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	Committee:
	NTA Health and Disability Ethics Committee

	Meeting date:
	19 May 2026

	Zoom details:
	812 7953 3520



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Kate Parker 
	Non-lay (Observational studies) 
	09/06/2025 
	08/06/2029 
	Present 

	Dr Andrea Forde
	Non-lay (Intervention studies) 
	09/06/2025
	08/06/2030
	Present

	Ms Catherine Garvey 
	Lay (the Law) (Chair)
	09/06/2025
	08/06/2030
	Present 

	Dr Malisa Mulholland 
	Non-lay  
	09/06/2025 
	09/06/2028
	Present 

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

	Dr Katrina Gibson 
	Non-lay 
	09/06/2025
	08/06/2029
	Present

	Dr Catriona McBean
	Lay
	03/03/2025
	02/03/2030
	Present

	Dr Filma Anne Phillips
	Lay
	15/09/2025
	14/09/2028
	Present

	Mrs Sophie Woodger
	Non-Lay
	15/09/2025 
	14/09/2028 
	Present




Welcome
 
The Chair opened the meeting at 10:00 and welcomed Committee members, noting that no apologies had been received.
The Chair noted that the meeting was quorate. 
The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 21 April 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 EXP 25599

	 
	Title: 
	Using AI‑Enhanced Digital Pathology to Predict Response to Neoadjuvant Therapy for Rectal Cancer

	 
	Principal Investigator: 
	Professor Tim Eglinton

	 
	Sponsor: 
	University of Otago

	 
	Clock Start date: 
	07 May 2026



Professor Tim Eglinton and Dr William Allen were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted the importance of Māori consultation being undertaken as an integral part of the locality review process.
2. The Committee noted that the Researcher confirmed peer reviewer suggestions had been considered and incorporated where appropriate.
3. The Committee discussed how participants would be notified of any privacy breaches given that data will be de‑identified. The Researcher clarified that, in the event of a privacy concern, re‑identification can occur if required. 

Summary of outstanding ethical issues

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

4. The Committee requested that the Data Management Plan (DMP) be updated to remove any references to participants “under 16 years,” noting that no participants will be under the age of 16. 
5. The Committee requested that the DMP be updated to remove the reference to additional purposes that the participant has explicitly consented to, noting that this is not applicable as the participants are not consenting (section 5, DMP).  
6. The Committee requested that the DMP be updated to remove the reference to the use of data for secondary purposes and the cross references to non-existent sections 7.4 and 7.5 (section 8, DMP).
7. The Committee suggested that the Researcher strengthen the governance section of the DMP by providing a fuller description of oversight arrangements, particularly in relation to the use of data for AI development. The Committee noted that the current DMP references only Te Whatu Ora and University of Otago governance policies and advised that additional detail is required to demonstrate robust governance. 
8. Please update the DMP so it’s explicitly clear that all data held by Te Whatu Ora will be de-identified prior to transfer to the University. 
9. The Committee requested that, where intellectual property (IP) is to be retained by the University, this be clearly noted in the study protocol to ensure transparency. 

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 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 EXP 25358

	 
	Title: 
	Femfit-Enabled Pelvic Floor Training to Improve Urinary Continence in Women With Chronic Respiratory Disease: A Feasibility Study in Aotearoa

	 
	Principal Investigator: 
	Dr Kelly Burrowes

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start date: 
	07 MAY 2026



Dr Jennifer Kruger and Dr Sarah Candy 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.

Dr Kate Parker declared a potential conflict of interest but the Committee decided that she would be able to contribute to the discussion.  

Summary of resolved ethical issues 

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

1. The Committee discussed the exclusion criterion of vaginal prolapse and sought confirmation that the screening questions relating to prolapse are used to identify and exclude ineligible participants. The Researcher clarified that a formal diagnosis of prolapse requires a proper clinical assessment, which cannot be undertaken as part of the study, and that screening questions are therefore used for this purpose. Where screening indicates a potential prolapse, individuals will be excluded from participation and referred to the appropriate clinical pathway as part of normal clinical practice.

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 the Researcher provide evidence of the University’s insurance arrangements as study sponsor. Please also provide an indemnity certificate for the coordinating investigator (CI). 
3. The Committee requested that the Researcher consider whether it would be possible to provide the participant information sheet (PIS) to participants ahead of time (suggested at the time of the clinic booking) to allow prospective participants adequate time to reflect before deciding whether to take part in the study. 
4. The Committee suggested that the Researcher seek consultation, particularly with Māori advisors, to provide guidance on the sensitive nature of the study and any cultural considerations that should be addressed. The Committee noted that, where possible, this consultation should include advisors with expertise in women’s health. 
5. Please update the study protocol to clarify that all research data collected from participants using the Femfit device will be fully isolated and ring-fenced, and that JUNOFEM will receive only de‑identified data and will delete this following transfer to the University for storage and analysis.  
6. The Committee requested that the Researcher remove any reference to a time period for HDEC approval from advertising materials, noting that this is not applicable.


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

7. The Committee requested that the dual role held by the co-investigator (Dr Jennifer Kruger) in relation to the femfit® device company (JUNOFEM) be transparently disclosed including any potential benefit to the company arising from the research.
8. Please clarify that participants who wish to continue using the femfit® device after completion of the study may keep the device, but must register a new, separate account/profile directly with JUNOFEM. The new account will be entirely separate from the research dataset. Any ongoing use of the device will be subject to JUNOFEM’s standard requirements and terms, and there will be no cost to participants to register or continue using the device.
9. Please explicitly collect participant consent for the storage of research data in Google Cloud Services via an overseas server. The Committee requested that the consent materials clearly state the planned arrangements, for example: “I consent to my data being stored in Google Cloud Services via an overseas server. I understand that my data will not be accessed, used, downloaded, or shared overseas.”
10. Please add the risk of infection and ensure that in the wash and cleaning instructions it is clear that the femfit® device should not be put in the dishwasher or sterilised in the microwave and that there is a potential risk of infection if the device is not cleaned properly. 

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 Catherine Garvey and Dr Katrina Gibson. 

	3 
	Ethics ref:  
	2026 FULL 24745

	 
	Title: 
	The effects of chiropractic care on posture, breastfeeding and brain development in infants: a clinical trial

	 
	Principal Investigator: 
	Dr Angus McMorland

	 
	Sponsor: 
	University of Auckland

	 
	Clock start date: 
	07 MAY 2026



Dr Angus McMorland, Mrs Jenna Duehr and Dr Imran Khan Niazi 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 discussed concerns regarding the enrolment of mothers and babies with an identified issue into a control group that will not receive the chiropractic intervention during the study period. The Researcher advised that participants in the control group will receive more frequent observation and monitoring than would normally occur, and that referrals to appropriate specialists will be made as needed. The Researcher further clarified that chiropractic care is considered additional to usual care, that usual care will not be denied or withheld, and that participation in the control group does not prevent access to standard clinical pathways.
2. The Committee queried whether peer reviewer suggestions had been considered, particularly regarding the appropriateness of neurodevelopmental outcome measures, the use of EEG and the timing of the follow up. The Researcher advised that reviewer comments were considered but no changes were made to the neurodevelopmental assessment, as it already captures broader outcomes beyond motor development and the suggested alternative was not appropriate for the study population. The Committee noted that the Reviewer was particularly concerned about the appropriateness of the timing of the follow up and the outcome measures being used. The Researcher noted openness to considering longer-term follow‑up in future (to be submitted to HDEC in a future amendment if it will occur) and clarified that the Research team regard EEG as an important tool for assessing brain development.

Summary of outstanding ethical issues

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

3. The Committee requested that the Researcher update the study protocol to clearly describe participant recruitment and the referral pathway from participating midwives. Please explain what pre-screening might have already been done by the midwife and explain how the Research team assesses inclusion and exclusion criteria, and the sequence of further assessments prior to enrolment. Please clearly outline the specific assessments undertaken at the first visit by the study midwife and by the chiropractor and outline any actions that may be taken based on these assessments (i.e. enrolment into the study, referrals to other specialists etc). Please also clarify the expected timeframe from initial identification by the referring midwife to the in-person assessment. 
4. The Committee requested that the Researcher submit any written information or materials used to recruit midwives to HDEC for review. 
5. The Committee requested that the Researcher update both the study protocol and the Participant Information Sheet (PIS) to clearly inform participants that they will receive a follow‑up telephone call within 24 hours of attending their study visit, to support participant safety and ongoing monitoring. As part of this ongoing monitoring, please ensure that when a participant has been referred to a specialist, the Research team ensures that appropriate contact has been made with the specialist and that ongoing concerns are being addressed. 
6. The Committee requested the protocol be updated to add details of the planned use of artificial intelligence (AI). Please clarify how videos will be destroyed and clearly state that data will not be used for further development of the tool (if this is the case).  
7. The Committee requested that the Researchers remove any reference to a data bank being established, noting that the Committee did not find this appropriate for the study. Please remove reference to “indefinite” retention of data. The Committee noted that data should not be stored for longer than is necessary per the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13. 
8. The Committee requested that the Researcher submit the charter of the Independent Data and Safety Monitoring (IDSM) Committee to HDEC for review, if possible.
9. The Committee requested that the Researcher ensure completed mental health questionnaires are reviewed in real time, rather than within the 24‑hour timeframe currently specified in the HDEC submission form. 

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

10. Please clearly explain what the AI component is and how it is used in the study, using plain language rather than technical terms such as “computer vision”, to ensure participant understanding.
11. Please explain why participants are asked not to seek other care involving physical adjustments during the study period and please advise on what to do if they do receive care involving an adjustment. 
12. Please clearly specify that the mentioned “expert chiropractic care” will be provided to participants in the treatment group only during the study period (and not the control group). 
13. Please include a clear, balanced description of the potential risks of chiropractic care (some of which should be stated are unknown) and revise the language throughout the document to accurately reflect that the purpose of this experimental study is to evaluate the risk-benefit of chiropractic care, rather than to assume benefit. The Committee felt that the current wording is overly influential in presenting chiropractic care as beneficial. Please also make it clear that the EEG is exploratory. 
14. Please provide clearer and more detailed information about arrangements for the control group being offered eight weeks of chiropractic care after completion of the study. The Committee noted that it was briefly mentioned but no information is provided for participants. 
15. Please explicitly state that the questionnaires will include questions about mental health, to ensure transparency and allow participants to make a fully informed decision about participation. Please describe how any mental health challenges disclosed through questionnaire responses will be managed, including what action will be taken, any limits to confidentiality and whether participants will be referred to appropriate services. 
16. Please explain that participants are welcome to bring a support person to study visits if they wish (if this is the case).
17. Please include support contact details for midwives and lactation consultants (LCs).
18. The Committee noted that several principles described under Māori data sovereignty are framed in ways that are relevant to all participants. The Committee suggested that the Researcher review and amend this section to be specific to Māori data sovereignty.
19. Please clearly explain that participation requires travel to the study site twice weekly, and that participation from home is not an option, so that this expectation is explicit as part of study inclusion and informed consent. 
20. Please be consistent with terminology and use “intervention group” throughout
21. The Committee requested rewording data storage requirements to “the data will be stored for 10 years after the youngest person in the study has turned 16 years of age”.
22. Please remove the collection of parental contact details from the consent form. 
23. Please remove the collection of ethnicities from the consent form. While ethnicity must be collected by the site, the consent form is not the appropriate place to do this. 


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 Mrs Sophie Woodger and Dr Catriona McBean
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	Ethics ref:  
	2026 EXP 25757

	 
	Title: 
	Comparative Evaluation of Vocal Cord Observations During Eucapnic Voluntary Hyperventilation and Cardiopulmonary Exercise Testing in Diagnosing Exercise-Induced Laryngeal Obstruction

	 
	Principal Investigator: 
	Dr Annabel Merrett

	 
	Sponsor: 
	N/A

	 
	Clock start date: 
	07 MAY 2026



Dr Annabel Merrett 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 a reference to a Kaupapa Māori methodology in the HDEC submission form. The Researcher clarified that this was a typographical error and confirmed that the study does not use a Kaupapa Māori methodology.

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 the Research update the study protocol to outline how the control group will be recruited, why a control group is required and the characteristics of control participants. The Committee noted the Researcher’s clarification that the purpose of the control group is to establish the validity of the testing by confirming that vocal cord narrowing is not observed in individuals without exercise-induced laryngeal obstruction (EILO). Please add details, as confirmed by the Researcher, that control participants will be recruited from the general population, will not be required to be highly fit or exercise regularly, and will be subject to the same exclusion criteria as case participants.
3. The Committee requested that the Researcher update the study protocol and Participant Information Sheet (PIS) to clearly explain the purpose of the research and what participants can expect. In particular, the Committee noted the Researcher’s confirmation that there is currently no diagnostic test for EILO available in New Zealand, and that the proposed study is a feasibility study to assess whether an effective diagnostic test could be introduced.
4. The Committee requested that the Researcher submit any advertising materials to HDEC for review if advertising will be used as part of the participant recruitment strategy
5. The Committee requested that the control group advertising materials be updated to clearly specify the type of participants sought to ensure full transparency (i.e. no requirement for high fitness levels). 
6. The Committee recommended that the Researcher seek independent clinical advice on whether blood tests should be required for all participants (not just case participants as currently planned). This advice should provide guidance on appropriate follow‑up processes for any abnormal results. Please make any protocol amendments as appropriate. 
7. The Committee requested that the Researcher submit all questionnaires to HDEC for review, noting the clinical questionnaires and the qualitative reporting intolerability questionnaire had not been submitted to HDEC in the original submission. 
8. The Committee requested that the Researcher strengthen the description of risks in the study protocol and PIS, with particular emphasis on the procedure involving the camera passed down the throat. The Committee also requested that a more detailed safety plan be included in both documents, outlining how risks will be minimised, monitored, and managed during and after study procedures. 
9. The Committee requested that, if Health Research Council (HRC) funding is approved, the Researcher consider providing koha for participants
10. The Committee noted that the current peer reviewer’s expertise is primarily in the musculoskeletal field rather than respiratory medicine. The Committee requested that the Researcher consider obtaining an additional peer review from an individual with more appropriate respiratory/ear nose throat (ENT) expertise, to ensure the scientific validity of the study design and procedures. 
11. The Committee requested that the Researcher ensure consistency between the PIS and the Data Management Plan (DMP) regarding the future use of participant data. In particular, the Committee noted that the PIS seeks consent for future use of data in studies related to shortness of breath, whereas the DMP refers to use in unrelated research. 
12. The Committee requested that the Researcher clearly explain, within the study protocol, how the Coordinating Investigator’s (CI’s) clinical and research roles will be kept separate to avoid any actual or perceived conflict of interest or undue influence. Please clearly state in the PIS that the decision on whether or not to participate will not interfere with the participant’s relationship with Dr Merrett. 
13. The Committee requested that clinicians involved in the study do not directly refer patients into the research. Instead, potential participants should be provided with information about the study and given the opportunity to contact the research team themselves if they are interested in participating. The Committee understood that the Researchers will be providing outside clinicians with information on the study. 
14. The Committee requested that the Researcher clearly specify in the study protocol what physical impairments would constitute exclusion criteria, to ensure participant safety and clarity around eligibility. 
15. The Committee requested that the Researcher upload any advertisements planned for recruiting clinicians. 
16. The Committee requested that the study protocol and PIS be updated to clearly state whether/when local anaesthetic will be offered to participants as part of the study.  

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

17. Please provide a clear explanation of the screening tests and what they involve, specifically the spirometry test noting that participants are likely to be unfamiliar with spirometry.
18. Please clarify that the study forms part of further academic qualification requirements for the CI. 
19. Please clearly describe the types of unexpected or incidental results that the Research team will be looking for and may be identified through study procedures.
20. Please ensure that GP notification of relevant study findings is made mandatory rather than optional. 
21. Please move the section on publication of results to the “What happens to my data” section. 
22. Please provide more detailed information about the two tests that participants will undergo. The Committee suggested including diagrams or images. Please include references to the gas used in the EVH and the intense exercise required during the exercise testing. 
23. Please explicitly state that there may be no direct benefit to participating in the study. 
24. Please note that laryngeal spasm may be physically and emotionally distressing and may be induced in this study. 
25. Please explain that the order in which participants will have the tests will be randomly allocated. 
26. Please clearly define the applicable inclusion/exclusion criteria. 
27. Please clearly outline participant responsibilities during the study i.e. avoid bronchodilators, caffeine and exercise on the day of EVH and CPET testing etc. 

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 Kate Parker and Dr Anne Phillips. 
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	Ethics ref:  
	2026 FULL 25716

	 
	Title: 
	Enhancing Function and Equity: Chiropractic Care for Cerebral Palsy in Aotearoa

	 
	Principal Investigator: 
	Dr Imran Amjad

	 
	Sponsor: 
	New Zealand College of Chiropractic

	 
	Clock start date: 
	07 MAY 2026



Dr Imran Amjad, Dr Imran Khan Niazi and Professor David White 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 sought clarification on whether the proposed sample size was informed by the two previously conducted studies. The Researcher confirmed that the sample size for the current study is based on those earlier studies. 

Summary of outstanding ethical issues

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

2. The Committee requested clarification of the meaning of the term ‘equity’ as used in the study title. The Committee asked the Researcher to clearly explain what is meant by equity in this context and to specify whether, and how, equity considerations will be incorporated into the study design and analysis.
3. The Committee suggested that the Researcher submit the manuscript from the previously conducted study that has not yet been published, noting that the Researcher offered to do so during the meeting. The Committee considered that provision of this manuscript would provide background evidence for the current proposal and may assist the Committee’s assessment.
4. The Committee noted inconsistencies in the inclusion criteria relating to Gross Motor Function Classification System (GMFCS) levels across the study documents. In particular, the protocol refers to GMFCS levels II–V, while the PIS refers to levels II–III in some sections and levels II or V elsewhere. The Committee requested that the Researcher review and amend all relevant documentation to ensure the GMFCS inclusion criteria are clearly defined and consistent throughout
5. The Committee requested that the protocol be updated to clearly describe how information on participants’ usual care will be systematically collected, documented, and considered, noting that usual care may be highly variable given the broad GMFCS inclusion criteria (levels II–V). The Committee noted the Researcher’s comment that a clinical history will be taken from participants and that a multidisciplinary team will be involved. 
6. The Committee thanked the Researcher for obtaining additional peer review and requested that the Researcher also obtain an independent peer review from an expert with experience working with children with cerebral palsy, such as a paediatric neurologist. This review is to ensure that the study design, safety considerations, and proposed interventions are appropriate for this population.  Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.25.
7. The Committee requested that the protocol be updated to reflect the Researcher’s clarification that multiple New Zealand‑registered chiropractors and study locations will be used to improve accessibility for participants and minimise travel burden for families. Please include details (as specified by the Researcher during the meeting) that all participating chiropractors will be trained in paediatrics and that the research team will meet with each participating site prior to enrolment to ensure consistent understanding of the study procedures and requirements. Please provide assurance that the delivery of the chiropractic care will be safe. The Committee also required that locality review occur for each participating site. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.24.
8. The Committee requested that the Researcher consider increasing participant koha or providing specific travel reimbursement, noting the Researcher’s clarification that participants are expected to attend visits, on average, twice weekly for six weeks, in addition to baseline and final assessment visits. The Committee requested that the study protocol and PIS be updated to clearly specify the expectations around number of visits and the koha/reimbursement to be provided, including the timing of payments. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 11.21.
9. The Committee requested that the Researcher submit all questionnaires to be used in the study to HDEC for review, noting that not all relevant instruments had been uploaded with the application (i.e. the COPM, an adverse event questionnaire, and a Māori health scale baseline questionnaire were missing from the initial submission).
10. The Committee considered the proposed future use of data (FUR) and noted that FUR is ethically unjustified in the context of open‑source data for this study. The Committee requested that all references to future use of data be removed from the application and all associated study documents, including consent and assent forms and the PIS. 
11. The Committee discussed the use of quality of life (QoL) questionnaires and noted the potential for participants’ responses to indicate distress or other concerns. The Committee requested that the Researcher update the study protocol to include a clear and detailed safety plan outlining how such concerns will be identified, managed, and escalated if required. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 8.4

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

12. The Committee raised concerns regarding participant safety, noting the limited evidence on chiropractic care in children with cerebral palsy. The Committee acknowledged the exploratory nature of the research and emphasised the importance of transparency. It was noted that participants and their caregivers must be clearly informed that this is research, that risks are not fully known, and that currently there is no evidence base for chiropractic care as treatment for children with cerebral palsy. Please ensure that the PIS and assent forms are clear on the purpose of the research, and the exploratory nature of the study. The Committee considers that the PIS currently does not reflect the investigational nature of the study and includes a number of unquantified statements asserting the use and benefits of chiropractic care in the relevant population. 
13. Please clearly state that the baseline and end‑of‑study assessments will be conducted by an assessor who is independent of the chiropractors providing care so participants and caregivers are aware that they will interact with a different member of the research team for these assessments. 
14. Please clearly state that participants will be video recorded, noting that while information about video recording, storage, and retention is included in parts of the application, it is not presented clearly or consistently in the PIS. Please add this information to the PIS. 
15. Please clearly state how questionnaires will be administered (i.e. on paper or online, and whether they will be completed at the study site or at home).
16. Please amend the consent form to remove tick boxes for mandatory consent items. 
17. Please remove the formal names of assessment tools from the younger assent form. The Committee noted that simplifying the language and avoiding technical terminology throughout the document would better support age‑appropriate understanding and meaningful assent (suggested to advise that there will be various physical assessments that take up to 90 minutes).
18. Please ensure consistent terminology is used throughout when referring to the sham group and the control group.
19. Please clearly state participants’ rights to withdraw from the study, including the right to withdraw at any time without penalty. Please specify in the Parent PIS that if a child indicates they do not wish to participate or continue, the child will be withdrawn from the study, even if the parent or guardian consents to ongoing participation.
20. Please ensure it’s clear that data will be stored for 10 years after the youngest participant turns 16. 

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	2026 FULL 23335

	 
	Title: 
	Empowering rangatahi through game-based nutrition education

	 
	Principal Investigator: 
	Senior Lecturer Wendy Zhang

	 
	Sponsor: 
	University of Canterbury

	 
	Clock start date: 
	07 MAY 2026



Senior Lecturer Wendy Zhang, Ruby Wang and Dr Simon Hoermann 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 asked for further detail about the game activity included in the study. The Researcher clarified that the activity involves a lunch‑box‑building game, designed to be completed through co‑play between the parent and child. 
2. The Committee discussed how accessibility and affordability of foods will be reflected in the game activity, noting the potential for cost‑related distress for parents and children. The Researcher advised that a certified nutritionist is part of the research team and that a Māori expert is providing feedback to ensure the content reflects New Zealand‑based concepts and is culturally appropriate. The Researcher also noted that preliminary field testing of the game had been undertaken by a member of the research team prior to this study, and that feedback on the game will be actively collected from participants during the study.
3. The Committee asked whether the Research is ready to be commenced given that the game appeared not to be finalised. The Researcher clarified that the prototype of the game itself has been completed and that the remaining work relates to finalising study processes, such as how participant feedback on the game will be collected and collated.
4. The Committee sought clarification on whether the primary purpose of the study was to test the game itself or to determine whether improved nutrition learning occurs because of parent and child working together. The Researcher clarified that the focus of the study is on understanding how co‑play between parent and child supports nutrition education.
5. The Committee asked who owns the app and what the intended benefit or use of the app would be beyond the current study. The Researcher advised that the app was developed as a project by the University of Canterbury and that the research team has not discussed or pursued commercialisation of the game at this stage.
6. The Committee asked how audio recordings will be transcribed and whether participants will have the opportunity to check the accuracy of transcripts. The Researcher advised that all audio recordings will be transcribed by humans and that participants will be able to review and check the accuracy of their transcripts if they wish.
7. The Committee discussed the peer reviews obtained and asked for clarification of the reviewers’ relevant expertise. The Researcher advised that Dr Maria Choukri has a background and expertise in nutrition, while Dr Tham Piumsomboon is from the field of computer science, with a research focus on the application of artificial intelligence within games. 
8. The Committee asked whether the study is testing a single prototype or multiple prototypes. The Researcher clarified that the study will involve testing one prototype only.
9. The Committee sought clarification on the purpose of video recording within the study. The Researcher clarified that video recording will capture the game activity only and will not involve recording participants themselves.
10. The Committee asked what gains (data or commercial) the AI software developer may receive from the game being studied using their software. The Researcher advised that the research team is paying for the AI software service.

Summary of outstanding ethical issues

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

11. The Committee asked the Researcher to consider adding images of the game activity to the study documentation, including the study protocol and Participant Information Sheet (PIS). The Committee noted that visual examples may assist participants and caregivers to better understand what participation involves. 
12. The Committee emphasized that recruitment into the study should target a broad cross‑section of the community and should not rely on approaches that may single out children or families based on perceived nutritional practices, to avoid stigma, shame, or whakamā. 
13. The Committee requested that the Researcher submit to HDEC copies of all materials intended to be sent to schools/recruitment groups to inform them about the study (for example, emails, information sheets, or recruitment notices).
14. The Committee suggested that the Researcher consider alternative recruitment approaches if engagement through schools is not effective, noting that schools may not always review or disseminate study information. 
15. The Committee discussed the proposed exclusion of children with cognitive disabilities and asked the Researcher to consider whether exclusions could be assessed on a case‑by‑case basis rather than applied as a blanket criterion.
16. The Committee asked the Researcher to develop a clear safety plan outlining how potential signs or symptoms of eating disorders would be identified and managed should concerns arise during the study.  Eating disorders have significant morbidity and mortality to please also consider notifying the child’s general practitioner (GP) of their participation in the study. 
17. The Committee requested that the Researcher remove any remaining template or wording that is not applicable from the Data Management Plan (DMP). 
18. The Committee requested that the Researcher either explicitly describe any intended future research use of the data and obtain specific consent for this in the Participant Information Sheet and Consent Form (PIS/CF) or remove all references to future research from the DMP.


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

19. Please clearly state that study sessions will be audio recorded. Please clearly explain the purpose of the audio recording, noting that the recordings are intended to inform the research team’s understanding of how the game is used and to support further development, and that there are no right or wrong responses from participants. Please clarify what will happen if participants don’t agree to being recorded (i.e. they will be unable to join the study, or they may still be able to join even if they decline to being recorded). 
20. Please add screenshots of the game. 
21. Please clearly explain the use of artificial intelligence (AI) in plain language, for example by describing the AI agent as a non‑player character within the game. Please state that the AI component sends information overseas to a third party platform. 
22. In addition to the assent form, please provide a separate, straightforward information assent sheet written specifically for children. This document should clearly explain what the study is about in age‑appropriate, plain language to support children’s understanding and meaningful assent. The Committee advised adding images.  
23. Please include HDEC contact details, in line with the standard PIS template available on the HDEC website. 
24. Please make it clear that the workshop will not involve a large group of people and specify who will be present.
25. Please refrain from using the term “Māori‑friendly space”. The Committee noted that this wording may be unclear or ambiguous, and asked that, if such language is intended to convey that the environment is welcoming, comfortable, or culturally respectful, this should be explained in plain language.
26. Please state that data collected through the study will be used as part of a thesis. The Committee noted that this information is currently included in the consent form but not clearly or consistently stated in the PIS
27. Please clarify what is meant by the term “unexpected outputs”. 
28. The Committee suggested replacing the term ‘dyad’ with simpler language. 
29. Please provide clearer and more detailed information in the study documentation about what data will be collected and how it will be collected. Please include explicit description of data sources such as observation notes, game‑generated data, audio recordings.


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 Mrs Sophie Woodger and Ms Catherine Garvey. 
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	Ethics ref:  
	2026 EXP 24283

	 
	Title: 
	Assessment of the Application of a Deep Learning Algorithm in Hydroxychloroquine Retinopathy Screening

	 
	Principal Investigator: 
	Dr Aisling Naylor

	 
	Sponsor: 
	N/A

	 
	Clock Start date: 
	07 MAY 2026



Dr Aisling Naylor 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 asked for clarification on the total number of participants expected to be included over the five‑year period. The Researcher clarified that the study will involve approximately 100 participants with positive findings for retinopathy and between 100 and 200 participants without retinopathy.
2. The Committee asked whether the data is being kept locally and the Researcher confirmed it is. 
3. The Committee noted the participants will not be able to receive a copy of their results (as indicated in the submission form). The Researcher agreed that this was an error in the submission form. 
4. The Committee discussed the management of potentially detrimental findings arising from the use of AI, including whether such findings would be communicated back to participants. The Researcher clarified that any AI‑identified findings would be clinically reviewed against the participant’s existing diagnosis, and that, where appropriate, an enhanced follow‑up pathway could be implemented (for example, increasing screening frequency from annual to six‑monthly).
5. The Committee acknowledged that the waiver request was for audit purposes.  

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
6. The Committee requested that the Researcher review the Data Management Plan (DMP) and ensure that all required information is included in accordance with the HDEC DMP requirements and template (found on the HDEC website). 




Decision 

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

· Please address all outstanding ethical issues raised by the Committee.
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	Ethics ref:  
	2026 FULL 25585

	 
	Title: 
	A Phase 1 First-in-Human, Open-Label Study Evaluating Safety, Pharmacokinetics, and Efficacy of ABBV-901 as a Monotherapy and in Combination with Bevacizumab in Adult Subjects with Ovarian Cancer

	 
	Principal Investigator: 
	Dr Michelle Wilson

	 
	Sponsor: 
	Abbvie Inc

	 
	Clock start date: 
	07 MAY 2026



Dr Michelle Wilson and Dr Hassendrini Peiris 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 asked whether participants could move from the monotherapy arm to the Bevacizumab arm during the study. The Researcher clarified that participants are allocated to one cohort or the other at enrolment and cannot move between arms. 
2. The Committee noted a reference to a Kaupapa Māori methodology in the HDEC submission form. The Researcher clarified that this was a typographical error and confirmed that the study does not use a Kaupapa Māori methodology.
3. The Committee confirmed whether questionnaires were included as part of the study. The Researcher clarified that there are no questionnaires involved.
4. The Committee asked whether there is a separate database for the storage of research data. The Researcher clarified that while some clinical information is retained within participants’ clinical records, any research data that is extracted and used for study purposes is de‑identified and stored separately. 
5. The Committee queried whether pregnancy testing every 21 days was necessary for all participants and noted that this requirement may be triggering for some participants. The Researcher clarified that only a small subset of participants would be able to become pregnant, and that pregnancy testing applies specifically to these participants as a safety measure while receiving the study treatment. The Researcher further advised that this would be discussed sensitively during the consent process and that the research team would maintain awareness of the potential impact on participants.
6. The Committee asked whether the cost of contraception required for study participation would be covered. The Researcher clarified that participants would be able to claim contraception‑related costs back from the study sponsor. 
7. The Committee sought confirmation that participants can withdraw from the study and withdraw their data if they wish. The Researcher clarified that participants may withdraw from the study at any time and may also withdraw their data.
8. The Committee reminded the Researcher that the study must not be terminated for commercial reasons. 

Summary of outstanding ethical issues

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

9. The Committee encouraged the Researchers to provide access to the study treatment after the conclusion of the study if participants are benefiting (for example, through compassionate access or other post‑trial arrangements). The Committee noted the Sponsor’s intention at 8.4 of the Protocol to aim to ensure uninterrupted access to study treatment. 
10. The Committee requested that where an International Non‑proprietary Name (INN) is available for a study medicine, this be used consistently throughout all study documentation. 
11. The Committee requested that the Researcher consider licensure of the study medicine in New Zealand if the drug is proven to be effective.
12. The Committee queried the inclusion of the full Datasheet or SmPC for Bevacizumab and requested that it be appropriately shortened. 

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

13.  Please ensure that the references are to ‘medicines’ and not ‘drug’. 
14. Please move the study medicine administration from the “Samples” section to a more appropriate section. 
15. Please consider rephrasing the wording “after your disease worsens” to ensure the language is clear yet sensitive. The Committee felt the current wording was too blunt and suggested something like “if you have stopped the study because your disease has worsened’.  
16. Please explore options for egg cryopreservation, including whether any funded pathways are available. Where no funded options exist, please clearly state this. 
17. Please clarify the reimbursement process, including the amounts to be provided, and ensure that participants are not required to collect or submit receipts. 
18. Please clearly clarify which genetic testing is compulsory and which, if any, is optional, and ensure this distinction is explicitly described.
19. Please clarify which notifiable diseases are being tested for as part of the study, why e.g live dysfunction and when.  
20. Please clearly clarify which biopsies participants are required to agree to as part of the study, and whether any biopsies are optional
21. Please clarify the exclusion of live viral vaccines, as this is mentioned in the protocol but is not included in the PSDF, including which vaccines are excluded, the rationale for their exclusion and how live viral vaccines that may be required in emergencies e.g Measles outbreaks would be addressed
22. Please consider whether some items currently described as “side effects” would be more appropriately classified and described as “adverse events”.
23. Please amend the schedule of activities to include clear tick boxes indicating when medicine administration will occur, so that participants can easily understand the timing and frequency of study treatment.
24. The Committee advised that contraception information should be presented consistently, regardless of which medicine is administered. The Committee noted that the current presentation differs between medicines.
25. Please clarify what is meant by “photos”, including whether this refers to medical imaging (such as X‑rays or other scans) or to actual photographic images.
26. The Committee queried the companion diagnostic (CDx) development and felt that this should be optional and not mandatory. Please review the wording in the CDx paragraph for clarity.  

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).
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	Ethics ref:  
	2026 FULL 25321

	 
	Title: 
	A Phase 2, Randomized, Double-Blind, Placebo-Controlled Trial to Evaluate the Efficacy, Safety, and Tolerability of CRD-4730 in Patients with Heart Failure with Reduced Ejection Fraction (HFREF)

	 
	Principal Investigator: 
	Professor Richard Troughton

	 
	Sponsor: 
	Cardurion Pharmaceuticals Inc

	 
	Clock Start Date: 
	07 May 2026



Professor Richard Troughton, Steph Rose and Alieke Dierckx were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee noted the inclusion of MHA approvals, FDA advice, a clarification on funding, the IDMC Charter and the template letter for GP notification from the UK. The Committee expressed their gratitude for these documents. 
2. The Committee asked why people with blood‑borne viruses are excluded under the protocol. The Researcher clarified that this exclusion is based on safety considerations, specifically potential interactions between the study treatment and the medicines being taken for the blood-borne viruses.
3. The Committee asked why a pre‑screening process with separate consent is used rather than a single screening process. The Researcher clarified that pre‑screening is intended to limit unnecessary burden on participants by assessing basic eligibility before undertaking the full inclusion and exclusion criteria. The Researcher further noted that, in practice, the pre‑screening process may not be used at all study sites. 
4. The Committee queried the rationale for excluding participants aged over 85 years. The Researcher clarified that individuals in this age group with heart failure are not usually suitable for inclusion due to the higher likelihood of multiple comorbidities.
5. The Committee requested that the Researcher clarify the rationale for retaining blood samples for 15 years after the conclusion of the study. The Researcher clarified that this is for safety reasons. 

Summary of outstanding ethical issues

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

6. The Committee requested that the Researcher consider licensure of the study medicine in New Zealand if the medicine is proven to be effective. 
7. The Committee requested that the Researcher consider whether the insurance value provided for the study is adequate and, if appropriate, explore increasing the level of insurance cover.
8. The Committee requested that where an International Non‑proprietary Name (INN) is available for a study medicine, this be used consistently throughout all study documentation. 
9. The Committee requested that the Researcher ensure consistency between the protocol and the Participant Information Sheet (PIS) regarding the exclusion of participants with blood‑borne viruses and why they are excluded.
10. The Committee requested that the Researcher explain the rationale for the reimbursement provider requiring full personal identification details, including passport details, from participants and clarify whether participants can use an alternative method of receiving reimbursement. 
11. The Committee requested clarification on whether there is any charge to participants if reimbursement comes from overseas financial institutions and ensure this charge does not need to be covered by the participant. 
12. The Committee requested that the Researchers ensure participants do not need to collate receipts to reimbursed. 
13. The Committee requested that the Researcher clarify whether the child‑proof packaging has been usability‑tested with adults who have mobility or dexterity impairments as may be likely in this population.  
14. The Committee requested that the Researcher update the GP letter to clearly state whether any action is being requested of the GP, (i.e to let the Research team know if a new medication will be initiated for the participant) so that it can be appropriately flagged within the general practice records.
15. The Committee requested that the Researcher clarify whether New Zealand study sites will be participating in pharmacokinetic (PK) sampling. The Committee further requested that, if PK sampling will not be undertaken at NZ sites, all references to PK sampling be removed from the Participant Information Sheet and Consent Form (PIS/CF) to avoid confusion
16. The Committee requested that the Researcher ensure consistency in the stated timeframe for data storage, noting that the application currently refers to data being retained for “at least 25 years” in some places and “up to 25 years” in others. 
17. The Committee noted that the submission stated that questionnaires would not be reviewed by investigators due to study. The Researcher clarified that investigators interact with participants regularly and will monitor for any concerns during these interactions, with appropriate referral where required, and that the questionnaires for study purposes only and not clinically validated tools for screening for mental health concerns. The Committee acknowledged this explanation but considered that, where participant‑reported data relating to wellbeing or similar domains are collected, the Researcher retains a duty of care to review this data. The Committee therefore requested that the Researcher develop and document a clear safety plan outlining that study sites will review participant‑reported questionnaire data in a timely manner consistent with blinding, and details how any concerning responses will be identified, escalated, and acted upon.
18. The Committee requested that the Researcher update the Data Management Plan (DMP) to clearly specify the secure data platform being used, including where the servers are located (for example, country or region of data hosting). 

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

19. Please explain the rationale for the increased monitoring of haematology, particularly if this is for concerns about haematology changes in dogs to ensure participant transparency. 
20. Please remove references to everyday measures such as teaspoons, cups, or similar comparisons when describing blood volumes
21. Please remove references to United States law and/or add relevant NZ references.
22. Please include clear participant instructions for the wearable patch, specifically addressing whether the patch may be worn while bathing or showering, and what participants should do if the patch becomes loose or falls off. 
23. Please consider whether some items currently described as “side effects” would be more appropriately classified and described as “adverse events”.
24. Please remove the term “birth control”, noting that contraception is already referenced. The Committee further requested that, where contraception is mentioned, New Zealand‑specific brand names be included to improve clarity and participant understanding
25. Please add a clear statement addressing developmental and reproductive toxicity, and including fertility studies noting that there is evidence from animal studies, and explaining the limitations i.e. that although EFD studies have been conducted, fertility studies have not. 
26. Please consider whether written information could be provided to clearly define the exclusionary criteria for the study, to support participant understanding of eligibility and non‑eligibility. 
27. Please consider removing any reference to the Medpace Concierge service from the participant materials if this service is not available in New Zealand.
28. Please disclose whether any karakia is available at the time of tissue destruction. 

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 Anne Phillips and Dr Andrea Forde. 






























General business

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

	Meeting date:
	16 June 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 16:45. 
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