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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	19 August 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:00am-11:30am
	
	Committee Welcome
	
	

	11:30am-12:00pm
	2025 EXP 23410
	Can social support change the impact of stress on gastric functioning?
	Dr Elizabeth Broadbent
	Dr Catriona McBean / Dr Katrina Gibson

	12:00pm-12:30pm
	2025 FULL 23606
	A study to assess OM336 in Participants with Active Sjogren’s Disease (SjD) or Idiopathic Inflammatory Myopathy (IIM)
	Dr Douglas White
	Ms Catherine Garvey / Dr Sharon Kletchko

	12:30pm-1:00pm
	2025 FULL 23495
	PLL001-101: A Phase 1/2 Study to Evaluate the Safety, Tolerability, Efficacy, and Pharmacodynamics of PLL001 for the Treatment of Amyotrophic Lateral Sclerosis
	Dr Paul Hamilton
	Mr Jonathan Darby / Dr Andrea Forde

	1:00pm-1:30pm
	
	Break (30 mins)
	
	

	1:30pm-2:00pm
	2025 EXP 23602
	Hypertension: a modifiable risk factor in patients with aortic dissection
	Associate Professor Nishith Patel
	Dr Cordelia Thomas / Dr Kate Parker

	2:00pm-2:30pm
	2025 FULL 23011
	Exploring the use of a new tool to measure Quality of Life for Maori with Spinal Cord Injury
	Dr Bensy Mathew
	Dr Catriona McBean / Dr Andrea Forde

	2:30pm-3:00pm
	2025 FULL 23220
	A study to evaluate IPN10200 safety and efficacy in the prevention of episodic or chronic migraine in adults
	Professor Tim Anderson
	Ms Catherine Garvey / Dr Katrina Gibson

	3:00pm-3:30pm
	2025 FULL 23102
	Improving a bile duct drainage procedure: Comparing two types of internal stents
	Dr Frank Weilert
	Mr Jonathan Darby / Dr Kate Parker

	3:30pm-3:45pm
	
	Break (15 mins)
	
	

	3:45pm-4:15pm
	2025 FULL 22570
	LUM-201 phase III multicenter pediatric study of Growth Hormone Deficiency
	Professor Paul Leslie Hofman
	Dr Cordelia Thomas / Dr Andrea Forde

	4:15pm-4:45pm
	2025 FULL 23338
	Evaluation of a New Guidewire and Pacing System
	Dr Sanjeevan Pasupati
	Dr Catriona McBean / Dr Sharon Kletchko

	4:45pm-5:15pm
	2025 FULL 23463
	ALE1-101: A Study to Assess ALE1 in Healthy Adults and Adults with Hypophosphatasia
	Dr Christian Schwabe
	Ms Catherine Garvey / Dr Kate Parker



 
	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	13/08/2021
	13/08/2024
	Present

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

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

	Dr Cordelia Thomas 
	Lay (the Law) 
	20/05/2017 
	20/05/2024 
	Present 

	Dr Sharon Kletchko
	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 Malisa Mulholland.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Cordelia Thomas and Dr Sharon Kletchko confirmed their eligibility and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 15 July 2025 were confirmed.








New applications 


	[bookmark: _Hlk206488961]1  
	Ethics ref:  
	2025 EXP 23410

	 
	Title: 
	The Effects of Social Support on Stress and Gastric Motility during the Maastricht Acute Stress Test

	 
	Principal Investigator: 
	Dr Elizabeth Broadbent

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	07 August 2025



Dr Elizabeth Broadbent, Chris Roper and Mikaela Law were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee noted that this is a resubmission of a previous decline and that the previously raised issues have been well addressed for the most part.
2. The Committee queried Alimetry’s role in the study, noting that this has been presented as an investigator lead study, rather than commercial. The Researchers advised that Alimetry will be providing the device, use of their site and advice to the Master’s student about how to analyse the data but will not be commercially benefiting from the study or receiving any data.  It was further clarified that the Alimetry App will be used for monitoring adverse events only.
3. The Committee queried whether every person who completes the pre-screening questionnaire will be responded to and what will happen to the data gathered if they are not eligible or choose not to join the study.  The Researchers advised that everyone will be responded to, either inviting them to participate or advising that they are ineligible to participate.  Any data from ineligible / non-enrolled individuals will be deleted.
4. The Committee queried whether $50 is sufficient payment for the study participants.  The Researcher advised that this is in line with other Alimetry studies and is in fact more in terms of hourly rate, as this study requires less time commitment.
5. The Committee queried the exclusion of individuals with terminal illness.  The Researcher advised that this is to avoid the risk of serious adverse events, particularly with the stress test.
6. The Committee queried the exclusion of pregnant individuals.  The Researchers advised that this is consistent with other research using cold immersion, also that it is an exclusion for the Alimetry device as pregnancy interferes with the ability to get accurate readings.
7. The Committee queried whether the lack of information about the change in researchers’ behaviour during the test is by design.  The Researchers advised that it is, they do not want participants to know that this is being purposefully altered, as this is the randomised factor being assessed.
Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
8. The Committee requested that more clarity is provided in the Data Management Plan around Alimetry’s involvement and what they will and will not have access to.
9. The Committee requested that the Data Management Plan outlines how screening data will be dealt with. 
10. The Committee noted that the questionnaire could be triggering and noted that a safety plan needs to be in place in case of participants experiencing distress.  Researchers have a duty of care to their participants.
11. The Committee queried whether asking participants to abstain from consuming coffee could be a confounding factor regarding stress and whether there needs to be an exclusion criterion around this.
12. The Committee requested that the advertising includes advice about the time commitment involved and a statement referring to HDEC ethical approval.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
13. Please include information about the pre-screening questionnaire and what will happen to that data.
14. Please include a picture of the full set up using the device to help participants know what to expect.
15. On page 4 please amend the statement about removing clothing so it is applicable to all participants rather than just women.
16. Please clarify the medications that cannot be used whilst on the study, for example antispasmodics (name them), sedatives (name them). 
17. Please add the exclusion criteria of cannabis use from the protocol to the PIS.
18. Please add details around the potential for the questionnaire to be distressing, including what some of the questions might be about, and what plan is place should distress occur.
19. Please use ‘gastric’ consistently rather than interchanging with ‘gut’ as gut refers to the wider digestive system.
20. On page 10 please amend the statement to clarify that HDEC approves the ethical aspects of the study.
21. Please include the statement from the protocol about arrangements for the study visit and accommodating any disability needs.

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).


	2  
	Ethics ref:  
	2025 FULL 23606

	 
	Title: 
	An Open-Label, Phase 1b, Multiple Ascending Dose Study of OM336 in Participants with Active Sjogren’s Disease or Idiopathic Inflammatory Myopathy

	 
	Principal Investigator: 
	Dr Douglas White

	 
	Sponsor: 
	Ouro Medicines, Ltd

	 
	Clock Start Date: 
	07 August 2025



Dr Douglas White, Denise Darlington, Nelly Mozaffarian and Sarah Madddux were present via videoconference for discussion of this application.

Potential conflicts of interest
The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee noted that three participants are intended to be recruited at the Waikato site, but there is a target of fifteen New Zealand participants. The Researchers noted that there is an intention to add additional sites.  The Committee noted that amendments would be required as this happens.
2. The Researcher confirmed that smart phone devices would be provided to participants if needed.  
3. The Researchers confirmed that tattoos and other identifiers will be blurred for those participating in the optional photos. 
4.  The Committee queried the frequent pregnancy testing, when it has been highlighted that participants should not become pregnant whilst in the study and agreeing to using effective contraception.  The Researchers advised that this is to protect the participants but that participants are welcome to decline having these tests.

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 as the study team will conduct home visits there needs to be a safety plan in place for these visits.  
6. The Committee queried the process if responses to the Quality-of-Life questionnaires indicate distress.  The Researchers advised that the questionnaires are completed at the site and reviewed promptly with research staff present and able to respond.  

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
7. Please either remove mention of the optional saliva biopsy if this will not be done, or if offered, please include further information about the procedure and its risks so that participants can give informed consent.
8. Please provide additional information about the smart watch so that participants receive an explanation from the investigators about how to use it, and what data is collected.
9. Please state that it will be a member of the study team doing home visits.
10. Please categorise the risks, giving participants some indication of how likely they are to occur.
11. Please state that any tattoos and other visual identifiers will be blurred for the optional photographs.
12. Please change side effects to adverse events where that terminology is more appropriate.
13. Please ensure that participants are aware they may decline assessments and the implications of doing so.
14. Please advise participants what steps may be taken if they experience distress in relation to the quality-of-life questions.
15. Please change measurements to metric for the New Zealand audience. 
16. Please consider changing the wording on page 2 about people being exposed to the study medication, as ‘exposed’ has potentially negative connotations.
17. Please reword the statement about frequency of injections, currently it could be confusing.
18. Please clarify what the seventeen visits are for.
19. Please include the macron in the word whānau throughout.
20. In the consent form please change ‘understand’ to ‘agree’ in the statement about withdrawing from the study.
21. Please clarify what travel and / or parking costs will be covered, and ensure it is clear what costs are covered depending on where participants are travelling from.
22. Please clarify how and in what time frame the GP will be contacted should they need to be notified of any adverse events / findings. 
23. Please add an appendix with the excluded concomitant medications.
24. Please review the inclusion and exclusion criteria to ensure that everything is clearly stated.
25. In the optional genetic testing PIS please state how the required amount of blood compares to a standard blood test.
26. In the optional genetic testing PIS please ensure that statements around sperm are consistent on pages 17 and 25.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Sharon Kletchko.
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	Ethics ref:  
	2025 FULL 23495

	 
	Title: 
	PLL001-101: A Multi-centre, Phase 1/2, Randomised, Double-blind, Placebo-controlled Study with an Optional Open-label Extension to Evaluate the Safety, Tolerability, Efficacy, and Pharmacodynamics of PLL001 for the Treatment of Subjects with Amyotrophic Lateral Sclerosis

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	PLL Therapeutics

	 
	Clock Start Date: 
	07 August 2025



Dr Paul Hamilton, Sonya Fenton, Jane, Charlene Botha, Didier Coquoz, and Mary Hayek were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted the involvement of Motor Neuron Disease New Zealand and queried how they will refer potential participants.  The Researcher advised that they have a survey process for identifying people potentially interested in clinical trials and will use this process. Details of the study will be provided; no personal details are shared by the MND Association with the researchers.
2. The Committee queried the level of impairment the participants will have.  The Researchers advised that whilst the participants will be ambulatory when recruited it is likely that they will deteriorate during the study. The researchers confirmed that their clinical site has been visited by representatives of the MND Association and that they have suitable facilities to conduct this study.
3. The Committee requested that the researchers ensure the insurance is ACC equivalent.  The Researchers confirmed this is the case.
4. The Committee queried having paper forms for participants to complete and whether participants with motor neuron disease will all be able to write.  The Researcher advised that it is quite likely that they will be unable to, but this would be one of the roles of the care giver. 

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 whether it will be a requirement for participants to have a support person to participate in the study.  The Researcher advised that this would be the preference due to the length of the study and the number of procedures they would need assistance with.  The Committee noted that the care giver would need an information sheet to explain how they would be supporting the participant but not a PIS/CF as they would not be a participant themselves.
6. The Committee requested that the sponsor consider licensure in New Zealand.
7. The Committee queried the exclusion of individuals with blood borne viruses (BBV).  The Researcher stated that this is for the protection of the laboratory staff.  The Committee noted that exposure to BBV is a risk for almost all health care workers and that standard established Worksafe and laboratory procedures should protect laboratory staff. Given the terminal nature of this disease the Committee considered the exclusion of people with BBV stigmatising and contrary to established ethical standards.
8. The Committee queried the exclusion of pregnant and lactating individuals given that this is a terminal illness.  The Researchers advised that this is due to it being a phase I early phase II study and safety concerns as there is only limited data available about reproductive and developmental toxicity. The Committee noted that animal studies did not raise any concerns and referred to the recent ICH proposal for the inclusion of pregnant and lactating individuals in clinical trials, currently in a consultation phase and suggested that as the trial moves into phase II that consideration be given on a case-by-case basis, respecting the ability of participants to provide informed consent, rather than a blanket exclusion.
9. The Committee noted that the submission form refers to participants being supported to find a GP if they do not have one and encouraged this be done and the importance of a GP discussed with the participant (prior to enrolment in the study).
10. With regard to any reimbursement and koha the researcher was requested to ensure they consider how this may impact on participants receiving a welfare benefit and ensure that this is discussed. 
11. The Committee noted that participants are not required to give a reason if they withdraw from the study in New Zealand.  
12. The Committee queried if the incidence of this disease in Māori is known.  The Researchers advised that they do not know the incidence in Māori.  The Committee noted for future reference that it is acceptable to just state that it is unknown, further explanation and consideration is expected.
13. The Committee queried the choice of the Columbia scale. The Committee requested that consideration is given to the use of this scale and discussed the potential for consultation with the MND society regarding this matter.  Noting that the Researchers have a duty of care to participants and will be responsible for taking action, such as contacting the crisis team, should significant distress occur.

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

14. Please provide information about the collection of stool samples, ensuring appropriate cultural considerations are reflected. 
15. Please state that this investigational medicine is not licensed anywhere.
16. Please change ‘side effects’ to ‘adverse events’ where appropriate.
17. Please change ‘birth control’ to ‘contraception’.
18. On page 12 please change ‘must’ to ‘strongly encourage’ or similar regarding reporting pregnancy as participants cannot be compelled.
19. Please include some information about the role of the care giver, such as completing paper diaries and any other intended involvement in the study.
20. Please add that the participant consents to include the care giver in the study into the consent form.
21. Please state that tissue will be going overseas and to which countries. 
22. Please state that karakia will not be available at the time of tissue disposal.
23. Please clarify that ‘it’ is a diary, when stating that you will be trained how to use ‘it’. 
24. Please define acronyms the first time they are used.
25. Please state Medsafe in place of the New Zealand Health Authority.
26. Please state that quality of life questionnaires will be conducted and what the safety plan is should this result in distress.
27. On page 2 of the phase I PIS please consider using a word other than ‘exposed’ and explain what is meant by exposed to the study product.
28. Please change ‘understand’ to ‘agree’ in the Consent Form regarding withdrawing from the study.
29. In the information sheet that is prepared for care givers please state that they will be reimbursed for travel and parking costs.

Decision 

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

30. Please address all outstanding ethical issues, providing the information requested by the Committee.
31. 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 Mr Jonathan Darby and Dr Andrea Forde.
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	Ethics ref:  
	2025 EXP 23602

	 
	Title: 
	Hypertension: a modifiable risk factor in patients with aortic dissection

	 
	Principal Investigator: 
	Associate Professor Nishith Patel

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	07 August 2025



Associate Professor Nishith Patel, Dr James P Fisher, Dr. Ryan Sixtus and Kelly Henderson were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The committee noted that this is a resubmission of a previous decline and commended the researchers on their revisions to the study documentation.
2. The Committee queried what the approach to recruitment will be.  The Researchers advised that the control arm will be recruited via advertising such as posters and social media.  The patient arm will be recruited through clinical referral.  It was clarified that a research nurse who is not involved with clinical care of patients will undertake the consenting process once referrals are received. 
3. The Committee queried the rationale for excluding pregnant people. The Researcher stated that this is out of an abundance of caution. The Committee stated that pregnancy should not be a routine exclusion criterion and that there should be a safety or scientific justification.  The Researchers noted that pregnancy would be a confounder, as pregnancy had effects on blood pressure.

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 recommends that there is some follow-up with participants if they have been referred to their GP, to ensure that they have received necessary care.
5. The Committee noted the use of Quality-of-Life surveys and recommended that an arrangement is made with a mental health clinician as part of delivering standard of care to provide support if required.
6. The Committee queried whether participants travelling from Waikato will be reimbursed for travel.  The Researcher advised that they are providing koha.  The Committee recommended providing adequate reimbursement for travel and otherwise (meals) for all participants including those who are travelling from the Waikato.
7. The Committee noted that it is not explicitly stated that the intervention group is being compared to the control group.  Please ensure this is explicitly stated throughout the documentation. 
8. The Committee noted that all recruitment materials need to be reviewed by HDEC, if anything has not been submitted with this application it should be submitted as an amendment prior to being used.
9. The Committee queried whether participants’ covid history would be considered, as this could be a confounder and discussed with the Researchers that they might consider exclusion of Long-Covid sufferers.

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

10. Please remove the yes / no tick boxes unless it relates to something that is optional for participation. 
11. Please rephrase the statement about the control group to state ‘none of the above diagnoses’.
12. Please amend the statement to the effect that the ethical aspects of study have been approved by the HDEC rather than the entire study.
13. Please provide further details about the purpose of the 24-hour blood pressure monitoring and what is required of the participants in terms of instructions, wearables, showering, etc.
14. Please review and take out repetitive information.
15. Please remove the wording on page 6 where it states that participants have the right to change any information held about them.  The correct wording is on page 7.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	2025 FULL 23011

	 
	Title: 
	Determining the effect size of Hua Oranga in assessing Quality of Life for Māori with Spinal Cord Injury: A Pilot study

	 
	Principal Investigator: 
	Dr Bensy Mathew

	 
	Sponsor: 
	Te Whatu Ora Counties Manukau

	 
	Clock Start Date: 
	07 August 2025



Dr Bensy Mathew and Dr Rachelle Martin 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 whether the Hua Oranga tool has been validated for use with patients with other diagnoses.  The Researchers advised that it is validated and being used in other settings.
2. The Researcher clarified that while a target of thirty participants was sought.  They have had statistical advice that twenty participants would suffice.
3. The Committee queried whether there are any commercial constraints on the use of Hua Oranga.  The Researcher noted that it is freely available.

Summary of outstanding ethical issues

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

4. The Committee noted that there is inconsistency about the age of inclusion for participants and ask that this is aligned.  The Researcher noted that participants will be sixteen and above.
5. The Committee recommended that the GP is informed of the participants’ involvement in the study.
6. The Committee queried the storage of study data in the clinical notes.  The Researcher advised that they will be kept in the clinical notes as it is part of their care but if they consent to participate in the study the scores will also be recorded as deidentified study data.  The Committee noted that as this is a small cohort there could be potential for reidentification and suggested the researchers consider how they will mitigate this risk.
7. The Committee noted that section three of the Data Management Plan should include any specific data governance policies.

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

8. Please provide some information about Hua Oranga including that it is being used currently in the unit and an explanation that the purpose of the study is to validate its use in this setting.
9. Please provide information about what support is available should the participant be distressed / anxious about the questionnaire. 
10. Please add page numbers.
11. Please clarify when it states the participants will have “the opportunity to reflect” whether this is on the questionnaire or their time in the spinal unit.
12. Please make it optional for the participants’ therapist to be present when they complete the questionnaire.
13. Please remove the statement about screening and safety tests.
14. Please consider using more Te Reo Māori throughout where appropriate. 
15. Please rephrase to state that you may have family present rather than you are encouraged to. 

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	2025 FULL 23220

	 
	Title: 
	A multicentre, randomised, double-blind, placebo-controlled, dose escalation and dose finding phase II study to evaluate the safety and efficacy of IPN10200 in the prevention of episodic or chronic migraine in adults.

	 
	Principal Investigator: 
	Professor Tim Anderson

	 
	Sponsor: 
	Ipsen Innovation

	 
	Clock Start Date: 
	07 August 2025



Ms Laura Paermentier 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 the rationale for using the Columbia scale as opposed to other mental health measures that are more general in nature.  The Researcher noted that it is an FDA requirement to use the Columbia scale, so they can assess whether there is a risk of increased suicidal ideation due to the study medication.
2. The Committee queried how the Researchers will manage the potential for participants to lie on the questionnaire to avoid being excluded from the study. The Researcher advised that they are very open with potential participants about why they are asking these questions and whether the participant is experiencing suicidal ideation or made any attempts in the past year and that this would exclude them from the study.  The Researchers referred to the safety plan in place to respond to any issues arising and the researchers advised that they have strong links with mental health support through their other studies.
3. The Committee queried the decision to compare to placebo rather than another medication.  The Researcher advised that the only equivalent would be Botox, which is not funded, is prohibitively expensive and would be a competitor.  The purpose of the trial is to show whether the study medication is effective, which comparing to placebo will achieve.

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 sponsor consider licensure in New Zealand.
5. The Committee queried the exclusion of pregnant or lactating people, especially as migraine is more common in females and that the IB does not indicate reproductive or developmental toxicity. 
6. The Committee queried the exclusion of people with narrow angle glaucoma in the Japan trial but not in the New Zealand cohort.
7. The Committee queried the possibility of a cross-over or open label option to give those participants on the placebo the opportunity to access the study medication.

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

8. Please provide clarification for the rationale of using the Columbia scale.
9. The Protocol mentions cannabinoid use as an exclusion, please add to the exclusion criteria.
10. Please clarify which treatments participants can use whilst in the study. 
11. Please state in what circumstances the GP may be asked to share information and what this information would be.
12. Please add an option to the Consent Form for participants to request the results of the study rather than needing to look them up on a website.
13. Please state that participants may bring a support person.
14. Please note the tax implications for participants for study payments.
15. Please state Medsafe rather than referring to the New Zealand Health Authority with respect to licensure.
16. Please clarify what is or is not approved for use in New Zealand or elsewhere.
17. Please clarify whether sunscreen is included in the face creams that should not be used.
18. Please include all excluded medications, if this list is long, please add as an appendix.
19. Please specify what is meant by alcohol abuse, for example the number of drinks per week.
20. Please refrain from using the term treatment, rather use a term such as study medication.
21. Please change reference to study drugs to study medicine, as there is only one.
22. Rephrase the statement about gaining consent for monitoring a pregnancy where the person who is pregnant is the participants’ partner.
23. Please change “up to” to “at least” when referring to how long to wait before it is safe to donate sperm.
24. Please be consistent when referring to time frames for example twelve weeks versus three months.
25. Please rephrase the paragraph about retention of study data.  New Zealand requires it is retained for ten years.
26. On page 18 please change tissue destruction to tissue disposal.

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).

	7  
	Ethics ref:  
	2025 FULL 23102

	 
	Title: 
	Optimising EUS-guided choledochoduodenostomy with lumen apposing stent with stent in stent insertion: a randomised study between double pigtail stent and fully covered self-expanding metal stent - The Opti-LAMS trial

	 
	Principal Investigator: 
	Dr Frank Weilert

	 
	Sponsor: 
	Te Whatu Ora Waikato

	 
	Clock Start Date: 
	07 August 2025



Dr Frank Weilert and Dr Tara Fox 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 lack of funding for this study and reassurance that it can be conducted per protocol.  The Researchers advised that it will be part of the research fellows’ role and hospital clinicians volunteering their time.  Some funding has been secured, and this will be used to pay for some administrative tasks.
2. The Committee queried the recruitment and consent process.  The Researchers advised that it would be in a hospital setting, with clinicians referring potentially eligible patients.  They would be given the information sheet at least one day in advance of the surgery and have an opportunity to ask questions. Consent will occur the day of the operation.
3. The Committee noted that the participants will have advanced cancer and queried how they will ensure that they do not follow up participants who have died to avoid additional distress for family.  The Researchers will ensure this is checked prior to contact.
4. The Committee queried whether the blood tests are additional or routine.  The Researcher advised that the blood tests are routine, however they may happen at slightly different time points.
5. The Committee queried the rationale for excluding pregnant women and whether they would be excluded from treatment.  The Researcher advised that this is due to radiation.  In standard treatment of this malignancy pregnant women would be managed slightly differently without using x-rays, which would not be appropriate for the study.
6. The Committee queried whether the trial had been registered.  The Researchers advised that it has been registered.
7. The Committee queried whether both stents are approved by Medsafe and funded by Pharmac. The Researchers confirmed that they are both approved by Medsafe and funded by Pharmac.

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 the Data and Tissue Management Plan needs to be made study specific.  For example, data governance policies.

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

9. Please state whether it is anticipated that the trial intervention will have any impact on the length of surgery time.
10. On page 3 please clarify the size comparison of the stents and state what the stent is covered in.
11. Please consider including an image comparing the two different stents.
12. Please clarify what would happen if a participant withdrew from the study, for example they would no longer be followed up, but make clear that the stent would not be removed. 
13. In the ‘what happens after the study’ section please remove the template instructions for Researchers.  Also state that the stent will not be removed.
14. Please remove the phrase flipping a coin.  Replace with wording such as ‘you have an equal chance’.
15. Please make it mandatory for the GP to be notified of any abnormal findings.
16. Please include the HDEC contact information as per the template. Participant Information Sheet templates | Health and Disability Ethics Committees
17. Please remove reference to sending samples overseas on page 4.
18. Please remove reference to overseas agencies accessing identifiable information on page 6.
19. On page 7 please clarify what the screening tests are.
20. Please remove reference to sending data overseas from the CF.
21. Please add an option on the CF to consent to their data being used for future research, as per the PIS.
22. Please add page numbers.

Decision 

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

23. Please address all outstanding ethical issues, providing the information requested by the Committee.
24. 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 Mr Jonathan Darby and Dr Kate Parker.
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	Ethics ref:  
	2025 FULL 22570

	 
	Title: 
	Multicenter, 12-Month, Randomized, Double Blind, Placebo-Controlled Phase 3 Efficacy and Safety Study of Daily Oral LUM-201 in Naïve-to-Treatment, Prepubertal Children with Growth Hormone Deficiency (GHD)

	 
	Principal Investigator: 
	Professor Paul Leslie Hofman

	 
	Sponsor: 
	Lumos Pharma, Inc.

	 
	Clock Start Date: 
	07 August 2025



Ben Albert and Janene Biggs 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 what the standard treatment is currently.  The Researcher advised that currently the funding model in New Zealand allows children who are growing poorly and have a rating below five to receive growth hormones until at least puberty or until they have finished growing.  This study includes children who are growing poorly with a rating between five and ten who would not be eligible for funded growth hormone under current New Zealand treatment guidelines.
2. The Committee queried if there is potential detriment to participants who are on placebo in terms of delaying active treatment. The Researcher noted that participants in the study are unlikely to be those individuals who would be eligible for funded treatment.  Those on placebo will have the option to cross over to the open label phase.
3. The Committee queried whether a child entering puberty would mean they are no longer eligible to participate in the study or the open label phase. The Researchers advised that puberty is not an exclusion criterion.  Rather they are focused on the bone growth assessments, and so long as there is still capacity for growth, they will continue to be eligible.
4. The Committee noted that this study is funded by a US based sponsor and queried the security of funding.  The Researchers advised that this study does not include any US federal funding.
5. The Committee queried the recruitment process.  The Researchers advised that they will advise paediatricians about the study and ask them to get consent from any potential candidates to be referred.

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 having information in the information sheet about pregnancy and contraception given the age of participants.  The Researcher advised that they would not have these conversations with children unless they have reason to believe it was warranted. The Committee noted that there would need to be a process in place for sensitively handling this conversation and addressing any concerns brought to light, such as abuse.
7. The Committee queried the number of participants as this is variously stated as two or six.  The Researcher noted that they hope to recruit up to ten participants.
8. The Committee queried whether incidence in Māori is known, as this question has not been answered sufficiently in the submission.  The Researcher stated that whilst growth restriction does impact Māori there is not any data available on incidence.  
9. The Committee noted that the PIS it mentions that tissue may be stored for up to 15 years for further research. When children turn 16, they will need to be reconsented and agree to this.  The Committee felt it is inappropriate to ask parents to consent to future unspecified genetic research for children, who will not gain any direct benefit from this.
10. The Committee noted that the parents / caregiver CF includes a statement about measuring their height.  Gathering data on parents would make them participants and necessitate their own PIS.
11. The Committee queried whether Scout will be used in New Zealand.  The Researchers advised that it will be.  The Committee noted that the consent form will need to be signed by the parent or guardian on behalf of the child. 
12. The Committee request that the insurance amount be reviewed, as it seems light for the length of the study and given that it involves a paediatric population.
13. The Committee queried whether participants would be required to produce receipts for reimbursement.  The Researchers noted that they would. The Committee noted that this can be burdensome, and a stipend is preferable.

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

14. Please revise to ensure that it is clear who ‘you’ refers to.  For example, when is it the parent and when is it the child.
15. In the parent / guardian PIS please state that children will be asked to assent and if they do not give assent then they will not participate in the study.
16. Please include information about Tanner staging to assess pubertal development.
17. Please provide clarity around whether children will be required to remove any clothing for any of the assessments.
18. Please clarify what options are available for potential participants should they chose not to join the study.
19. Please refrain from using ‘treatment’ rather refer to ‘study medicine’ or similar.
20. Please state that tissue will be sent to a laboratory in Singapore.
21. Please rephrase statements where it says participants are ‘expected to’ to wording such as ‘we request’.
22. Please explain any reasons why a child may not be eligible for the extension study.
23. Please use lay language rather than ‘therapeutic measures’. 
24. Please be consistent when stating whether GP notification is mandatory or optional (should be mandatory).
25. Please state that information will be stored for ten years from the date on which the youngest participant turns 16.
26. Please rephrase the statement about sixteen-year-olds and a legally authorised representative consenting, once aged 16 no one can consent on their behalf for research. 
27. Consider renaming the assent forms to older and younger, rather than age based, as comprehension can vary.
28. Please rephrase the assent forms to avoid using ‘help us’ as this may be felt to be coercive.
29. Please state that you will be asked to pee into a cup.
30. Rather than asking if the child is happy to assent, ask if they agree to assent.
31. In the older child assent form, please add that they can choose to speak to the doctor on their own when discussing sex.
32. Please remove reference to ‘secrets’ in the assent form. 
33. In the Optional Genetic Testing PIS remove the statement about reimbursement for costs if this will not involve an additional visit.
34. Please change the reference to ‘baby’ to ‘pregnancy’ and ‘outcome of pregnancy’ as live birth cannot be assumed.
35. Currently the grandparents would be consenting to follow up a pregnancy, please review this as it is not legally possible in New Zealand.
36. Please review the wording around the circumstances where a participant no longer wishes to take the study medication but consents to continued follow-up.
37. Please remove references to travelling overseas.
38. Please clarify in the assent forms which tests the children will have, currently ECG and MRI only appear on one age group and not the other.
39. In the Optional Genetic Testing PIS please clarify when samples will be taken and how.
40. Please add other things that would affect CYP as well as grapefruit.

Decision 

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

41. Please address all outstanding ethical issues, providing the information requested by the Committee.
42. 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 Dr Cordelia Thomas and Dr Andrea Forde.
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	Ethics ref:  
	2025 FULL 23338

	 
	Title: 
	Streamlined One-wire Logistics Optimizes Transcatheter Aortic Valve Replacement (SOLO-TAVR)

	 
	Principal Investigator: 
	Dr Sanjeevan Pasupati

	 
	Sponsor: 
	Solo Pace, Inc.

	 
	Clock Start Date: 
	07 August 2025



Dr Sanjeevan Pasupati, Simi Christudas Jayakumari, John Schultz and Dr David Daniels 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 process for recruitment.  The Researcher noted that participants would be in the hospital already but not in an emergency, and will have time to consider the information before consenting.
2. The Committee queried the exclusion of pregnant women.  The Researcher advised this is because the procedure involves radiation. 
3. The Committee queried the inclusion criteria excluding people under twenty-one given the age of consent in New Zealand is sixteen.  The Researcher noted there was not any specific rationale for this but noted that patients requiring transcatheter aortic valve replacement would typically be over sixty.

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 the insurance certificate naming the Ministry of Health and HDEC as the covered party, and requested that a certificate is reissued, that specifies New Zealand as the territory, naming the local sponsor and the protocol name / number.

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

5. Please include a diagram.
6. The Committee noted that the time that data will be stored for is not consistent throughout, please align.
7. Please state which database will be used for storage.
8. Please state that participants can have a support person.
9. Please give a clear description of the infusion system in lay language.
10. Please rephrase the statement about other medicines, as this is a device and not a medicine.
11. Please state that some people may have a reaction to the wire.
12. Please separate out the risks associated with the procedure and those that are specific to the study.
13. On page 5 please change New Zealand Health Authority to Medsafe.
14. Please review the benefits section and explain in lay language how these points relate to the participant.
15. Please state clearly that data will be stored overseas.
16. Please rephrase the section about costs to be clear about what would be covered under the publicly funded health system and any costs that the participant may have to cover.

Decision 

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

17. Please address all outstanding ethical issues, providing the information requested by the Committee.
18. 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 Dr Catriona McBean and Dr Sharon Kletchko.
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	Ethics ref:  
	2025 FULL 23463

	 
	Title: 
	A Randomised, Placebo-Controlled, Double-Blind, Single- Ascending Dose and Multiple-Ascending Dose First-In- Human Study to Investigate the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of Orally Administered ALE1 With or Without Food in Healthy Adult Participants and Adult Patients With Hypophosphatasia

	 
	Principal Investigator: 
	Dr Christian Schwabe

	 
	Sponsor: 
	Alesta Therapeutics BV

	 
	Clock Start Date: 
	07 August 2025



Dr Christian Schwabe, Julia O’Sullivan, and Samantha Nie 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 that the documentation submitted for this application was excellent.

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 queried where the ophthalmology clinic that participants are required to attend, is located.  The Researchers advised that this will be the Eye Institute. The Committee requested that the participants are informed of where they need to go and whether transportation is provided or reimbursed.  This can be a verbal instruction.
3. Please inform participants that they cannot leave the facility and that visitors are only allowed during specific visiting hours. 
4. The Committee requested that the sponsor consider licensure in New Zealand.
5. The Committee noted that it is important for the Researcher to advise participants to use lubricant with barrier contraception to help prevent condom breakage, genital trauma and / or infection. The Researchers advised the Committee that this is standard advice given by the enrolling doctor.
6. The Researchers clarified that the document referred to as Table One is the study schedule and they will link it when sending to participants.

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

7. Please correct where it states to not wear sunglasses.
8. On page 14 please fix the formatting error.
9. Please include information about the pupils being dilated in the ophthalmology exam and any risks and precautions needed.
10. The Researchers noted that the day 14 visit is not happening and needs to be removed to align with the protocol. 

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).



General business

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

	Meeting date:
	16 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.

The meeting closed at 5:05pm.
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