ophthalmic Solution (Rhine)
	Dr Dean Corbett
	Maree / Matthew

	1:30 - 2:00pm
	2025 FULL 23582
	COOLHEAD-2b
	Professor Alan Barber
	Maakere / Nicola

	2:00 - 2:30pm
	2025 FULL 23525
	 Long-term Follow-up of the effects of Sotatercept given for the treatment of Pulmonary Arterial Hypertension 
	Dr. Henry Gallagher
	[bookmark: _Hlk208923138]Jonathan / Matthew

	2:30 - 3:00pm
	2025 FULL 23701
	MK-0616-037: A study to evaluate the efficacy and safety of enlicitide decanoate administered with rosuvastatin in adults with hyperlipidemia
	Dr Claire Thurlow
	Maakere / Geoff

	3:00 - 3:30pm
	2025 FULL 23868
	Planning for Us
	Associate Professor Brigit Mirfin-Veitch
	Dianne / Nicola



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Professor Edwina Pio
	Lay
	08/09/2025 
	07/09/2030 
	Present 

	Dr Tristan Sames
	Non-lay 
	09/06/2025
	08/06/2028
	Apology

	Ascc. Prof Nicola Swain
	Non-lay (Chair) (Intervention/Observational studies)
	22/12/2021
	22/12/2024
	Present

	Ms Dianne Glenn
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present

	Ms Neta Tomokino
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Apology

	Dr Maree Kirk
	Lay (Consumer/Community perspectives)
	03/07/2023
	02/07/2026
	Present

	Dr Geoff Noller
	Non-Lay
	03/03/2025
	02/03/2029
	Present

	Dr Matthew Moore
	Non-Lay
	09/06/2025
	08/06/2028
	Present

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	15/09/2025
	14/09/2030
	Present

	Ms Maakere Marr
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present



 

Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Ms Neta Tomokino and Dr Tristan Sames 

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Mr Jonathan Darby and Ms Maakere Marr confirmed their eligibility and were co-opted by the Chair as a members 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 12 August 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	FULL 23268

	 
	Title: 
	Evaluating the Effectiveness of Dog Presence on Comfort and Distress Indicators Among Children Receiving Therapy who are Living in Whānau or Out-of-Home Care.

	 
	Principal Investigator: 
	Mrs Joanne Hona

	 
	Sponsor: 
	University of Canterbury

	 
	Clock Start Date: 
	28 August 2025



Mrs Joanne Hona 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 Researcher clarified that children who do not participate in the study can still receive the animal-assisted therapy as part of standard care.
2. The Committee noted that the complexities of the legal guardian versus caregiver issues were well described.
3. The Researcher explained that there would be strict confidentiality and privacy regarding participants’ involvement and data. The researcher explained that details like a participant’s heart rate or blood pressure would not be disclosed to social workers or others.
4. The Committee queried if participants will be allowed to withdraw prior to completing 10 sessions and whether, for those that still want sessions after the 10 outlined in the protocol, they will continue to have access to therapy. The Researcher confirmed that the therapy most often continues beyond the 10 sessions outlined in the study, and that therapy will continue to be provided as long as needed but will stop recording research data. Additionally, those that do decide to withdraw will not be forced to stay and complete the 10 sessions.
5. The Committee noted the use of ‘Tai te maiti’ in the participant information sheets and queried the reasoning for using this language. The Researcher clarified that the study has been reviewed by Ngāpui Iwi Social Services who provided input into suggested wording.
6. The Researcher clarified that they have no power to enforce a GP practice to take unenrolled children onto their sheets.
7. The Researcher confirmed that the reason for collecting ethnicity data is for the purpose of reporting.
8. The Researcher also demonstrated preparedness for Pacific participants if pacific children are to be included in the study.
9. The Researcher clarified that this is not a Kaupapa Māori study and that the indication in the submission that it was is an error.
10. The Researcher clarified that each participant would receive a $50 grocery or petrol voucher at the start of their involvement and another $50 voucher at the end of the study.
11. The Committee noted that the use of the heart rate monitor only at the end of the sessions might not capture the full range of a participants heart rate if something particularly intense is discussed in the beginning or middle of the session and would be something to consider when analysing results. The Researcher outlined that this methodology was decided because they believed that this timepoint could be held more consistently across participants.


Summary of outstanding ethical issues

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

12. The Committee requested further scientific review of the study methodology addressing questions around the current study protocol with 10 participants, providing a clear rationale or sample size analysis demonstrating that this design can adequately answer the research questions. The Committee noted the need for a defined analysis plan for the qualitative component outlining an analytical framework such as thematic analysis. 
13. The Committee noted that participants may turn 16 during the course of the study, in which case they would need to be reconsented as adults. An appropriate consent form must be prepared for these participants.
14. The Committee noted that the use of a random number generator for assigning groups would not necessarily result in even spread of participants across groups. 
15. The Committee noted inconsistency in the consent ages across study documents. Age groups of 13-16 and 14-16 we referenced as the study population in separate parts of the documentation.
16. The Committee suggested using general terms like “younger teenagers” and “older teenagers” instead of specific ages for the assent forms, as reading comprehension can vary between individuals.
17. The Committee requested that a ‘lost to follow up protocol’ be considered and explained in the protocol, outlining what will happen if participants are unable to be contacted.
18. The Committee requested a more explicit risk management plan to safeguard participants, given the vulnerability of the children involved. Roles and responsibilities for each child’s care during the study should be defined, clarifying the responsibilities of the legal guardian versus the caregiver and the social worker. Step-by-step procedures to monitor and address any signs of distress in the child need to be outlined and a safety or distress check at each therapy session and having a defined process for how the Researcher will respond if a child becomes increasingly distressed or if any safety concerns arise.
19. The Committee requested that any references to a University of Canterbury ethics approval be removed from the application documents.
20. The Committee requested a safety plan for study staff conducting home visits be provided. This should outline timepoints that researchers will contact a supervisor or colleague before visiting participants at their homes or in the community. Additionally, the plan should specify what actions will be taken if a researcher fails to check in at the agreed time.

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

21. Please spell out the name “University of Canterbury” in full when first mentioned in the PIS, before referring to “UC”.
22. Please add a statement to the Participant Information Sheet indicating that an interpreter is available if required and include a provision for an interpreter’s signature on the consent form if they are required.
23. Please correct the formatting of the child assent form to remove the duplicated “Yes/No” option for the last question.
24. Please update the consent form for legal guardians to note that the research assistant will also be aware of the child’s participation.
25. Please include contact details for an independent health and disability advocate or the Health and Disability Commissioner, as well as the contact details for the HDEC Secretariat for any support or complaints.
26. Please clarify that use of any direct quotes used in publication will not be identifiable.

Decision 

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

27. Please address all outstanding ethical issues, providing the information requested by the Committee.
28. 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).
29. 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 Mrs Dianne Glenn Dr Matthew Moore.




	2  
	Ethics ref:  
	FULL 22193

	 
	Title: 
	Whanake te Kura (flourishing pēpi and whānau): Ngā Pēpi Raurau

	 
	Principal Investigator: 
	Professor Beverley Lawton

	 
	Sponsor: 
	Victoria University of Wellington

	 
	Clock Start Date: 
	28 August 2025



Professor Beverley Lawton, Matthew Bennett, Trecia Wouldes, Francesca Storey, Anna Adcock and Melanie Gibson 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 raised concerns about the plan to return interview transcripts to participants, especially given the sensitive information about children. The Researchers clarified that any transcripts shared back with participants would be anonymised, using terms like “your child” instead of names and reviewed face-to-face with the families. They explained that the interviews focus on participants’ feedback on the intervention rather than detailed personal histories as the main outcome of this study is engagement.
1. The Researchers explained that, as a feasibility study primarily measuring engagement, they had not initially planned to register it, however, indicated that registration would be worth while and would consider doing so.
1. The Researchers confirmed that koha will be provided in the form of various vouchers depending on participant preferences. The amount can also vary depending on a number of factors but is typically around $100.
1. The researchers explained that local field staff are well trained to handle such situations and would contact the appropriate services based on circumstances, emphasising that local police have good relationships with the community.

Summary of outstanding ethical issues

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

1. The Committee requested that it be made clear that, while described as an intervention study, there are a large number of observational and mixed methods aspects of the study.
1. The Committee noted that it was unclear whether existing health records would be accessed with consent and requested that it be explicitly stated that identifiable health records will only be accessed with the participant’s consent, and to correct any inconsistent descriptions regarding use of pre-existing medical records.
1. The Committee noted the current lay summary strongly emphasises the study’s kaupapa Māori approach and potential benefits, but it underplays possible participant burdens or risks such as emotional distress or privacy issues. The Committee requested for a clearer acknowledgment of potential risks and burdens in the summary.
1. The Committee requested the use of more neutral language in the application to avoid stigma. For instance, a term “community killer” should be rephrased in a neutral way. Additionally, the Committee noted that the background section should clearly distinguish well-established knowledge from areas of ongoing research. There is strong evidence of harms from other substances such as alcohol during pregnancy, whereas the specific effects of methamphetamine on the placenta and child development are still being studied. The Committee asked the researchers to ensure these distinctions are made accurately, so as not to overstate what is known about methamphetamine’s effects.
1. The Committee noted that participants are intended to be recruited and consented by kaimahi from an existing service that already supports them, participants might feel obliged to take part. The Committee stressed that the researchers need to be clear in their process and documentation about the voluntary nature of participation and explain why the study is being done and for whose benefit, so that potential participants do not feel any undue pressure arising from their service relationships.
1. The Committee requested clarification of the inclusion criteria regarding non-Māori families. The study is described as Kaupapa Māori. The Committee queried if non-Māori families in the community facing similar situations, would be excluded. The Researchers indicated during discussion that the community providers are generally working with Māori whānau but are generally inclusive of with their community involvement and would not necessarily exclude non-Māori families. The Committee noted that this may not necessarily Kaupapa Māori, but a high percentage Māori study. As such the Committee requested a clear statement on whether non-Māori in similar circumstances could participate, or if the kaupapa Māori methodology necessitates excluding those participants.
1. The Committee requested more detailed information on data governance in line with Māori data sovereignty principles. While the application acknowledges Māori data sovereignty, it lacks specifics on how data will be controlled and shared. The Committee requested clarification on who will have control of the data collected and how it will be shared with the partner iwi/hapū. Arrangements for data access, data retention, and any future secondary use of the data should be specified. The Committee noted that it is important to detail how iwi/hapū will be involved in or informed about data handling, and to ensure that the plan addresses who owns the data and who can decide on its use after the study, in accordance with Māori data sovereignty expectations.
1. The Committee requested that the researchers consider offering voluntary hepatitis C testing to adult participants as part of the study’s support measures.
1. The Committee requested that the Data Management Plan be expanded to align with institutional standards. Specifically, they advised including reference to the formal data management policies or guidelines of the involved university.
1. The Committee noted the whānau-centric approach of the study where, in many cases more than one family member, might be involved in the care of the child and want to be part of the consent process. The Committee noted that a consent form with the flexibility to accommodate multiple signatures or a statement indicating that consent can be given by the primary caregiver and other significant whānau members if appropriate could be beneficial in this study.
1. The Committee requested an enhanced researcher safety plan for study staff conducting home or community visits. They suggested adding clear check-in procedures, for example, a scheduled check-in time to contact a supervisor or colleague while they are visiting participants at their homes or in the community. Additionally, the plan should specify what actions will be taken if a researcher fails to check in at the agreed time, to ensure the personal safety of the researchers.

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

1. Please include information about the transcription process for interviews, explaining whether an external transcriber or service will be used and an assurance of confidentiality provided.
1. Please clarify in the Participant Information Sheet what happens to data already collected if a participant chooses to withdraw from the study. An explicit statement should be added so participants know exactly how their data will be treated if they withdraw consent.
1. Please revise the Participant Information Sheet to replace or explain technical terms. Use plain English or provide a brief explanation for any technical terms to ensure the information is accessible to a lay audience across the community.
1. Please clarify which data are being collected as mandatory and which are optional. Currently the PIS lists a wide range of data to be gathered but does not clearly distinguish which parts of this data collection participants must consent to and which are optional.
1. Please remove the optional checkbox regarding GP notification of abnormal results on the consent form, informing the participant’s GP of important health findings should be a mandatory safety measure rather than optional.
1. Please strengthen the statements about privacy and data security, adding a clear description of how data will be stored securely and what the limits of confidentiality are.
1. Please revise the description of potential benefits in the Participant Information Sheet. The current wording implies a guaranteed developmental improvement for the children involved, however, such outcomes are not certain.
1. Please revise the consent form to include specific consent checkboxes for distinct items, rather than a single blanket consent for all data use. In particular, the Committee wants separate explicit consent for accessing or linking to participants’ health information such as NHI records, and any future use of de-identified data or leftover samples.
1. Please update the PIS to inform participants about the recording of interviews and the handling of those recordings. It should state that interviews may be audio-recorded, and information on how the audio files will be stored securely and for how long they will be kept before deletion.

Decision

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).
1. 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 Maree / Nicola.



	3  
	Ethics ref:  
	EXP 23534

	 
	Title: 
	Exploring the Impact of Pre-Dive Exercise, Microparticles and Menstrual Cycle on Venous Gas Emboli after Diving.

	 
	Principal Investigator: 
	Dr Xavier Vrijdag

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	28 August 2025



Dr Xavier Vijdag 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.

Dr Matthew Moore declared a potential conflict of interest and the Committee decided to have the member sit out of the discussion 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 Committee and the researcher discussed concerns around the potential conflict of interest if a medical treatment were required and the physician also being involved in the study. After discussion it was resolved that, given the expertise of those involved in the study the physicians are best suited to be giving treatment for issues that arise during the study and that this treatment is not so much that of a treating clinician but as a first aid should any problems arise during the study. 
2. The Researchers confirmed that the study does not specifically target Māori participants but recruits broadly from the diving population. 
3. It was clarified that participants are covered by ACC for injury during this study.
4. The Researcher clarified that Iwi united engaged are now giving pacific cultural consultation as well as Māori consultation.
5. The Researcher confirmed that they will be registering on the ANZ clinical trial register.
6. The Researcher clarified that they are medically registered in the Netherlands but not recognised in New Zealand and so will not provide medical assistance outside of immediate first aid. Adding that they have more advanced dive related first aid training which they can provide in necessary situations.
7. The Researcher clarified that, for future unspecified research they do not want to have an option to opt out, as after anonymisation there would be no way to determine who had opted out and who had not.

Summary of outstanding ethical issues

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

8. The Committee requested that the protocol clearly state that data will be kept for 10 years after the study ends.
9. The Committee noted that cultural issues from the submission were not covered thoroughly and requested a more in depth discussion upon resubmission. Additionally data sovereignty should be properly addressed.

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

10. Please revise the wording in the PIS to clarify that coded data, that can be reidentified if necessary, will be held for the duration of during the study and for 10 years after, however, after the 10-year period the data will be completely anonymised.
11. Please provide a clear explanation of blood sample handling and disposal options, including the process for returning samples to New Zealand. Outlining that blood samples will not be returned to participants themselves but to New Zealand where a karakia can be given at the disposal of the samples. Please also ensure this is clear in the Participant Information Sheet.
12. Please clarify in the PIS the number of expected sessions how long they are expected to last.
13. Please revise wording “incinerated with karakia” to “disposed of with karakia”
14. Please include a description about the PI in the PIS outlining medical experience outside of New Zealand and advanced first aid training.
15. Please revise the future research section in the PIS, the HDEC PIS template can be used for guidance.
16. Please include a photo or diagram of the hyperbaric chamber to help participants visualise the study environment.
17. Please state that a staff member, and other participants will be present inside the chamber during sessions. Describing who the staff member is and their training.
18. Please update the nitrogen narcosis sentence for lay language
19. Please clearly label the “withdrawing my sample data” section and clarify exactly what occurs when participants withdraw 

Decision 

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

20. Please address all outstanding ethical issues, providing the information requested by the Committee.
21. 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).
22. 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 Geoff Noller and Mr Jonathan Darby.


	4  
	Ethics ref:  
	EXP 23616

	 
	Title: 
	Breaking Depth Barriers: EEG Monitoring during Hydrogen Breathing in Deep Diving

	 
	Principal Investigator: 
	Dr Xavier Vrijdag

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	28 August 2025



Dr Xavier Vijdag 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.

Dr Matthew Moore declared a potential conflict of interest and the Committee decided to have the member sit out of the discussion 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 Researcher outlined comprehensive safety measures to mitigate major risks associated with the 90-metre hyperbaric chamber dive. The study will be conducted in a controlled chamber with an external operator using conservative decompression protocols to minimize the risk of decompression sickness. A double-barrier breathing system utilising a mouthpiece regulator with a nose clip, plus a sealed hood flushed continuously with a low-oxygen gas mix and continuous gas monitoring will prevent any hydrogen gas accumulation, mitigating potential associated risks. Additionally, a preliminary test using helium will be done to ensure there are no leaks before introducing hydrogen. Oxygen exposure during decompression will be limited to levels known to be safe based on standard hyperbaric medicine practice, making the risk of oxygen toxicity extremely low.
2. The Researcher confirmed that there will be one participant and one attendant inside the chamber during this study.
3. The Researcher confirmed that they will be registering on the ANZ clinical trial register.
4. The Researcher noted that they were confident in securing the required funding and that if the funding were not secured the study would not take proceed.

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 requested that the protocol clearly state that data will be kept for 10 years after the study ends.
6. The Committee noted that cultural issues from the submission were not covered thoroughly and requested a more in-depth discussion upon resubmission. Additionally, data sovereignty should be properly addressed.
7. The Committee noted that there were inconsistencies between the study length, where it was referenced as both 2 years and 18 months. Acknowledging that the 2-year timeframe incudes expected lead time the committee requested that the study length be consistent as 2 years throughout documentation. 

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

8. Please disclose the source of funding, including any military involvement.
9. Please reflect Māori and Pacific consultation outcomes in the protocol and participant materials.
10. Please use plain language to describe risks, outlining, that while they are serious risks they are of low likelihood.
11. Please ensure the hydrogen flammability safeguards are explained in lay terms.
12. Please include a photograph or illustration of the breathing hood apparatus in the Participant Information Sheet once its setup has been determined.
13. Please revise the data sovereignty wording in the PIS to clarify that Māori participants’ data rights are respected. The current wording in the PIS stating that Māori organisations are “allowed” access to the data does not adequately acknowledge Māori rights to their own data. This section should be reworded to better reflect Māori data sovereignty, for example by indicating that Māori organisations can request access to relevant study data can be granted through appropriate channels.
14. Please revise the wording in the PIS to clarify that coded data, that can be reidentified if necessary, will be held for the duration of during the study and for 10 years after, however, after the 10-year period the data will be completely anonymised.
15. Please clarify in the PIS the number of expected sessions how long they are expected to last.
16. Please revise wording “incinerated with karakia” to “disposed of with karakia”
17. Please include a description about the PI in the PIS outlining medical experience outside of New Zealand and advanced first aid training.
18. Please revise the future research section in the PIS, the HDEC PIS template can be used for guidance.

Decision 

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

19. Please address all outstanding ethical issues, providing the information requested by the Committee.
20. 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).
21. 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 Geoff Noller and Mr Jonathan Darby.




	5  
	Ethics ref:  
	FULL 23630

	 
	Title: 
	A Prospective, Multicenter, Randomized, Masked, Controlled Study to Evaluate the Safety and Efficacy of the Bimatoprost Implant System (78 mcg) used in combination with the SpyGlass IOL Compared to Timolol Maleate Ophthalmic Solution, USP, 0.5%

	 
	Principal Investigator: 
	Dr Dean Corbett

	 
	Sponsor: 
	SpyGlass Pharma, Inc.

	 
	Clock Start Date: 
	28 August 2025



Dr Dean Corbett, Tony Mann, Teresa Mena and Tony Mann 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 Researchers clarified that the intervention is filed as a dug product, however, is a drug/device combination 
1. Researchers clarified that the reasoning behind the size of the population is based on the FDA indication that one site can have up to 25% of the total population. This was not informed by learnings from previous studies.
1. The Researchers clarified that patients under 22 years are excluded because under that age the eye is still growing, and risk of harm is increased.

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 a clearer summary of the findings from earlier trials and how those results support and inform this Phase III study. This should include an explanation of the safety learnings and efficacy signals observed previously.
1. The Committee requested evidence of appropriate consultation with Māori for this study. The application had only a general reference to cultural obligations and did not detail any engagement with Māori. The Committee expects the researchers to document their Māori consultation process and demonstrate how Māori perspectives or concerns have been addressed.
1. The Committee requested more information about the locality approval process at the private clinic site. As the study will be conducted at a private practice rather than a public hospital, the Committee requested a description of the site’s internal approval process. The Researchers should outline the steps needed before the study can commence on site, such as review by the clinic’s Clinical Management Committee, contracts in place, Māori consultation completed.
1. The Committee requested a clear statement in the protocol explaining the scientific or safety reasons for the extensive exclusion criteria.
1. The Committee requested the study’s one-eye treatment design be explained in more detail in the protocol given that glaucoma typically affects both eyes. Explain that only one eye of each participant will receive the investigational implant while the other eye continues on standard care. Risk-benefit implications of this design should also be explained, highlighting that the increased monitoring for the control arm still provides adequate benefit in participating in the study. The Protocol and the PIS should clearly explain that participants fellow eyes will continue to receive normal treatment as determined by their doctor.

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

1. Please ensure participants are clearly informed that their eye care will be thoroughly monitored throughout the study and that they will receive appropriate standard immediately if any issue arises with the study treatment. Include a statement in the PIS emphasizing that participants will receive more intensive monitoring and follow-up on their eye health as part of the study.
1. Please include a brief explanation that participants might not get any direct health benefit from being in this study, clarifying that the primary goal is to test the new treatment’s efficacy and safety, and any personal benefit, such as reduced eye drop use in the treated eye, is uncertain.
1. Please ensure it explicitly consented to by participants for any future use participants’ data for unspecified research or commercial purposes.
1. Please clearly specify in the Participant Information Sheet what compensation or reimbursement participants are entitled to. This should include that participants will receive reimbursement for travel and parking costs or any other compensation for their participation.
1. Please add a statement explaining what happens to a participant’s data if they decide to withdraw from the study. For example, clarify whether data collected up to the point of withdrawal will remain part of the study or if participants have the option to request its deletion.
1. Please inform participants in the PIS whether the investigational treatment will be available to them after the study. If the drug and device are not going to be available until it becomes an approved product in future, state that clearly, if there is a possibility of extending treatment or providing the implant to participants after the trial, that should be provided as well.
1. Please outline how and when participants will receive the overall results of the study.
1. Please remove the reference to a coin flip when describing randomisation.
1. Please update the language in the PIS/consent regarding pregnancy and contraception to align with current HDEC template phrasing.
1. Please add a note about the possible presence of a sponsor’s representative during the surgical procedure, outlining that participants can request that this representative not be there.
1. Please review and revise the risk section of the PIS to focus on the risks that are specific to the study intervention and procedures, risks related to cataract surgery in general, which all patients undergoing eye surgery would face, are not necessary.
1. Please ensure all of the locations are included in the Participant Information Sheet.
1. Please proofread the Participant Information Sheet and Consent Form for any typographical errors or repetitive text.

Decision


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).
1. 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 Maree kirk and Dr Matthew Moore.




	6  
	Ethics ref:  
	FULL 23582

	 
	Title: 
	Head cooling in ischaemic stroke patients undergoing endovascular thrombectomy: a phase 2 randomised controlled trial (COOLHEAD-2b)

	 
	Principal Investigator: 
	Professor Alan Barber

	 
	Sponsor: 
	Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	28 August 2025



Prof Alan Barber, Dr William Dirpose, Ms Davina McAllister and Dr Campbell 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.

Dr Matthew Moore declared a potential conflict of interest and the Committee decided to have the member sit out of the discussion 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 research team addressed concerns about enrolling participants unable to give consent. They clarified that an independent treating clinician will assess if study involvement is in the patient’s best interest and consult the family. The cooling cap is low-risk and already used in clinical practice for other purposes, and participants will be asked for their own consent as soon as they recover
1. The Committee questioned the ethics of randomising critically ill patients who might be randomised into the control group. The Researchers explained that all enrolled patients will receive enhanced monitoring and standard care, so even those not receiving the cooling cap benefit from study participation. 
1. The Committee inquired whether the trial would use the minimum number of participants necessary, given the vulnerable population. The Researchers confirmed that the sample size was determined by power calculation to be the smallest number needed to achieve valid results.
1. The Researchers clarified that any advertising will be targeted only at hospital clinicians at participating and not directed to patients.

Summary of outstanding ethical issues

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

1. The Committee requested that the protocol document explicitly state that the treating clinician, independent of the research team, will decide if enrolment is in the patient’s best interest.

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

1. Please revise the wording in the PIS regarding randomisation as a coin toss.
1. Please update the contact phone number in the PIS. Replace the listed 0800 number for IFCS with the appropriate general Ministry of Health contact number as per the standard HDEC template.

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 23525

	 
	Title: 
	MK-7962-038 - Open-label Long-term Follow-up Study to Evaluate the Effects of Sotatercept When Added to Background Pulmonary Arterial Hypertension (PAH) Therapy for the Treatment of PAH

	 
	Principal Investigator: 
	Dr Henry Gallagher

	 
	Sponsor: 
	Merck, Sharp & Dohme

	 
	Clock Start Date: 
	28 August 2025



Christine Tuffery 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 Researcher clarified that this study has been submitted as a new application but the primary change is the change in sponsor.
1. The Researcher clarified that this product has already been approved by SCOTT
1. The Researcher confirmed this study includes only one participant and that the sole participant is very keen to continue in the study. The study coordinator will discuss the trial with her and ensure she gives fully informed
1. The researcher clarified participant s are able to self-administer intramuscular injections every three weeks at home and attend clinic visits every three months for safety assessments. A reimbursement of $150 will be provided for each in-person clinic visit and no reimbursement is given for interim telephone check-ins.
1. The Committee noted that the application was brief regarding Māori and Pacific cultural responsiveness and that it included reference to “race” as opposed to “ethnicity” which is more appropriate for the New Zealand context. However, given that this involves only a single-patient, the Committee accepted these issues and did not require any changes on these points.
1. The Committee noted that references to a legal representative are not relevant in New Zealand.
1. The Committee noted that if an interpreter is available this information should be made available at the beginning of the PIS.

Summary of outstanding ethical issues

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

1. The Committee requested that the Data Management Plan (DMP) be revised to remove extraneous template instructions and to present the data management information more clearly.
1. The Committee requested a statement be provided confirming that New Zealand is covered in the policy’s territory.

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

1. Please consolidate the separate Participant Information Sheets and Consent Forms for optional components into a single form. Optional aspects such as future unspecified research use of tissue samples and annual follow-up contact should be included as yes/no sections in the main PIS/CF.
1. Please modify the consent form’s language regarding trial results so that the research team will proactively provide the participant with a summary of the study results, rather than placing the onus on the participant to request the results.
1. Please add a clear statement that data and any tissue samples may be sent overseas as part of the study. Explain that if the participant withdraws from the study the data collected up to that point will still be retained and used, and a clarify the participant’s responsibilities during the study.
1. Please remove any reference to an “unblinding” or other blinding-related text from the participant materials, as this is not applicable for this study with one participant.
1. Please ensure that it is clear that GP notification of participation in the study is mandatory.
1. Please revise wording in PIS indicating that screening will involve visiting the site “about one time” for clarity
1. Please revise reference to “tissue destruction” to “tissue disposal”

Decision


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).
1. 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 Jonathan Darby and Dr Matthew Moore.
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	Ethics ref:  
	FULL 23701

	 
	Title: 
	MK-0616-037: A Phase 3, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of Enlicitide Decanoate Coadministered With Rosuvastatin in Adults With Hyperlipidemia

	 
	Principal Investigator: 
	Dr Claire Thurlow

	 
	Sponsor: 
	Merck Sharp & Dohme LLC (a subsidiary of Merck & Co., Inc., Rahway, NJ, USA)

	 
	Clock Start Date: 
	28 August 2025



Aimee Hawker, Charlene Botha and Maria Segura 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 the HDEC compensation wording has been used in the PIS, however, indicated that providing further clarity for participants could be considered. 
2. The Committee inquired about Māori data sovereignty in relation to biological samples being stored overseas without notifying participants. The Researchers explained that any stored samples will be de-identified and only kept with the participants’ optional consent. Because the samples are de-identified, individual participants cannot be informed or consulted if the samples are moved to a different location.
3. The Committee requested that appropriate cultural consultation be completed. The Researchers noted no consultation with Māori or Pacific advisors had occurred prior to submission, however, they plan to seek this consultation in the period between the meeting and the final decision letter coming out.
4. The Researchers confirmed that the study is planned to be registered in an approved clinical trial registry.

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 noted the aggregated advertisement information packs provided, however, requested one or two fully assembled example ads be provided for clarity.

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

6. Please remove the term “race” from the Participant Information Sheet and replace with “ethnicity” as it is more appropriate in the New Zealand context.
7. Please clarify the handling of any incidental findings that could come to light during the genetic biomarker tests. Explain whether biomarker analysis could potentially reveal a health-related issue for an individual participant, in which case, a plan must be in place to inform that participant of the finding with their consent. Conversely, if the study’s genetic testing is not able to uncover any individual health information please clearly state in the PIS.
8. Please clearly explain the consequences if a participant accesses their personal study data during the trial. In particular, participants should be explicitly warned that if they choose to view their data and this causes them to become unblinded to their treatment allocation, their participation in the trial will have to end.
9. Please replace “treatment” with terms like “trial medication” or “study drug,” since “treatment” implies standard clinical care rather than a research context.
10. Please prominently clarify the participant alcohol intake restriction of two standard drinks per week during the trial and for eight weeks afterward. This requirement should be stated clearly in the PIS.
11. Please clarify the participant reimbursement schedule in the PIS and specify when and how participants will receive the payments.
12. Please correct and include macrons (tohutō) in all Māori words throughout the PIS/CF, and study documents. For example, “wahine” should be “wāhine” when referring to women in plural. An online Māori dictionary can be used to ensure correct spelling of Māori words.
13. Please add a statement about the short-term nature of any potential benefit from the trial medication and that it will not be available immediately after the trial.
14. Please explain whether karakia will not be offered when biological samples are collected or disposed of in the PIS.
15. Please mention in the PIS that large trial payments could affect certain benefits.

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 23868

	 
	Title: 
	Pandemic Response, Preparation, and Planning for People with a Learning Disability

	 
	Principal Investigator: 
	Ass Prof Brigit Mirfin-Veitch

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	28 August 2025



Ass Prof Brigit Mirfin-Veitch, Robbie Francis Watene, Solmaz Nazari and Jacinta Tevaga-Vito 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 Dianne Glenn a potential conflict of interest and the Committee decided that the conflict was not substantial and the member continued with review of 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 Committee noted that further amendments will be sent through with completed participant facing material

Summary of outstanding ethical issues

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

1. The Committee requested that all recruitment advertisements include the minimum age criterion for participation and why this is the case.
1. The Committee requested that any recruitment advertising specify the location options for interviews.
1. The Committee requested updates to the study protocol to include a participant accounting table and describe the qualitative analysis approach that will be used for interview data.
1. The Committee requested the protocol must outline a distress management plan with the steps the researchers will take if a participant or their caregiver becomes distressed during an interview and confirm that research staff will be trained to appropriately support participants from this vulnerable population. Please also include this in the Data Management Plan.
1. The Committee requested clarification and consistency in the study’s data handling details. In particular, the researchers must clarify where study data will be stored and confirm the data retention period. All study documents need to comply with the 10-year data retention period for collected data in line with standard requirements.

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

1. Please add a Pacific contact person to the Participant Information Sheet (PIS) for Pacific cultural support. 
1. Please include reference to the Southern HDEC approval for this.
1. Please include a statement in the PIS about data storage using Qualtrics in Australia if applicable.
1. Please update the PIS/CF to address future use of data and obtain consent for it.
1. Please ensure it is clear that participants data if used in presentations or publications will not be identifiable.
1. Please revise the contact details for the Health and Disability Ethics Committees (HDEC) in the PIS referring to the HDEC PIS template.

Decision approval

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:
	14 October 2025

	Zoom details:
	To be determined




2. Review of Last Minutes
The minutes of the previous meeting were agreed and signed by the Chair and  Co-ordinator as a true record.

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 3:20pm.
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