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Welcome
 
The Chair opened the meeting at 11:00 and welcomed Committee members, noting that apologies had been received from Cody Yerkovich.

The Chair invited a Committee Member to give the opening karakia.

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 Tuesday 04 November 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 FULL 23968     

	 
	Title: 
	Enhancing Primary Care Access: A TelehealthSupported School Nursing Service

	 
	Principal Investigator: 
	Dr Sarah Williams

	 
	Sponsor: 
	Auckland University of Technology

	 
	Clock Start Date: 
	20 November 2025



Dr Sarah Williams and Te Wai Barbarich-Unasa 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 clarification on whether there are any nurse led visits in the school currently. The Researcher clarified that rural communities are not receiving the services they should be. 
2. The Committee requested clarification on how the funding will work for the study. The Researcher clarified that it will be from  University research funds. After the study further arrangements for health-at-school will be determined between the school and the  participating practice. There are conversations around funding if the study provides evidence that  the service is valuable to participants. 

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 an update to the Data Management Plan to include the data the practice captures about the child appointments and any meta-analysis.  For parents and caregivers, please distinguish between what data the practice has about their child and what data will be utilised by the Researchers for study purposes.  
4. The Committee suggested the Researchers contact the Research Lead at Counties Manukau TWO to notify them of the study  and ask if  they should be on board as the official Localities. 
5. The Committee noted that in keeping with Kaupapa methodology, the sharing of findings with the participating school, health provider, whanau and community stakeholders would be an expectation rather than a ‘where appropriate’. 
6. The Committee recommended the Researchers consider Koha from both a Kaupapa Māori and non-Māori perspective. 
7. The Committee suggested the Researcher consider appropriate recognition for the children (useful to consult the school on what they would consider appropriate). The Committee noted that providing kai is a great way to thank the school for participation. 
8. The Committee noted that 90 minutes for an interview may be too long, especially for children. Please consider adjusting. 
9. The Committee requested the Researchers consider providing reimbursement for childcare if required by the parents/guardians. 

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

10. Please clarify in the parents’ PIS all of the recipients of their child’s data, whether that’s Research data or provision of service data. 
11. Please make it explicitly clear in the parents PIS that if a child goes to see the nurse, that means they’re temporarily enrolled as a patient with the  participating practice. 
12. Please update the consent form as GP notification should be mandated if there is clinical concern (remove any optional tick box). 
13. The Committee noted the Researcher cannot agree to confidentiality of information if interviews are in a group hui. Please distinguish between the participants’ expectations, rights and risks for individual interviews vs group huis.  
14. Please update the parent/guardian PIS to include confidentiality of the parent/guardian (rather than just children). 
15. Please ensure the implication of withdrawing data from a group settings vs an individual setting is clear (as it is more complex to extricate data from a group setting).  
16. Please make the PIS broader if additional stakeholders are to be included (such as iwi). 
17. Please update the assent form to add a time frame for when Researchers will check in with participants (e.g. tomorrow, later in the day). 

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 John Pearson and Dr Joy Panoho. 






	2  
	Ethics ref:  
	2025 FULL 24322

	 
	Title: 
	224295: eValuating the efficacy and safety of InitiatinG depemokImab earLy therApy iN COPD with Type 2 inflammation (VIGILANT)

	 
	Principal Investigator: 
	Dr Timothy Humphrey

	 
	Sponsor: 
	GlaxoSmithKline Research & Development Limited

	 
	Clock Start Date: 
	20 November 2025



Dr Timothy Humphrey and Charlene Botha 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 Chris Hazlewood declared a potential conflict of interest and the Committee decided Chris could remain present during the discussion but not contribute to the decision.  


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 confirmation that the imaging sub-study will not occur in New Zealand. The Researcher clarified that this is the case. 

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 on how the machine learning (ML) component of the study will work. Please effectively communicate this to the participants. 
3. The Committee requested clarification on why the study manager will be unblinded. Please update if appropriate.

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

4. Please remove reference to “gross” travel reimbursement as travel reimbursement is not subject to withholding tax. 
5. Please re-order the compensation section to put the paragraph about tax under the stipend paragraph (not the travel one).  
6. Please add any risks that the participant should be aware of e.g. vascular inflammation, type III hypersensitivity, and consider adding the risks associated with ionising radiation. Any risk mitigations should be outlined as per protocol.  
7. Please remove any unnecessary repetition e.g. in the physical examination section. 
8. Please review the “data” section and remove information which does not pertain to New Zealand. Please use New Zealand approved wording which distinguishes identifiable and coded data. 
9. Please update the consent form to add a statement about the collection of data for future unrelated research (coded data). 

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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. Kate O’Connor and Dr Sharon Kletchko.  







	3  
	Ethics ref:  
	2025 FULL 20617

	 
	Title: 
	Managing paediatric asthma with novel lung MRI

	 
	Principal Investigator: 
	Dr Ho-Fung Chan

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	20 November 2025



Dr Ho-Fung Chan was present via videoconference for discussion of this application.

Potential conflicts of interest

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

Dr Amy Chan declared a potential conflict of interest and the Committee decided to leave the meeting while discussions were taking place. 


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 clarification on  how participants will be recruited for the study. The Researcher clarified this will be open recruitment (via advertisements etc) but also clinicians will invite participants.
2. The Committee requested clarification on whether there is an artificial intelligence (AI) component to help with reading the MRI images. The Researcher clarified there is not and that the images will be read by a radiologist. 

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 the Researchers consider updating the study title as they believe it could currently over-promise a benefit to families (as it currently does not involve “managing“ paediatric asthma). More suitable terminology would be “observing”/” monitoring” etc. 
4. The Committee requested that the protocol be revised to provide additional detail on the study objectives and primary outcomes. Please also clarify how these objectives will translate into real-world benefits for children with asthma and contribute to long-term public health outcomes.
5. Further to the previous point, the Committee has requested that the protocol include specific details on how the study analysis will be conducted, such as which data points will be utilised and the rationale for the chosen sample size based on statistical power calculations. The Committee also recommended consulting a biostatistician.
6. The Committee asked whether differing asthma management strategies among children could influence study outcomes and whether medication diaries will be used.
7. The Committee requested the protocol be updated to add a section specific to inclusion/exclusion criteria.
8. The Committee requested clarification on whether participants from the previous study consented to future research and therefore whether it’s appropriate to use their data for comparison to this study (as proposed in the submission). 
9. The Committee suggested consideration for whether the advertisement graphic is appropriate for young children. The Committee suggested something more cartoon-based and less anatomical. 
10. The Committee suggested the Researcher consider whether the age range of participants should be narrowed, as it will be difficult for young children to remain still for a 30-minute MRI. 
11. The Committee requested the Researchers provide an acknowledgement of the children’s time for study participation (e.g.  an activity book or a water bottle). 
12. The Committee requested the Researcher take a child-centred approach to study design (rather than the parent). 
13. Please submit the participant video for HDEC review. 

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

14. Please create two separate paediatric PIS: one for younger children and one for older children. See HDEC template for guidance. The Committee noted that the current PIS is more appropriate for older children. The PIS for older children should explain what Research is and why their participation is valuable. 
15. Please ensure paediatric PIS’s explicitly state that the study is about asthma. 
16. Please ensure the paediatric PIS’s explain what study participation will involve (at least two visits with potential for a third visit). 
17. Please ensure the paediatric PIS’s express the ability for participants to refuse study participation (or withdraw from the study), earlier in the document. 
18. Please update the assent form as instructions state to circle “yes/no” but there is not a “no” option. 
19. Please ensure the audience of the parent PIS is addressed appropriately (as this form will be used to consent adults but also to re-consent children who turn 16 over the course of the study).

Decision 


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Kate O’Connor and Dr John Pearson. 






















































	4  
	Ethics ref:  
	2025 FULL 21415

	 
	Title: 
	Hapai: immunotherapy closer to home

	 
	Principal Investigator: 
	Dr Helen Wihongi

	 
	Sponsor: 
	N/A

	 
	Clock Start Date: 
	20 November 2025



Dr Helen Wihongi and Laird Cameron 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 Joy Panoho declared a potential conflict of interest and the Committee agreed that Joy would remain present during the discussion but would not participate in the decision-making.  


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 clarification on why study inclusion is restricted to individuals who previously participated in the Optimise study and whether this could bias the study population. The researcher explained that participants are unlikely to consent to this study if they did not consent to Optimise and emphasised the importance of maintaining consistent relationships between investigators and participants across studies.
2. The Committee asked who would administer the questionnaire to the child. The researcher confirmed it will be conducted by a Māori nurse in a quiet, separate space, with the whānau member present.
3. The Committee requested details on how the infusion environment is adapted for immunotherapy (and to maintain sterility), noting that sites are resourced for infusions only every two weeks and asked about precautions during transitions. The researcher confirmed the setting follows the centres’ clinical health and safety policies, rooms will be prepared specifically for immunotherapy, cancer services will support robust systems, and equipment (e.g., infusion machine) will be provided by the hospital. A separate waiting area will be available, and the Hapai clinical guideline was developed in consultation with multiple authors.

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 protocol be revised to remove any reference to a ‘registry’ as an outcome of the study, suggesting that ‘database’ would be a more appropriate term
5. The Committee requested that the protocol be updated to include information on tamariki. While a Participant Information Sheet (PIS) and assent form have been provided, no additional details are included in the protocol or submission. Please clarify that assent is applicable for individuals aged 15 and under, and consent is collected for individuals aged 16 and over. 
6. The Committee requested that the researchers uphold a duty of care and establish a plan to support tamariki who become distressed. Such distress may be identified during conversations with the nurse or through the questionnaire, which includes a question addressing the tamariki’s wellbeing

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

7. Please update the main Participant Information Sheet (PIS) to explain how the Optimise and Hapai studies align and indicate the stage of the participant’s journey. Additionally, clarify that data will be shared between the two studies; the Committee suggested including a diagram to illustrate this
8. Please revise the assent form to reflect that assent applies only to individuals aged 15 and under, rather than 18 as stated. In New Zealand, the age for providing informed consent for research is 16.
9. Please clarify in the assent form what exactly the Researchers are asking the tamariki to do. 
10. Please update the assent form to add a statement about the proposed safety plan (if Tamariki becomes distressed). Please clarify if the questions in the questionnaire are upsetting, action will be taken accordingly. 
11. Please clarify in the main PIS that data storage at the University of Auckland refers to research data only, and not to participants’ clinical data. Please distinguish collection, access, storage and destruction of identifiable and coded study data and data that is linked to other data sources including national collections and cancer databases over the study lifecycle. 
12. Please clarify in the main PIS how the transition process to the clinic was implemented.
13. Please amend the wording in the main PIS to clarify that participants meet inclusion criteria if they have not had any serious side effects from 5 cycles of treatment (currently just states any side effects). 
14. Please ensure the main Participant Information Sheet uses consistent terminology, as it currently alternates between statements such as “you will” and “I understand”. 
15. Please add a “what if something goes wrong” section and include a compensation statement regarding ACC. See the HDEC template. 
16. Please add appropriate contact details (e.g. HDEC, commissioner, cultural advocacy). See the HDEC template.
17. Please make it explicitly clear what koha is provided (is it for infusion appointments as well as interviews). Please consider providing koha for infusion appointments. 
18. Please update the consent form to require a verifiable signature from the participant.
19. Please update the consent form to capture additional consent statements (that are provided as information early on in the PIS). 
20. Please update the hui and interview information sheet to explain what happens to the recordings in terms of data management as voice is an identifiable biometric. If recordings will be deleted, please state this. The Committee noted that transcripts are useful as a primary data source to maintain privacy.  

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Kate O’Connor, Dr Cheng Kai Jin. 

























	5  
	Ethics ref:  
	2025 FULL 24140

	 
	Title: 
	Bile acid sequestrant therapy in chronic diarrhoea

	 
	Principal Investigator: 
	Dr Simone Bayer

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	20 November 2025



Dr Simone Bayer 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 John Pearson declared a potential conflict of interest, and the Committee decided that John would leave the room and not participate in 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 noted that if Cholestyramine resolves the participant’s diarrhoea, the participant will be symptom-free while having a confirmed diagnosis.
2. The Committee noted that participants can titrate their dose at their discretion and asked whether this is scientifically acceptable. The researcher explained that it is viable because some individuals tolerate the medication better than others, so doctors advise gradually titrating the dose over time according to their symptoms. If there is no effect after two weeks, participants should discontinue use.
3. The Committee requested confirmation that participants’ general practitioners (GPs) will be notified of their involvement in the study and that GPs may continue prescribing Cholestyramine after the study concludes if it proves beneficial and the participant requests it, despite the Committee noting that the BAM report may take up to a year. The researcher confirmed this is the case and explained that the report timeframe reflects the duration of recruitment.
4. The Committee requested clarification on why the researcher stated in the submission that there are no known Māori researchers while also referencing a specific individual in the protocol. The researcher explained that this individual is not a bowel specialist and is not a collaborator on this study. 
5. The Committee suggested that the researchers consider increasing the koha amount. The researcher explained that no additional funding is available to support this but understand that the burden of prescription charges should be not be placed on study participants.  
6. The Committee requested clarification on whether any additional information would be accessed from participants’ health records or the scope report. The researcher confirmed that this information will not be accessed as part 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.

7. The Committee noted that health care data cannot be used to identify potential participants for recruitment into research unless a waiver of consent is sought – see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraphs 7.46 – 7.48a. Please re-address recruitment in the HDEC submission.  
8. The Committee required the Research team to waive prescription charges for participants. 
9. The Committee requested the Researchers consider changing the provided petrol voucher in consideration for participants who do not drive. Please consider offering a choice of petrol vouchers or grocery vouchers. 
10. The Committee requested the submission documentation is explicitly clear on how different sources of information are captured (digitally in Redcap, paper etc). Please clarify which members of the research team have access to what. Please ensure the data management plan (DMP) accounts for all data over the entire study lifecycle. 
11. The Committee requested the advertising poster be updated to replace reference to University of Otago approving the ethical aspects of the study with HDEC. 

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

12. Please clarify the length of time for the bowel habit diary as the Committee felt it was not clear. 
13. Please consider adding an easy-to-read figure/table for the visit schedule and actions required from participants e.g. when are the blood samples. 
14. Please update the protocol to include the exclusion criterion of having taken antibiotics within the past four weeks (or update the protocol if this is incorrect). 
15. Please remove reference to teaspoons as a comparator for blood volume. 
16. Please make it explicitly clear that participants are consenting to take a section 29 medication (unapproved medicine). 
17. Please include intestinal obstruction as a listed side effect and risk. 

Decision 


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Amy Chan and Dr Joy Panoho. 
















































	6  
	Ethics ref:  
	2025 FULL 23505

	 
	Title: 
	Nasal airflow in post-operative patients (CIA-358)

	 
	Principal Investigator: 
	Dr Christopher Hands

	 
	Sponsor: 
	Fisher & Paykel Healthcare

	 
	Clock Start Date: 
	20 November 2025



Dr Christopher Hands, Kelly Gordon and Isabella Lavas 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 confirmation that the study relates to a software modification and not any modification to the mask or interface. The Researcher confirmed this is correct and it is exclusively a software change. 
2. The Committee requested clarification on how easy it is to switch from one flow rate to another. The Researcher clarified it’s simply using two different buttons on the machine to change timing and rate. 
3. The Committee asked how much time participants would have before surgery to decide whether to consent to the study. The Researcher explained that participants would receive information during a clinical appointment when the surgery plan is made. The minimum time before surgery is three days, but most commonly seven to ten days. Consent is obtained on the day of surgery. 
4. The Committee asked who is responsible for evaluating the EEG results and whether this evaluation occurs in real time. The Researcher explained that the analysis will not be conducted in real time; instead, it will be reviewed by a specialist neurologist with expertise in neurophysiology.

Summary of outstanding ethical issues

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

5. The Committee noted that the study documentation is inconsistent regarding participants’ rights to access results and asked the Researchers what information would be available under the Privacy Code. The Researcher explained that, to protect intellectual property, specific raw data would not be provided; however, participants could receive a summary of what occurred and the findings, in accordance with the Privacy Code. Please clarify in both the protocol and the Participant Information Sheet what information can be provided to participants if they request it.
6. The Committee requested the protocol be updated to add “prior nasal surgery” to the list of exclusionary criteria (per the Researchers confirmation that this would be an exclusionary criterion). 

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

7. Please confirm whether Fisher & Paykel Healthcare have agreed to provide compensation in line with the Medicines New Zealand Guidelines, as referenced in the Participant Information Sheet. The statement on compensation should be revised as Fisher & Paykel Healthcare operate in the medical devices sector, not medicines.
8. Please work with Māori partners (potentially as part of the consultation process) to ensure data sharing is restricted to data rights holders only (e.g., individuals who participated or provided consultation). Update the Māori data sovereignty section to reflect this requirement.
9. Please revise the consent form to state that notifying a participant’s General Practitioner must be mandatory if the identified issue is clinically actionable.

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).



















	7  
	Ethics ref:  
	2025 FULL 22781

	 
	Title: 
	STIR LC - A clinical trial to look at STIR-101 in the treatment of Long Covid

	 
	Principal Investigator: 
	Dr Tori Middlemiss

	 
	Sponsor: 
	STIR Pharma Ltd

	 
	Clock Start Date: 
	20 November 2025



Dr Tori Middlemiss, Iona Weir, Tony Mann, Kshemina Mhaskar and Cherly Gloverwere 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 clarification on whether the study medicine is an approved medicine, noting that the Researcher selected the option “An approved medicine being used for a new indication or through a new mode of administration” on the HDEC submission form. The Researcher stated that the study medication is not approved anywhere in the world for any indication in any other form. 
2. The Committee requested confirmation that a submission has been made to SCOTT. The Researcher clarified it has. 
3. The Committee requested clarification on the risks of discontinuing immune suppressants and whether requiring participants to stop this medication for study participation would be unethical. The Researcher confirmed that participants would not be expected to discontinue immune suppressants; if they need to start such medication during the study, they will be withdrawn from participation. Researchers review each participant’s medical history prior to enrolment.
4. The Committee asked what constitutes a ‘strong clinical suspicion’ of SARS-CoV-2 infection under the inclusion criteria in the protocol and whether the Research team will have access to positive rapid antigen test (RAT) results reported through the hospital. The Researcher explained they will likely rely on self-reported positive RAT results and will review potential participants’ medical history, considering other factors that could indicate COVID-19 infection, such as being a household contact of a confirmed case.
5. The Committee asked whether there is any formal screening for COVID-19 prior to enrolment, noting that active infection is an exclusion criterion. The Committee also queried whether enrolling a participant with an active COVID-19 infection could have negative consequences. The Researcher explained that there is no formal screening; however, if a participant is symptomatic or there are other indications of infection (e.g., household contact with a confirmed case), this would be investigated before enrolment. The Researcher further clarified that enrolment with active infection would not negatively impact the study.
6. The Committee requested clarification on the circumstances under which the Sponsor can direct data sharing from New Zealand laboratories, as outlined in the Data Management Plan (DMP). The Sponsor explained that if a health issue is identified, they may initiate a discussion between the participant and their healthcare provider.
7. The Committee requested clarification on the Researcher’s Māori consultation process. The Researcher explained that the consultant reviews and provides feedback on study documentation and is available for participants to contact if needed, with contact details included in the Participant Information Sheet. In future the endorsement should be provided to HDEC. 

Summary of outstanding ethical issues

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

8. The Committee requested the DMP be updated to specify where the data will be held with regards to sending data overseas. Please clarify that applicable  privacy jurisdiction will be  New Zealand, in accordance with its  privacy regulations. 
9. The Committee requested the protocol is clear on how participants will be informed of adverse events and sequential consequences, and how study results can be requested by participants.  

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

10. Please be explicitly clear that the investigational medicine is not an approved drug anywhere in the world, for any indication (not just long COVID), including New Zealand. This clarification is essential to support informed consent.
11. Please clarify that any significant findings will be communicated to participants (not just those that effect participant’s willingness to participate as suggested in the HDEC submission form). 
12. Please ensure the Participant Information Sheet (PIS) clearly explains what will be measured as study outcomes (e.g., breathlessness and fatigue) so participants—who may experience a range of long COVID-19 symptoms—can manage their expectations. The Committee also suggested that the Researchers consider revising the study title.
13. Please clarify that participants who take steroids or immunosuppressants are not eligible to participate in the study. 
14. Please ensure the Participant Information Sheet (PIS) clearly states that notification of participation and of any significant clinical findings to a participant’s general practitioner (GP) is required for study participation, as outlined in the consent form.
15. Please use gender neutral language throughout the document. 

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).













































	8  
	Ethics ref:  
	2025 FULL 23988

	 
	Title: 
	EIK1005-002: A clinical research study evaluating EIK1005, a Werner Syndrome helicase inhibitor, as monotherapy and in combination with pembrolizumab in participants with advanced solid tumors

	 
	Principal Investigator: 
	Dr Jane So

	 
	Sponsor: 
	Eikon Therapeutics, Inc

	 
	Clock Start Date: 
	20 November 2025



Mrs Ruta Padalkar, Brittany (unknown surname) and Dr Jane So 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 clarification on how participation in the study will ensure that individuals are not placed in a worse position compared to non-participation. The Researcher explained that for Part 1A participants, who receive monotherapy only, all standard treatment options have been exhausted. The Researcher also clarified that the Participant Information Sheet states participants entering Part 2 may forgo standard-of-care treatment, but a “rescue” option with pembrolizumab is available in case of disease progression.
2. The Committee requested clarification that there will be a Māori support contact provided for participants. They Researcher clarified there would be and it will be added at the time of localisation. The Researchers will request Māori consultation after HDEC have approved the study. 
3. The Committee requested clarification on whether participants will be reminded of the expectations around study participation (e.g. sun exposure, dietary requirements) outside of just reading the participant information sheet. The Researcher clarified that they would remind participants of this expectation. The medication label will also remind participants of these expectations. 

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
4. Please revise the wording, as the Committee considers the term ‘rescue’ treatment to be misleading and potentially creating unrealistic expectations. The language should be adjusted to manage participant expectations appropriately.
5. Please add a simplified schema appropriate for lay participants (based on figure 1 of the protocol). The Committee suggested a flow chart with the different study parts. 

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:  
	2025 FULL 24166

	 
	Title: 
	PYC-003-CL-001: A Phase 1 study of PYC-003 in polycystic kidney disease

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	PYC Therapeutics

	 
	Clock Start Date: 
	20 November 2025



Dr Paul Hamilton, Charlene Botha, Jessica Stevenson, Vanessa Neve, Paula Cunningham and Anja Stirnweiss 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 will first consent only for screening or for both screening and the main study altogether. The Researcher confirmed that participants will consent for the entire study but participants are required to complete all the screening procedures first. If participants do not proceed with all screening activities they will exit the study. 
2. The Committee asked whether Researchers would need to collect a new sample if archival samples are available. The Researcher confirmed that if archival samples exist, new ones will not be required.

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 an up-to-date indemnity certificate be provided for the coordinating investigator (CI). 
4. The Committee requested that someone other than the nephrologist obtain participant consent to avoid any potential conflict of interest, given the Researcher indicated that study recruitment and referrals will come from the nephrologists’ current patient pool and existing patient database.
5. The Committee requested that the advertising material be revised to use clear, lay language.
6. The Committee requested the Researchers view the data management plan and clarify how long source documents will be retained (15 years or 3 years). 

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

7. Please correct the templated information around travel reimbursement. 
8. Please update the pre-screening information sheet so the data section is appropriate for the New Zealand version of data privacy and confidentiality around identifiable and coded data. 
9. Please review the warning in the pre-screening information sheet regarding genetic results and the potential impact on access to life or health insurance. Consider consulting an insurance advisor or legal counsel, and update the wording if necessary to ensure it is accurate and not unnecessarily alarming.
10. Please update the pre-screening PIS/CF to include the data privacy section (including the table) from the main PIS/CF. 
11. Please update the main PIS/CF to finalise the black box warning. 
12. Please update the main Participant Information Sheet (PIS) and Consent Form (CF) to clearly distinguish which screening activities the participant is consenting to, compared to those covered in the pre-screening consent form.
13. Please ensure formatting of the document is appropriate. 
14. Please revise any contradictory language in the documents. For example, it currently states that participants will not be paid, yet also refers to reimbursement and a stipend. Ensure the wording is consistent and clear.
15. Please clarify where the central laboratory is that samples will be sent to.  
16. Please include exclusion criteria: no weight lifting for 28 hours and no alcohol

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Amy Chan and Ms Kat O’Connor. 
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	Ethics ref:  
	2025 FULL 23526

	 
	Title: 
	Economic and Psychosocial Impact of Caring for Families Affected by Visual Impairment (EPIC-Vision)

	 
	Principal Investigator: 
	Associate Professor Andrea Vincent

	 
	Sponsor: 
	GenIMPACT - Macquarie University

	 
	Clock Start Date: 
	20 November 2025



Associate Professor Andrea Vincen, Natalie Hart, Deborah Schofield and Repdnra Shrestha 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 why, given the study has been underway for some time, New Zealand was chosen and why now. The researcher explained that they are collating data on the economic and psychosocial impact of visual impairment to assess the economic benefit of genome sequencing, which could benefit individuals in New Zealand.
2. The Committee asked whether participant data will be linked to health data in a similar way to Australia, or whether this will be likely in future. The Researcher clarified it will not be. 
3. The Committee asked whether the researchers had consulted disability, blind, and vision loss communities regarding this study. The researcher confirmed that these communities, including Retina New Zealand have been consulted
4. The Committee noted that Māori consultation will occur with locality processes. The Researcher clarified they’re also meeting with Iwi united enterprises (formally known as Iwi United Enterprises Ltd).
5. The Committee requested clarification whether any compensation or reimbursement will be offered for study participation. The Researcher clarified they will add koha for participants.  
6. The Committee requested confirmation that the data captured in Redcap will not be identifiable, and that no identifiable data will leave New Zealand. The Researcher confirmed this is the case and the coordinating investigator will maintain a master log of participant names to unique identifiers. 

Summary of outstanding ethical issues

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

7. The Committee clarified that if a researcher holds a fellowship through the University of Auckland, the Human Ethics Office must sign off as the sponsor. The researcher should also complete the locality authorisation process, as participants are recruited through Te Whatu Ora. The HDEC submission should be updated accordingly.
8. The Committee suggested further consultation with the blind and vision loss communities, given the questions in the questionnaire could be interpreted as intrusive/ highly sensitive. 
9. The Committee noted that referring participants to Lifeline is not an adequate safety plan for those who may become distressed by the study questionnaires. Please provide a more comprehensive safety plan outlining how general distress will be managed, given the researcher indicated that Lifeline referral is intended only for reports of self-harm
10. Please ensure there is clear documentation regarding consent and assent intentions in accordance with legal requirements. Please note no adult can consent on behalf of another adult for release of health information unless appointed as a welfare guardian. The committee noted that if someone (e.g., a parent) completes questionnaires on behalf of a child, this must be done in conjunction with obtaining the child’s assent. Please update participant information sheets / consent forms where applicable. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7. 
11. Please revise the data management plan to reference applicable New Zealand privacy laws and add any institutional data standards.
12. Please correct references to district health boards as these are no longer legal entities.   
13. The Committee requested the protocol be updated to provide information about the statistical analysis plan and how the target sample population size was decided. 

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

14. Please consider providing study information in alternative formats to accommodate participants with visual impairments. This is important to demonstrate that consent was fully informed. Interviewers should also have experience in communicating with individuals with low vision
15. Please alert participants to the fact there are confronting questions in the questionnaire. 

Decision 


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
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 Christopher Hazlewood and Mrs Lydia Wadsworth. 


General business


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

	Meeting date:
	Tuesday 03 February 2026

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· Ms Kate O’Connor

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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business

The Chair invited a Committee member to give the closing karakia.

The meeting closed at 17:15. 
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