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	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2025 EXP 24546
	Long term pain outcomes after surgery at Waitemata
	Associate Professor Michal Kluger
	Ms. Kate O'Connor / Dr Patries Herst

	11:15am-11:45am
	2025 EXP 22843
	Retroperitoneal Sarcoma Registry (RESAR)
	Dr Michael Russell
	Mr Russell Opland / Mx Albany Lucas

	11:45am-12:15pm
	2025 FULL 23891
	Internal imaging of vessels in head and neck free tissue transfer flap surgery
	MB ChB 2011 Auckland; FRACS (Otol) 2020 Nick Lilic
	Ms Jessie Lenagh-Glue / Dr Rebekah Jaung

	12:15pm-12:45pm
	2025 FULL 24236
	Co-creation of pathways for cCMV testing for infants with SNHL
	Associate Professor Holly Teagle
	Dr Cordelia Thomas / Dr Patries Herst

	12:45pm-1:15pm
	
	Break (30 mins)
	
	

	1:15pm-1:45pm
	2025 FULL 23257
	Cochlear implants for one sided deafness after head injury
	Dr Rachael Bentall
	Ms Sandy Gill / Mx Albany Lucas

	1:45pm-2:15pm
	2025 FULL 23154
	DARO-LIPID
	Dr Nicola Lawrence
	[bookmark: _Hlk220415436]Mr Chris Bernhardt / Dr Rebekah Jaung

	2:15pm-2:45pm
	2025 FULL 24765
	Extended Insulin Infusion Feasibility Trial
	Professor Martin de Bock
	[bookmark: _Hlk220419524]Mr Russell Opland / Dr Patries Herst

	2:45pm-3:15pm
	2026 FULL 23523
	TARGET-SCR
	Dr Karen Tsui
	Dr Cordelia Thomas / Mx Albany Lucas

	3:15pm-3:45pm
	2026 FULL 24848
	Can the Pūkeko activity help understand children’s experiences?
	Mrs Mona Roper
	Ms Sandy Gill / Dr Rebekah Jaung


 





	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

	Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	22/05/2023 
	Present 

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

	Mx Albany Lucas
	Non-lay (Observational studies)
	22/12/2021
	22/12/2024
	Present

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

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

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

	[bookmark: _Hlk220405060]Mr Russ Opland
	Lay
	15/09/2025 
	14/09/2028 
	Present

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

	[bookmark: _Hlk220401598]Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	9/06/2025
	8/06/2030
	Present




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Ms Joan Pettit and Dr Andrea Furuya. 

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Ms Kate O’Connor confirmed their eligibility and were co-opted as the Chair and 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 25 November 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 EXP 24546

	 
	Title: 
	Long term pain outcomes after surgery at Waitemata

	 
	Principal Investigator: 
	Associate Professor Michal Kluger

	 
	Sponsor: 
	Te Whatu Ora Waitematā

	 
	Clock Start Date: 
	15 January 2026



Jill Collier and Monica Skarin 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 is a resubmission of a previous decline and acknowledged that most of the original issues have been addressed.
2. The Committee queried when the six-month period will commence. The Researcher advised that they want to avoid the Christmas period, so hope to start around June. The Committee queried whether funding has been secured. The Researchers advised that they have funding for the first year and are waiting to hear the outcome of a funding application for the second year.
3. The Committee noted for future reference the answer to E3 in the submission form, should be yes when using surveys of this nature.

Summary of outstanding ethical issues

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

4. The Committee noted that multiple approaches will be made to potential participants and requested that an option to advise that they no longer wish to be contacted be provided, to avoid individuals who do not want to be contacted feeling harassed. An initial email with one follow-up either by email or phone should be adequate, after which point it should be assumed that the individual does not wish to be contacted.
5. The Committee noted that it is unusual for inclusion into a databank to be a mandatory part of a study and queried whether the data bank can be anonymised. The Researchers advised it is intended to be coded but can discuss with the wider team whether anonymisation is possible. The Committee noted that if it is coded then this is re-identifiable, so requires greater levels of data governance to be in place as per National Ethical Standards 12.33, 12.37, 12.39, 12.44. Further details need to be added to section 8.8 of the Data Management Plan, as per the listed clauses, including information such as who the governance committee will be, their terms of reference and assessment criteria for applications to access the data.
6. The Committee requested the cover letter being sent to potential participants be provided for review. 
7. The Committee requested privacy and security policies for the AI. The Researchers noted that they have had their study reviewed by the National AI and Algorithm Advisory Group, who have assessed it as low risk and endorsed it and offered to provide this information for review.
8. The Committee noted that sending a referral letter to a participants’ GP based on the survey results is insufficient in cases of acute distress and requested timely review of the surveys, including having a plan in place to provide prompt mental health support where necessary.
9. The Committee noted that a one in six thousand chance of winning a prize is not very good odds but acknowledge that budget may not allow more than this but suggest that a thank you card or letter to show appreciation would be appropriate.

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

10. Please add on page 2 information about what the surveys involve and what action will be taken should a participant advise acute distress.
11. Please be more specific than “medical history”, for example surgical history and opioid use, also include information about the timeframe this will be collected for.
12. Please include a statement describing the pathway for participants to seek help for their pain if they do not feel it is under control.
13. Please ensure the odds for the prize draw are transparent. 
14. Please clarify the statement on page 5, where it states that ‘you will not receive the results of this research’ to indicate if this is referring to future research, as participants do have the option to get a summary of results for this study.
15. Please identify which AI model will be used.

Decision 

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

16. Please address all outstanding ethical issues, providing the information requested by the Committee.
17. [bookmark: _Hlk221020919]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).
18. 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. Kate O'Connor, Dr Patries Herst and Mr Russ Opland.

	2  
	Ethics ref:  
	2025 EXP 22843

	 
	Title: 
	Retroperitoneal Sarcoma Registry (RESAR)

	 
	Principal Investigator: 
	Dr Michael Russell

	 
	Sponsor: 
	Australian and New Zealand Sarcoma Association

	 
	Clock Start Date: 
	15 January 2026



No Researcher was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee commend the Researchers on their intent to seek informed consent from individuals to be included in this Registry.

Summary of outstanding ethical issues

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

2. The Committee requested that governance documentation that is localised for New Zealand, including access protocols, be provided. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.14 – 12.15)
3. The Committee noted that the provided Data Management Plan is lacking substance and needs to be made specific to this study and the New Zealand context, including a statement about Data Sovereignty. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.1 – 12.2)
4. The Committee noted that this application, including the protocol, needs to be rewritten for a New Zealand context and include greater detail about data storage, security and access, also the number of New Zealand participants intended to be recruited, and Māori cultural considerations. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7)
5. The Committee requested clarification about whether NHIs will be exported and whether the database will gather New Zealand based ethnicity information. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.9)
6. The Committee queried why individuals under eighteen years of age are excluded. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.10)
7. The Committee queried the involvement of Milan and would like to see a data flow diagram.
8. The Committee notes that Milan will be subject to General Data Protection Regulation, and therefore query what Technical and Organisational Measures they will apply to data they receive as part of this study.
9. The Committee note that the provided insurance certificate has expired.

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

10. Please create a New Zealand specific PIS/CF. Please refer to the HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees
11. Please remove the conditions on withdrawing. Written notification is not required in New Zealand.
12. Please add consent for data being sent overseas.
13. On page 1 there is reference to “some controversies”, please either elaborate or remove.
14. Please align statements about the length of the study, currently it variously states ‘ten years’ or ‘at least ten years’.
15. On page 4 please refer to New Zealand privacy law rather than Australian laws.
16. Please provide New Zealand based contact information. Also, a link to your website.
17. Please state HDEC in New Zealand rather than HREC.
18. Please explain why NHI’s are being retained.

Decision 

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



























	3  
	Ethics ref:  
	2025 FULL 23891

	 
	Title: 
	Internal imaging of vessels in head and neck free tissue transfer flap surgery

	 
	Principal Investigator: 
	Dr Nick Lilic

	 
	Sponsor: 
	Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	15 January 2026



Amy Waters and Wiremu MacFater 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 Rebekah Jaung declared a potential conflict of interest and the Committee decided to recuse her from the discussion and decision for this application.

Summary of resolved ethical issues 

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

1. The Committee sought clarity about whether there was any University of Auckland involvement in the study. The Researcher advised that there is not.
2. The Committee queried how feasible it is to have a Cardiologist in these surgeries given resource constraints. The Researcher advised that it is anticipated to take about twenty minutes of the Cardiologist’s time per surgery, with only ten planned for this feasibility stage. Given the potential benefits if successful, this is considered a worthwhile investment of time.
3. The Committee raised concerns about a potential issue being identified and it not being acted upon in the surgery. The Researcher advised that because this is only a feasibility study it would not be appropriate to act on findings from the imaging, until there is evidence that this accurate. This study may inform a larger trial in future.

Summary of outstanding ethical issues

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

4. The Committee requested a response to the peer reviewer comments advising whether they had resulted in any amendments to the protocol and corresponding documents, and if not, justification for this.
5. The Committee requested that the questionnaire for surgeons be provided for review.
6. The Committee noted that the Data Management Plan needs to be made specific to this study and templated wording that is not relevant removed.
7. The Committee requested confirmation as to whether data is stored on the optical coherence tomography (OCT) machine and whether this could be accessed by another user. How this will be managed should be described in the study documentation. 

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

8. Please ensure that it is clearly stated that whilst a cardiologist will look at the images in real time, should any issues be identified, they will not be acted upon in this surgery.
9. Please state the approximate extra time frame for the surgery.
10. Please quantify all additional risks that are introduced by the study intervention.
11. Please provide a more thorough description of what the study is investigating.
12. Please amend the statement to clarify that HDEC only approve the ethical aspects of the study.
13. Please provide additional information about the deidentified data, such as what data this includes, who it may be shared with and whether this could be overseas.
14. Please include advise that participants should check that participating in the study will not affect their private health insurance, should they have it.
15. Please put the statement about the availability of interpreters at the beginning of the document.
16. Please include a Māori cultural statement. Please acknowledge that the head is tapu.
17. Please state how incidental findings will be handled.
18. Please include inclusion and exclusion criteria as per the protocol.
19. Please change Māori and Pacific health support to Māori and Pacific cultural support.
20. Please remove all the tick boxes except for the option to receive study results from the consent form.
21. Please add the taking of and use of images to the consent form.
22. Please include a footer, page numbers and version number.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Jessie Lenagh-Glue and Dr Patries Herst.







	4  
	Ethics ref:  
	2025 FULL 24236

	 
	Title: 
	Co-creation of pathways for cCMV testing for infants with SNHL

	 
	Principal Investigator: 
	Associate Professor Holly Teagle

	 
	Sponsor: 
	Waipapa Taumatarau The University of Auckland

	 
	Clock Start Date: 
	15 January 2026



Associate Professor Holly Teagle and Genevieve Choi 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 is a large project that will occur in stages, today is about the first phase, which is the co-design. There will be individualised protocols and participant information sheets developed for each site, and these will need to be reviewed by HDEC.
2. The Committee queried whether any action has been taken in response to the peer reviewers’ comments around sustainability. The Researchers note that they will include questions about this in the second phase of the study.

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 suggested that having Māori researchers as part of the team, would be appropriate in this co-design. The Researchers advised that they would start with Māori consultation as part of the locality process and take their advice on who it would be appropriate to work with going forward and whether this is specific iwi groups.
4. The Committee noted that governance will need to be put in place for the databank as per the National Ethical Standards.
5. The Committee requested creation of a flow diagram, illustrating the different phases of this study.
6. Please note that the PI cannot sign off the locality authorisation. For the University of Auckland this should be humanethics@auckland.ac.nz.

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

7. Please refer to the HDEC template to ensure all relevant sections and information are included. Participant Information Sheet templates | Health and Disability Ethics Committees
8. Please ensure that the PIS’s are made specific to the group they are for. Currently they are quite generic and include information that would not be applicable to some cohorts. 
9. Please remove reference to collecting health information, where this is not relevant.
10. Please amend the statement about retention of data to state that this will be ten years from the last contact with participants.
11. Please include advice in the PIS that if a participant withdraws data collected up to the point of withdrawal may continue to be analysed.
12. Please remove the statement that information provided will be kept confidential, if this will be gathered in a hui setting. Instead include advice to participants to respect the privacy of others in the hui by not disclosing what others have said in the hui.
13. Please include information about access to closed captions or interpreters during Zoom calls for deaf participants. 
14. In the PIS provided in appendix A, under “why” please rephrase the statement about infants having “progression in their hearing levels”, as it is unclear whether this refers to hearing improving or worsening. 
15. Please amend the statement that CMV causes hearing loss in ten to fifteen percent of newborns, to say newborns with hearing loss.
16. Please add a yes / no tick box to the consent form for inclusion of the participants data to be included in the databank.
17. Please include a footer and page numbers.

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 Patries Herst.












	5 
	Ethics ref:  
	2025 FULL 23257

	 
	Title: 
	Cochlear implants for one sided deafness after head injury

	 
	Principal Investigator: 
	Dr Rachael Bentall

	 
	Sponsor: 
	Southern Cochlear Implant Programme

	 
	Clock Start Date: 
	15 January 2026



Dr Rachael Bentall 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 the device collects meta data and queried whether the manufacturer has access to this. The Researcher advised that they do not, only the Cochlear Implant Clinic can access this data.
2. The Committee queried whether participants would have suffered deafness due to trauma and what involvement ACC might have. The Researcher advised that participants would have ACC funding as a result of the trauma that caused the deafness and that would include paying for the Cochlear Implant. However, ACC is not a stakeholder in this research.

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 noted that a waiver of consent has been requested, however it has not been adequately justified under the National Ethical Standards. Under the current protocol there is intent to contact a subset of this cohort to gain consent to obtain further data, which would then raise issues around why they were not asked to provide consent for the retrospective data. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47).
4. The Committee note that given the relatively small number of people who would be involved in the study, there does not seem to be justification for not obtaining their consent. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47a).
5. The Committee advised that each Implant Programme site would need to provide locality authorisation. 
6. The Committee noted that the Data Management Plan needs to be step wise in terms of data flow, explaining where indefinable data and de-identifiable data will be stored. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
7. The Committee suggested that this study could be split into two parts. The first part could be an audit using anonymised data provided by the Implant Programme sites. The second part could be a separate study which obtains consent from a smaller group of individuals.
8. When reapplying, if a waiver will no longer be sought, then reference to this should be removed from the Data Management Plan.
9. When contacting potential participants, if they do not wish to be in the study then they should not be required to fill out any forms. Please avoid ongoing attempts at contact, which could make an individual feel harassed.
10. If there is not the budget to provide a financial koha to participants, at least a thank you letter would be appropriate. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20).

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

11. Please remove the tick boxes from the consent form, except for those points which are truly optional.
12. Adolescents provide assent and guardians (parents) provide proxy or substituted consent on behalf of the young person. Please ensure documents are labelled appropriately and any wording reflects the correct terminology.
13. The Adolescent PIS should include Māori cultural support contact information and a Māori cultural statement including data being a taonga.
14. Please revise the wording of the parental PIS/CF so that it is written about their child who would be the participant, rather than the parent being a participant.
15. Please revise use of the word “happy” in the children’s PIS, as they may be willing to participate but not necessarily feel happy.
16. Please add version numbers, header and footers to all PIS/CF’s and assent forms.
17. It states that “Your questionnaire response will be destroyed and removed from the study data” if a participant withdraws, however this will not be possible after analyses have occurred, so should be amended accordingly.
18. Please include a safety plan to address any participant distress identified by the questionnaire. 

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 23154

	 
	Title: 
	DARO-LIPID

	 
	Principal Investigator: 
	Dr Nicola Lawrence

	 
	Sponsor: 
	Australian & New Zealand Urogenital and Prostate (ANZUP) Cancer Trials Group Ltd

	 
	Clock Start Date: 
	15 January 2026



Dr Nicola Lawrence and Daphne Mason 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 the PIS having specific wording for the Auckland locality around cultural support and what would be available at other sites. The Researchers advised that Auckland has its own specific requirements, but other sites wording would be confirmed as part of the locality process.
2. The Committee queried whether the trial would be available to individuals seeking private cancer treatment or only through the public system. The Researcher advised that the public hospitals work closely with private providers and if a private provider had a patient they thought would benefit from the trial, then they would be referred to the public health service to access the trial.
3. The Committee queried whether Darolutamide is approved and funded in New Zealand, and whether any cancer patients outside of clinical trials would have access to it. The Researcher advised that it is not funded in New Zealand, however individuals may be able to access it privately through self-funding.
4. The Committee noted that the pre-screening PIS does not contain enough description about the study and feel that participants will need to know more of the information that is in the main PIS upfront. The Researchers advised that they fully explain the study when consenting to the pre-screening phase and that they provide participants with the main PIS at the same time as the pre-screening PIS.

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 have questions about where the balance of benefit lies for this study, as if the study is primarily for the benefit of a commercial company, then participants are not eligible for ACC coverage and the sponsor should provide insurance. It has been presented as an investigator lead study, rather than commercial but involves an investigational medicine. The Researcher advised that the sponsor is an academic group.
6. The Committee requested the Investigators’ Brochure for the investigational medicine, Opaganib, as well as clarification on whether the manufacturer will be providing it for free to study participants and whether they will receive any of the study data or have any input into any publications of results from this study.
7. The Committee queried whether the lipid biomarker assay, PCPro is commercialisable. 
8. The Committee suggested having a study flow diagram, to assist with participants understanding where in the trial process they are at.
9. The Committee noted some discrepancies between what was explained in the submission form compared to what the PIS states, regarding the quality-of-life questionnaires and the corresponding safety plan. The application states that they will be completed and reviewed in real time which would be preferable.

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

10. Please provide further information about what will happen should the study be stopped in terms of on-going treatment for the participant and what will happen to their data. Also, clarify who would make any decision to stop the study.
11. Please refrain from using the term treatment when discussing an investigational medicine.
12. Please include some further information about the support available to participants should they require it, such as free counselling.
13. Given the nature of this study, please acknowledge that participants may feel whakamā and advise that where a physical examination is necessary, gender matching will be accommodated where possible.
14. Please add some further information about what the study involves to the pre-screening PIS, so that participants understand what is involved should they make it into the main part of the study.
15. Please expand the safety plan and move it from page 10 to page 7 where sensitive questions are referred to.
16. Please state the full name of ANZUP the first time it is mentioned.
17. On page 10 please specific which “clinician” you are referring to.
18. Please state whether karakia is available at the time of tissue disposal and rephrase “biohazard waste”.
19. Please clearly state whether the study medications have been approved in New Zealand or elsewhere.
20. Please review the section titled “child bearing”. Avoid the use of gendered language and terminology such as “unborn baby”. Terminology such as ‘reproductive risks’ and ‘pregnancy and outcome of pregnancy’ would be more appropriate. 

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Chris Bernhardt, Dr Rebekah Jaung, Dr Cordelia Thomas, Ms Kate O’Connor and Dr Patries Herst.












































	7 
	Ethics ref:  
	2025 FULL 24765

	 
	Title: 
	Extended Insulin Infusion Feasibility Trial

	 
	Principal Investigator: 
	Professor Martin de Bock

	 
	Sponsor: 
	Insulet Corporation

	 
	Clock Start Date: 
	15 January 2026



Professor Martin de Bock, Colleen Bauza, Jason O’Connor, Ryan Barish, Tracey Wielinski, Dr Renee Meier and Alison Cloutier 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 the rationale for including children in this study. The Researchers advised that it is not just children in the study, but low dose users. The intent is to assess whether it is safe and effective to use the device for longer than currently recommended, as individuals are doing this currently and by doing it in a study setting it is a controlled and monitored environment.
2. The Committee queried whether the device is available in New Zealand. The Researchers advised that it is not currently funded here but a small number of individuals are buying them from overseas. By showing the device is effective for longer this would reduce the cost and potentially provide evidence for a funding application in New Zealand.
3. The Committee queried what happens if the pod is not able to get data from the CGM. The Researchers advised that it is programmed with a safe amount to dispense, should it not receive CGM data for any reason, and that this is the case for devices of this type.

Summary of outstanding ethical issues

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

4. The Committee requested an updated CV for the PI to reflect the new company that has been established.
5. The Committee requested additional information about the recruitment process be added to the protocol, noting that if patients are advised of the study in a clinical visit, a record of verbal consent to access their patient records for screening should be recorded in their clinical notes.
6. Please amend the photo instructions to include directions to remove location data.
7. Please include in the protocol training for participants who have not used Dexcom before.
8. The Committee requested that a small age-appropriate gift is given to child participants.
9. The Committee noted that Edge Trials Ltd internal policies for data privacy and security should be included in the Data Management Plan as part of “organisational” oversight.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
10. Please add the links to the privacy policies for the device and software should participants want to access these.
11. Please add an option to the consent form for the participant to consent to have a Sponsor representative present during a study visit.
12. Please state that the device is not funded in New Zealand, and as the Sponsor will not continue to provide the device on conclusion of the study, consider whether it would be helpful to indicate the cost should participants want to purchase it.
13. Please include information in the parents’ PIS/CF that makes it clear they are being asked to participate alongside their child and answer questions about their levels of distress regarding managing their Child’s diabetes. This should also include a safety plan. Also revise phrasing to ensure it states “you” versus “your child” in the right places.
14. Please remove reference to vouchers being given to reimburse for time, as this has tax implications. 
15. Please add a statement to acknowledge that participants may feel whakamā. 
16. Please include advice that participants may request to be seen by someone of the same gender.
17. Please include information in the body of the PIS about notification of abnormal results to the participant’s GP and include how this will be handled should the participant not have a GP.
18. On page 10 where the Māori data sovereignty principles are listed, please add the English translation or brief description in brackets behind each of these.
19. Please use gender neutral language throughout.
20. Please consider adding a younger child assent form.
21. Rather than “are you happy” please use “do you agree” in the assent forms.

Decision 

This application was provisionally approved by consensus, subject to the following information being received:
Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Russell Opland and Dr Patries Herst.
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	Ethics ref:  
	2026 FULL 23523

	 
	Title: 
	TARGET-SCR

	 
	Principal Investigator: 
	Dr Karen Tsui

	 
	Sponsor: 
	Australian and New Zealand Children's Haematology Oncology Group (ANZCHOG)

	 
	Clock Start Date: 
	15 January 2026



Dr Karen Tsui and Sonia Alix 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 none of the arms that this study screens for are currently open in New Zealand and queried when this will occur. The Researchers advised that the first arm will be submitted to HDEC in a few weeks’ time and noted that they will not commence screening until at least one arm is open in New Zealand.
2. The Committee noted a discrepancy in the number of participants. The Researchers confirmed that it should state four participants per year.

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 the submission form states that ethnicity data will not be collected but recommend New Zealand specific ethnicity data is collected and retained at site level.
4. The Committee note that there is contradictory information about the on-going use of left over tissue samples from children who have turned sixteen and the researchers have been unable to contact for re-consent. Noting that if the researchers are not able to contact the participant to obtain re-consent, then there should be no ongoing use.
5. In the Data Management Plan please clarify which data will be exported overseas and at which points data will be de-identified or coded. Additionally in what form left over tissue will be stored in the tissue bank. 

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

6. Please ensure this is written in the first person throughout.
7. Please clarify why identifiable data is being sent overseas and at what point this will be made coded or de-identified and ensure that this information is consistent between the parents’ consent form and children’s assent forms.
8. Please amend the re-consent form to say, “a Starship doctor” rather than “my Starship doctor”, as this could be years later, and their original doctor may no longer be there.
9. Please remove reference to “pain and bleeding” from the assent form. Instead state that additional blood samples will not usually be required.
10. Please amend the statement about participants having the right to request information about them and correct it, to be clear that they can request to change it, however it may not be deemed appropriate to change.
11. Please clarify that the study doctor will confirm when any scheduled visits will be required.
12. In the assent forms please rephrase "could anything not-so-good come from being in the study?".

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:  
	2026 FULL 24848

	 
	Title: 
	Can the Pūkeko activity help understand children’s experiences?

	 
	Principal Investigator: 
	Mrs Mona Roper

	 
	Sponsor: 
	Stand Tū Māia

	 
	Clock Start Date: 
	15 January 2026



Mrs Mona Roper 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 note that this a resubmission of a previous decline and that the issues raised previously have been satisfactorily addressed.
2. The Committee queried whether training will be provided to staff on the tool. The Researcher confirmed that it will be.
3. The Committee noted that participants can access their responses and queried whether parents would have access to them, particularly if there is abusive relationship. The Researcher advised that only the participant, not their parents, would have access to review their responses but not how this was analysed. Additionally, the Researchers are very experienced in managing and responding to situations where abuse is identified.
4. The Committee queried how literacy concerns will be addressed. The Researcher advised that the research team read out the cards for all participants and some participants may read along too.
5. The Committee queried whether any of the uploaded information could potentially identify the child, such as their reason for referral. The Researcher advised that these are broad categories and would not be identifiable. 

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
6. Please amend the parents PIS under the heading “rights to access their information” to be clear that the parents do not have access to the Childs’ responses.

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).

General business


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

	Meeting date:
	24 February 2026

	Zoom details:
	To be determined



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

The meeting closed at 3.33pm.
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