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	Professor Winston Byblow
	Ms Alice McCarthy, Dr John Pearson
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	Dr Gergely Toldi
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	Ms. Kate O'Connor, Dr Cheng Kai Jin
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	13:30pm – 14:00pm
	2025 FULL 23376
	A Study to Assess the Efficacy, Safety, and Tolerability of IMVT-1402 in Patients With Graves' Disease 
	Dr. Jeremy Krebs
	Ms Maakere Marr, Dr Amy Chan

	14:00pm – 14:30pm
	2025 FULL 22459
	Long-Term Safety and Efficacy of Vanzacaftor/Tezacaftor/Deutivacaftor in Cystic Fibrosis Children (VX22-121-106)
	Professor Catherine Byrnes
	Dr Joy Panoho, Dr Cheng Kai Jin
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	2025 FULL 23450
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	Associate Professor Nicola Edwards
	Ms. Kate O'Connor, Dr Amy Chan

	15:00pm – 15:30pm
	2025 FULL 23098
	RAPiD-I Study: First in Human study of the XPD System for bone tensioning
	Dr Anastasia Dean
	Ms Maakere Marr, Dr John Pearson

	15:30pm – 16:00pm
	2025 FULL 23228
	MK0616-029: Clinical trial of enlicitide in children and adolescents with familial high cholesterol
	Dr Huan Chan
	Ms Alice McCarthy, Dr Sharon Kletchko








	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	9/06/2025
	8/06/2030
	Present

	Dr Sharon Kletchko
	Non-Lay 
	09/06/2025
	08/06/2029
	Present 

	Dr Chris Hazlewood
	Non-Lay 
	09/06/2025
	08/06/2030
	Apologies

	Ms Alice McCarthy

	Lay (the Law)
	22/12/2021
	22/12/2024
	Present

	Dr Cheng Kai Jin
	Non-Lay 
	09/06/2025
	08/06/2028
	Present

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

	Dr Joy Panoho
	Lay
	03/03/2025
	02/02/2030
	Present

	Dr Amy Chan
	Non-Lay
	09/06/2025
	13/07/2030
	Present

	Associate Professor John Pearson
	Non-Lay
	09/06/2025
	08/06/2029
	Present



 

Welcome
 
The Chair opened the meeting at 11:00am and welcomed Committee members, noting that apologies had been received from Dr Christopher Hazlewood. 

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 01 July 2025 were confirmed.








New applications 


	[bookmark: _Hlk205276888]1  
	Ethics ref:  
	2025 EXP 23192

	 
	Title: 
	Corticospinal and reticulospinal contributions to upper limb recovery after stroke

	 
	Principal Investigator: 
	Professor Winston Byblow

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	24 July 2025



Professor Winston Byblow and Emma Savelon 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 appreciated that participants would have the option of having home visits for some study visits as this reduces the burden of participation.
2. The Committee confirmed that the PhD candidature had been confirmed.
3. The Committee noted the use of quality-of-life questionnaires and queried what support would be available for those participants in acute distress.  The Researchers advised that these would be done in the presence of health professionals, and that support would be available if required, including ongoing support as part of standard of care post stroke.

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 queried how the recruitment process will work.  The Researchers advised that participants will be identified on the ward.  The Committee noted that this would be people who have recently had a stroke and queried how it would be determined whether they can give informed consent.  The Researchers advised that most people would be one to two weeks post stoke, and the research team will rely on the speech therapist’s determination around whether an individual would be capable of consenting.  If there is any doubt, then they would not be included in the study.  The Researchers also noted that they will have aphasia friendly recruitment material available.  The Committee queried whether family members will be included in the process to support the potential participant.  The Researchers confirmed family would be present for the conversations and that there would be time allowed for the potential participant to consider the information before deciding.  The Committee felt that more detail about this process needs to be added to the protocol.
5. The Committee stated that E.E.G. traces used for training AI should be anonymised rather than deidentified, and asked that consideration is given to making the results available to participants on request.
6. The Committee requested a copy of the researcher safety plan for home visits.  The Researchers advised that this was included in the appendix.  The Committee advised that this was not visible when opened.  The Researchers advised that this may be due to it being an image and can provide it as a separate document.
7. The Committee recommended including justification for how the sample size was reached and an explanation of the analysis plan.
8. The Committee queried how the control participants will be recruited and how ethnicity will be matched.  The Researchers advised that they have access to a volunteer database, who they can send the participant information sheet to.  The Committee requested that the process be thoroughly documented in the protocol, including the strategy for targeting different ethnicities.
9. The Committee noted that as quality of life questionnaires are being used that there needs to be a plan in place to support those participants who exhibit significant distress because of these questions.

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

10. Please provide information about home-based assessments including which visits this is available for.
11. Please include information about support services available to participants, particularly regarding mental health.
12. Please detail the process for addressing acute distress arising from the quality-of-life questionnaires.
13. Please provide some information about the E.E.G. including an explanation of what will happen and a picture.
14. Please do another review and remove any double ups of information to simplify the form.
15. Please present what happens at each study visit in tabular form.
16. Please include information about potential future uses of data such as training AI.

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 Alice McCarthy and Dr John Pearson.





	2  
	Ethics ref:  
	2025 FULL 23240

	 
	Title: 
	Anakinra Pilot 2 - A Phase II Study to Optimise Dose and Route of Administration of Anakinra in Preterm Infants

	 
	Principal Investigator: 
	Dr Gergely Toldi

	 
	Sponsor: 
	Monash University

	 
	Clock Start Date: 
	24 July 2025



Dr Gergely Toldi 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 an explanation of the recruitment process, noting that this is a stressful situation for mothers and that they require adequate time to consider consenting. The Researcher noted that they will target those individuals anticipating a preterm delivery and spending time in the antenatal ward in advance of this so that there is time to answer questions.  The protocol does allow for recruitment up to 24 hours post-delivery, but this is not the preferred option and based on current admission numbers the Researcher anticipates that they will be able to consent most participants prior to delivery.
2. The Committee queried whether targeting mothers who are delivering pre-term due to medical reasons would skew the data. The Researcher was confident that there is a wide range of medical reasons for pre-term delivery so this should not skew the data.

Summary of outstanding ethical issues

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

3. The Committee noted that this has been presented as a longitudinal study going for twelve years but is also a pilot study.  The Committee felt that this should be split into two phases.  This review is specifically of the first phase, which is the acute intervention. A separate amendment should be submitted for the observational / follow up phase of the study should funding for this be secured.  The Researcher agreed that this is a good approach.  The Committee noted that there would need to be some amendments to the protocol to clarify what will be conducted in this pilot phase of the study.
4. The Committee queried having two consent forms. The Researcher advised that one is for the mother as samples will be collected from them and the other is for gathering data about the pregnancy and delivery.  The Committee recommends that these are combined into one form, just specifying the different points that are being consented to.  Then a pamphlet could be provided along side this which illustrates the different parts of the study.


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

5. Please simplify and shorten the information sheet.  Where possible present information in tabular form.
6. Please add the statement about an interpreter being available at the start of the front page.
7. Please clarify what would happen as part of an admission to the NICU and which parts are study specific.
8. On page 8 there are statements that contradict each other, around the use of data when a participant withdraws.  Please make these statements consistent.
9. As per the recommendation from the Māori Advisory Rōpū please state that participants may have a kaiāwhina accompany them.
10. Please clarify that there will be no future unspecified research involving tissue.
11. Please add an option on the consent form to be contacted about the observational stage of the study.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Joy Panoho and Dr Sharon Kletchko.
























	3  
	Ethics ref:  
	2025 FULL 23241

	 
	Title: 
	OAK Study: Oligosaccharides during Antibiotic treatment in Kids.

	 
	Principal Investigator: 
	Professor Wayne Cutfield

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	24 July 2025



Professor Wayne Cutfield, Ben Albert, Mark Vickers and Ms Kathryn Young 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 acknowledged the application as being well thought out and presented.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
2. The Committee raised concerns around the recruitment process and not wanting parents to feel pressured into joining the study, given the time constraint. The Researchers acknowledged this concern and stated that they are very mindful of this and are developing an SOP to clearly outline the process.  The Committee requested that these operating procedures be referenced in the protocol.
3. The Committee queried why the website advertising study the study is live.  The Researchers were very apologetic stating that it should not be live as it is just a mock up and would have it taken down.
4. The Committee requested a copy of the standard operating procedures for home visits, to ensure that there is a plan for keeping the research team safe.
5. The Committee noted that home visits mean that participants will not occur costs but suggested that it would be appropriate to give a gift to acknowledge participation.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
6. Please provide further details about the collection of the stool sample.
7. Please clarify that it is only the bacterial sample that will be sent to China, not the participants DNA.

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).
	4  
	Ethics ref:  
	2025 FULL 23376

	 
	Title: 
	A Randomized, Double-Blind, Placebo-Controlled, Phase 2b Study to Assess the Efficacy, Safety, and Tolerability of IMVT-1402 as Treatment for Adult Patients With Graves' Disease

	 
	Principal Investigator: 
	Dr. Jeremy Krebs

	 
	Sponsor: 
	Immunovant, Inc

	 
	Clock Start Date: 
	24 July 2025



Cecilia Ross was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The committee queried whether the home health care vendor would be in use.  The Researcher advised that whilst Wellington did not intend to use it, that the Auckland site do.
2. The Committee queried the submission of advertising materials when it is indicated that recruitment will be via a clinical pathway.  The Researcher advised that whilst Wellington will recruit via a clinical pathway it is possible that the Auckland site may wish to use some of the other recruitment materials.
3. The Committee queried whether the Wellington site believed they would be able to recruit all seven participants.  The Researcher advised that they did not think they would be able to recruit them all in Wellington, hence the Auckland site and it was possible another site may need to be added.
4. The Committee queried how the recruitment process will be managed when this is through a clinical setting.  The Researcher advised that the patients’ doctor will advise them of the study and if they are interested in being contacted the research team will contact them to discuss.
5. The Committee queried whether there would be any circumstances where the participant was informed of abnormal findings without their GP also being informed.  The Researcher advised that whilst they would inform participants of any abnormal findings the GP would also be informed, and the study doctor would make any recommendations for appropriate referrals to other specialists 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.

6. The Committee noted that this application included 48 submitted documents and requested that in future only documents specific for HDEC’s ethical review of the study be submitted.
7. The Committee noted that all participant facing material, such as advertising, will need to have the word ‘treatment’ replaced with another term such as study medicine.
8. The Committee queried how the extension phase will be presented for review, and whether this will be submitted as an amendment to this study or as a separate study and when this is likely to be submitted.  Noting that if it is essentially a cross over from placebo to active drug, this should be suitable for submission as an amendment.
9. The Committee queried the purpose of the care giver consent form.  The Researcher advised that this is for a situation where the participant wants someone else such as a family member to perform the subcutaneous injection.  The Committee requested that the consent form be amended to be clear that their only involvement in the study is administering the injection.
10. The Committee recommends that another colour scheme be used for the home dosing form, in case of participants having red/green colour blindness.
11. The Committee recommends making the dosing diary lay, for example remove reference to the designee.  
12. The Committee requested that the training activity is adapted for New Zealand, for example change the date format to New Zealand Standard rather than US.

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

13. Please remove reference to teaspoons or cups of blood or urine on page 9, instead use ml’s.
14. Please refrain from using the word treatment, as this is research, please use study medicine, investigational product or similar.
15. Please highlight that live vaccination will be prohibited for participants whilst on this study.
16. Please highlight that use of oral steroids will be an exclusionary factor for participants.
17. On page 11 please add ‘unspecified’ when referring to future research.
18. Please use gender neutral language throughout, for example on page 16 pregnant women and page 17 heterosexual intercourse.
19. The Committee recommend moving the paragraph about who does not need contraception to the bottom of the contraception section.
20. Please remove reference to time when referring to paying participants, rather just state for your participation.
21. Please clarify that participants will be reimbursed for costs such as travel and additional they will receive a payment to acknowledge their participation in the study.
22. On page 19 please rephrase to state that HDEC approve the ethical standards of the study, rather than the study as a whole.
23. On page 25 please add a macron to the word whānau. 
24. Please remove the yes/no tick box for informing the GP, as this should be mandatory.
25. Please adapt the care giver PIS/CF to the New Zealand setting, for example using terminology such as whānau.
26. Please state that if the care giver incurs any costs, such as traveling to clinic to be trained on giving the injections, that they will be reimbursed.  

Decision 

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Maakere Marr and Dr Amy Chan.
	5  
	Ethics ref:  
	2025 FULL 22459

	 
	Title: 
	A Phase 3, Open-label Study Evaluating the Long‑term Safety and Efficacy of Vanzacaftor/Tezacaftor/Deutivacaftor Triple Combination Therapy in Cystic Fibrosis Subjects 1 Year of Age and Older

	 
	Principal Investigator: 
	Professor Catherine Byrnes

	 
	Sponsor: 
	Vertex Pharmaceuticals Australia Pty Ltd

	 
	Clock Start Date: 
	24 July 2025



Professor Catherine Byrnes, Megan Brooks and Margaret Joppa 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 that the participants for this study would be rolling over from an existing study.  The Researcher explained that this study is for children aged 2 to 5 years of age, as they will not have access to Trikafta until they are six years old.
2. The Committee queried the use of a vendor for payment to participants.  The Researchers noted that this is in place in the current study.  The Committee were satisfied that this is a continuation and not the introduction of something new for participants.
3. The Committee queried under what circumstances a genital examination would be indicated. The Researcher advised that this might be indicated in the case of diarrhoea but in their experience, it has not been required, and the clinician can just put not indicated on the form.
4. The Committee queried the process for providing faecal samples.  The Researcher advised that the gel pack will stay cold enough for twelve hours so there is no need to store the sample in the refrigerator.
5. The Committee noted that some results from tests and procedures done during the study will not be available to participants and that in the Participant Information Sheet, it states that if information is necessary to treat the participants, the study doctor may consider providing this to them and queried that if it is necessary to treat 'participants why only 'may consider'.  The Researcher advised that they would have visibility of all test results except for the sweat test and biomarkers, and that they will share all the results they have access to with the participants parents.

Summary of outstanding ethical issues

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

6. The Committee queried what the sweat test is and why participants cannot have access to their results.  The Researcher stated that in the current study it is because a reduction in the sweat test would indicate that the study drug is having an effect, however given this is an open-label study they should not need to be blinded.  The Committee noted that it is a right under the Code of Patient Rights for participants to receive their test results, so there would need to be justification to continue to withhold these results.
7. The Committee noted that the Cystic Fibrosis questionnaire is not mentioned in the protocol but should be if it is intended to be used.
8. The Committee noted that if any of the participants become old enough to provide assent, this can be submitted to the Committee as an amendment when required.

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

9. Please simplify the information about the different cohorts, as currently it is quite confusing.
10. Please add information about the blood biomarker tests to the table about tests involving tissue.
11. Please review the way things are phrased, as it will be parents reading the information sheet to consent for their child, rather than for themselves.
12. Please rephrase the term biohazard waste.
13. Please refer to ethnicity rather than race.

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).

























	6  
	Ethics ref:  
	2025 FULL 23450

	 
	Title: 
	Infiltrative Cardiomyopathy Databank

	 
	Principal Investigator: 
	Associate Professor Nicola Edwards

	 
	Sponsor: 
	Te Toka Tumai Auckland

	 
	Clock Start Date: 
	24 July 2025



Associate Professor Nicola Edwards and Dr Evelyn Lesiawan 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 that the intent of this application is to set up a databank to consolidate information about infiltrative cardiomyopathy conditions such as cardiac sarcoidosis and Fabry disease.
2. The Committee queried the number of individuals with these conditions.  The Researcher advised that in the sarcoid group about 1-2 people are diagnosed in Auckland each month, totalling around a few hundred nationwide, the Fabry disease group is about seventy individuals nationwide but about twenty have already died.
3. One of the Committee members made the offer to put the Researcher in touch with a colleague from the national data governance group, which the Researcher accepted.

Summary of outstanding ethical issues

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

4. Unconsented patient registries raise significant ethics concerns, primarily related to privacy and the potential for harm to individuals whose data is used without their knowledge or agreement. Informed consent protects patient rights and maintains public trust in research.  The model of registry proposed is for an initial, specific purpose by a group of investigators with the express intent to use registry data themselves, as well as to disclose registry data to other investigators for additional related or unrelated scientific purposes. These broad, unspecified and unconsented purposes demand a greater level of ethical rigour, which has not been presented in this submission.
5. The Committee noted that the justification for a waiver of consent provided in the submission form has been given as it is not possible or practical, due to limits of staff resource.  Given the relatively small number of individuals that would be eligible for this databank, the Committee do not believe that this is an appropriate justification and does not strike the right balance between health / knowledge advantages and the rights of individuals and ensuring transparency in process to maintain trust.  The Committee felt a more appropriate justification would be to state that if consent is sought not all individuals will give consent and given the small number of individuals with these diseases this could create selection bias, also there will be individuals who have already died. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47).
6. The Researcher stated that the Sarcoid and Fabry groups would only be the starting point for the databank and other infiltrative cardiomyopathies would be added over time, adding to the numbers of individuals involved and therefore making consenting unrealistic.  The Committee noted that it may be possible to consider a waiver of consent for existing (retrospective) data. However, the Committee felt that prospectively, newly diagnosed people should have their autonomy respected and therefore be given the opportunity to consent.  A range of processes to make registry operations transparent should be developed.
7. The Researcher raised an example of another registry that does not get consent and instead advertises the registry through posters on the ward.  The Committee noted that registry is very large and therefore would meet the threshold for it being impractical to gain consent.  The Committee advised that HDEC do not make precedent decisions, and each application is considered on a case-by-case basis given the information submitted.  Noting that the information provided in this application needs some refinement, particularly regarding the overall governance and data security structure. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.42).
8. The Researcher stated that they would be the only person managing the databank, so it is not feasible for them to get consent.  The Committee noted that patients have a right to have autonomy over their health information and this should be respected, particularly given that the information in the submission form indicates that it is very open in terms of who can access their data and what for, the open-ended data linking, and health surveillance over their lifetime. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.41). The Committee stated that they recognise the value this databank can add and want to help the Researcher to meet the ethical standards to be able to do this project.
9. The Committee queried whether there has been any discussion with the Health New Zealand national data governance group. The Researcher advised that they have not yet and intended to get ethical approval first.  The Committee suggested having a discussion with this group first about arranging governance, as the institution will be responsible for management of the databank, rather than an individual.  Noting that currently the Data Management Plan does not address institutional governance policies. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.44).
10. The Committee noted that it is usual practice for coded data to be stored in a databank and only the minimally required identifiers stored separately under additional security.  The Researcher stated that the data will be stored in REDCap on the Auckland City Hospital server and only named investigators will have access to the identifiable information. The Committee stated that Auckland Hospital IT should be able to provide the Researcher with documentation that explain what ISO standards the database meets, which the Committee need to review.
11. The Committee noted that as this is a databank rather than a study and involves the long-term (indefinite) storage of data, some of it under a waiver of consent, there are additional requirements in terms of assuring privacy.  Three tiers of information are required: governance, evidence of training of people and the documentation about the system.  A study would allow a wider range of information to be gathered whereas a databank will have tighter restrictions on what information can be stored. A plan for tracking access to identifiable health information should be developed.
12. The Committee noted that there needs to be a mechanism for individuals to request information stored about them and request to have it amended or removed, unless this is a compulsory registry, which is what it is currently presented as, although the documentation provided does not meet the threshold to justify this approach. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.43). Currently the level of information provided would be appropriate for an observational study but not a databank.
13. The Committee queried how this databank will be maintained in the long term, for example when the person administering it leaves.  The Researcher advised that a research fellow may be employed to look after it, noting that they do not have funding and that they are concerned that consenting would be a lot of work for one individual.
14. The Committee noted that compulsory databanks are typically managed by a public health agency rather than an individual, if it is for the public good.
15. The Researcher noted that the initial reason for establishing this databank is to use the information gathered for their doctoral research which is focused on characterising cardiac sarcoidosis. The Researcher noted that treatment for this condition is variable throughout the Country, so the databank would help identify patients who have gaps in the management of their condition. The Committee recommend focusing first on the doctoral study and what is required for that and whether that could be achieved initially through an observational study and later building on that to form a registry.
16. The Committee queried what is known about the management of cardiac sarcoidosis in other countries and whether this is standardised.  The Researcher noted that there is not a standardised approach to treatment of this condition internationally.  The Committee noted that having an international databank, involving multiple countries could be beneficial but that this is a huge undertaking, and a step wise approach is necessary to build knowledge overtime.
17. The Committee recommended speaking with the people from the Health Data Platform if the intent is to link data from the databank with the Health Data Platform.  Noting that there is a cost for this linking, so consideration as to how this will be funded will be required.

Decision 

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

































	7  
	Ethics ref:  
	2025 FULL 23098

	 
	Title: 
	First In Human Feasibility Clinical Study Evaluating the Safety of the XPD System for Periosteal Distraction (PD)

	 
	Principal Investigator: 
	Dr Anastasia Dean

	 
	Sponsor: 
	BioDynamik Inc

	 
	Clock Start Date: 
	24 July 2025



Dr Anastasia Dean and Miss Cynthia Corne were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried the validity of causing damage to a bone to increase vascularity.  The Researcher advised that they believe this is a valid approach, noting this would be restricted to a very small group of patients who have exhausted all available options and would otherwise be facing amputation.  The Researcher explained that when injury occurs growth factors are released, including vascular growth factor, so the rationale is that by retracting the tissue over the bone over 14 days this will stimulate angiogenesis.
2. The Researcher explained that recruitment would occur on the ward and the study would be undertaken in hospital as this is a novel device in that it will automatically retract, so the intent is to closely monitor.
3. The Committee queried whether this study is already underway in Australia.  The Researchers advised that Australia have yet to recruit any participants but that this procedure has been undertaken on one participant in the United States. The Researchers along with a foot and ankle surgeon travelled to Australia to learn about the procedure and satisfy themselves of its feasibility.
4. The Committee queried whether during the consenting process the participants would be shown a model device.  The Researchers advised that when ever there is a model device available, they bring it along to these discussions to demonstrate to the potential participants.
5. The Committee queried whether it would be appropriate to target Māori or Pacific participants based on incidence in this group.  The Researchers noted that as this is a first in human study they cannot target a specific ethnicity but need to focus on finding participants who fit the very narrow inclusion/exclusion criteria but acknowledged that this population group are overrepresented on the wards and are likely to make up some of the participants due to this.
6. The Committee queried whether identifiable or deidentified data would be used.  The Researchers advised that identifiable data will be stored on the ward and only deidentified data will be shared with the sponsor.
7. The Committee queried whether visits for wound care could be home visits.  The Researchers advised that whilst this is not possible there is provision for the sponsor to fund the provision of taxi or petrol vouchers for participants to attend the hospital for these visits.

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 noted that there are some discrepancies in the documentation about who the Principal Investigator is and how many participants there will be, please align in the protocol and Data Management Plan.
9. The Committee noted that the Principal Investigators MPS certification is about to expire and requested that the renewed certification be provided.
10. The Committee noted for future reference to please be respectful about the correct spelling of Māori words in the application, as omitting a macron can alter the meaning of a word.

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

11. Please include some more diagrammatic information to illustrate the size of the device and where it is placed on the participant in relation to the wound.  Please state how far the stainless-steel pins will protrude.
12. Please ensure that there are very clear statements about the unknowns and the risks.
13. Please state how long the participant should expect to stay in hospital.
14. Please explain what the process will be should a participant wish to withdraw from the study, given that the device is intended to be in place for 14 days.
15. Please state the amount of blood that will be drawn and for what purpose.
16. Please add a macron to Whānau on page 17 and in the consent form.
17. Please add a heading to the consent form, identifying it as such. 
18. In the risks section please strengthen the wording around the risks of spreading infection, as this is potentially the most significant risk.

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 Maakere Marr and Dr John Pearson.
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	Ethics ref:  
	2025 FULL 23228

	 
	Title: 
	An Operationally Seamless Phase 2/3 Study to Evaluate the Safety, Efficacy, and Pharmacokinetics of Enlicitide Decanoate in Paediatric Participants with Heterozygous Familial Hypercholesterolemia

	 
	Principal Investigator: 
	Dr Huan Chan

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited

	 
	Clock Start Date: 
	24 July 2025



Dr Huan Chan, Julia O’Sullivan, Dr Jane Kerr, Dr Chris Wynne, Dr Alex Binfield, Kayla Malate, Samantha Nie, Courtney Rowse, Valerie Carlioz, Bryony Clarke and Sophie Stanimiroff were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried what is meant by operationally seamless.  The Researcher advised that it means the participants will move from one phase to the next.  The Committee appreciated that the open label extension is part of this study.
2. The Committee queried whether the optional genetic test for HeFH is part of confirming eligibility.  The Researchers advised that their site would not need to do this test as all their potential participants would already have a confirmed diagnosis and it is optional in the sense that some sites may need to use it if their potential participants do not have a confirmed diagnosis.
3. The Committee sought clarification as to whether it is safe for participants to move straight from the short Part A to the open label extension.  The Researchers advised that this is correct based on findings from studies in adults.  Noting that information about this has also been submitted to Medsafe.
4. The Committee sought some clarification around the use of the participant information sheets.  The Researchers assured the Committee that they thoroughly discussed the options and felt this was the best balance between the number of information sheets and providing sufficient information to the different age groups of participants and their parents.

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 queried how pregnancy testing of minors will be managed, for example the potential to reveal that someone is sexually active to their parents and the implications of this, particularly should a pregnancy be discovered. The Reserarchers advised that they are in discussion with the sponsor around whether any discretion can be given to the Principal Investigator, and it is possible this may come through as an amendment, noting that in the interim this topic has been identified as sensitive and would be handled as respectfully as possible whilst maintaining individuals’ privacy. In the meantime, routine testing of all persons able to become pregnant regardless of sexual activity is proposed.
6. The Committee noted that contraception requirements for partners could be a significant burden for young people.
7. The Committee requested that it should be clarified that the cheek swab is for genetic analysis in the Data and Tissue Management Plan.

Decision 

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

please address all outstanding ethical issues raised by the Committee

General business


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

	Meeting date:
	02 September 2025

	Zoom details:
	To be determined



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


3. Any other business
The Committee discussed whether it is appropriate to raise typos with researchers and if it comes under the remit of being an ethical issue.  It was noted that missing macrons can alter the meaning of Māori words and that this could be considered a cultural issue.  
A suggestion was made to the Secretariat to consider adding to either the submission form or the website advice for Māori spelling being available at Te Aka Māori dictionary. 

The meeting closed at 4:00pm.
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