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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	07 April 2026

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2026 FULL 23662
	SEEK: School-based Eyecare for Every Kid
	Assoc Prof Joanna Black
	Ms. Kate O'Connor / Dr Christopher Hazlewood

	11:15am-11:45am
	2026 EXP 25094
	PULSE Select PFA Global Registry
	Dr Andrew Martin
	Ms. Kate O'Connor / Dr John Pearson

	11:45am-12:15pm
	2026 FULL 25062
	Safety and Effectiveness of VX-828/Deutivacaftor Combination Therapy With and Without Tezacaftor in Participants With Cystic Fibrosis (VX25-828-101)
	Dr Michael Epton
	Mrs Lydia Wadsworth / Dr Christopher Hazlewood

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

	12:45pm-1:15pm
	2026 FULL 24514
	DYNE101-DM1-301: Study of DYNE-101 in Participants with Myotonic Dystrophy
	Dr Richard Roxburgh
	Ms. Kate O'Connor / Dr John Pearson

	1:15pm-1:45pm
	2026 FULL 24338
	Precision Functional Mapping
	Dean/Professor Bruce Russell
	Mrs Lydia Wadsworth / Dr Sharon Kletchko

	1:45pm-2:15pm
	2026 FULL 25408
	BG-75202 Alone And With Other Agents In Patients With Myeloid Malignancies
	Dr Sophie Leitch
	Ms. Kate O'Connor / 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
	Present

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

	Cody Yerkovich
	Lay 
	15/09/2025
	14/09/2028
	Apology

	[bookmark: _Hlk226443060]Dr Joy Panoho
	Lay
	03/03/2025
	02/02/2030
	Apology

	[bookmark: _Hlk226449797]Associate Professor John Pearson
	Non-Lay
	09/06/2025
	08/06/2029
	Present

	Lydia Wadsworth
	Lay
	15/09/2025 
	14/09/2029 
	Present




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members noting that apologies had been received from Dr Cheng Kai Jin, Cody Yerkovich and Dr Joy Panoho.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Chair noted that an observer will be attending today.

Confirmation of previous minutes

The minutes of the meeting of 03 March 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 23662

	 
	Title: 
	Developing a Model for Children’s Eye Health Management in Aotearoa New Zealand

	 
	Principal Investigator: 
	Associate Professor Joanna Black

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	26 March 2026



Associate Professor Joanna Black and Sachi Rathod 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 study is related to some existing studies. The Researcher confirmed that this study is testing implementation of a potential solution to the problems that were identified in the previous epidemiologic studies.
2. The Committee queried whether this study will be conducted in schools that the Researchers are already working with. The Researcher advised that they will be working with some new schools for this study.
3. The Committee queried how the approach is made to schools, who from the school makes the decision to participate and what the lead time is. The Researcher advised that they email the school first and then follow up with a phone call, before meeting to discuss the study. It varies between school who makes the decision to participate, often it is the Deputy Principal with input from the board, but this is left to the school to guide. Lead times are normally a couple of terms or up to a year.
4. The Committee noted this is a large study and queried whether the PhD student is clear on which part of the study their doctorate will be about. The Student advised that they have already been working with the Principal Investigator in this field and are confident about what is required of them.
5. The Committee queried whether there is any risk of stigmatisation for the children about being different for wearing glasses. The Researcher advised that this varies between schools depending on the access to eye health management but noted that by doing the school health program, children get glasses at the same time which reduces the social burden.
6. The Committee queried how participants for the interview will be identified. The Researcher advised that the information will be circulated to the education advisors and teachers to identify individuals who would be interested in participating. Health stakeholders will be identified in the local communities that the researchers visit.

Summary of outstanding ethical issues

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

7. The Committee requested that the prize draw for the interview is removed, rather provide all participants with refreshments or some other small koha.
8. The Committee suggested that the Researchers draft an email which can be sent to parents by the school to remind them to return the consent forms.
9. The Committee noted that it may be a challenge to get parental feedback that is representative of the entire school community and recommend working closely with the school to achieve this.

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

10. Please revise wording, to avoid terminology such as “failed” or “did not pass”.
11. Please customise for each school with instructions for where to return the consent forms.
12. Please add to the benefits, the difference this will make to the child’s day to day life.
13. Please add a tick box to the parents’ consent form to confirm that they are a parent and/or guardian.
14. Please remove yes, no tick boxes from the consent form, unless they are truly optional.

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:  
	2026 EXP 25094

	 
	Title: 
	PulseSelect PFA Global Registry: A part of the Medtronic Cardiac Ablation (MCA) Post-Market Study Platform

	 
	Principal Investigator: 
	Dr Andrew Martin

	 
	Sponsor: 
	Medtronic, Inc.

	 
	Clock Start Date: 
	26 March 2026



Dr Nigel Lever, Dr Matthew O’Connor, Nicola and Charissa Miller 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 how urgent this procedure is and whether there is sufficient time for potential participants to consider the study prior to consenting. The Researchers advised that most of these procedures are planned procedures so there is sufficient time for participants to consider consent. 
2. The Committee queried whether there is any slant towards which patients will receive the Medtronic Cardiac Ablation. The Researchers advised that this decision is made based on clinical factors, user preferences and hospital logistics.
3. The Committee queried whether the Sponsor having sign off on any publication causes any bias. The Researchers advised that any publication would have a statement disclosing the conflict of interest, that this is an industry registry.

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 the statement from the PIS "If you agree to be in this study, you will receive an ablation using the Medtronic PulseSelect System", which is inconsistent with other study documents and requested clarification regarding whether participants will be in the study because the clinician has determined that this system is the most appropriate for their procedure or if this system will be used because they are in the study. The Researchers clarified that individuals will only be invited to participate in this study after their clinician has determined that this system is the most appropriate for their procedure.
5. The Committee requested that the privacy policy for Medtronic and any other governance and access protocol documents for the Registry be provided for review.
6. The Committee raised concerns about the race/ethnicity questionnaire and noted that it is not appropriate for a New Zealand context. Please only collect ethnicity data that is in-line with Statistics New Zealand’s ethnicity categories, including the ancestry question that is used in the census.
7. The Committee queried how participants will be selected. The Researchers advised that they will approach everyone on the surgical list who is eligible. The Committee noted that this should be documented and suggested consideration be given to whether any specific ethnicities will be targeted.

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

8. Please remove all information about the risks and benefits of the Medtronic Cardiac Ablation, because this relates to standard of care and will have been discussed as part of the specialist consultation.
9. Please clearly state that participants have been invited to this observational study because their clinician has determined that they require a Medtronic Cardiac Ablation.
10. On page 1 please rephrase the statement about the device having been approved by Medsafe, as they do not have a formal approval process for devices.
11. Please provide a schedule of activities and clarify which are extra activities (including extra data)  specific to the Registry.
12. Please remove the statement about costs, as this applies to standard of care.
13. Please remove the compensation section as this does not apply to an observational study. 
14. Please include a link to the privacy policy.
15. Please either remove the statement about deidentified data being used by Māori organisations or make it optional on the consent form, as it is a form of future unspecified research.

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. Kate O'Connor and Dr John Pearson.












	3 
	Ethics ref:  
	2026 FULL 25062

	 
	Title: 
	A Phase 2, Randomized, Double-blind, Controlled Study to Evaluate the Safety and Efficacy of VX-828/Deutivacaftor With and Without Tezacaftor in Subjects Aged 18 Years and Older With Cystic Fibrosis

	 
	Principal Investigator: 
	Dr Michael Epton

	 
	Sponsor: 
	Vertex Pharmaceuticals Australia Pty Ltd

	 
	Clock Start Date: 
	26 March 2026



Dr Michael Epton and Malina Storer 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.

Associate Professor John Pearson declared a potential conflict of interest and the Committee determined that it is not a true conflict, and it is appropriate for him to be involved in the discussion and decision. 

Summary of resolved ethical issues 

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

1. The Committee noted that the pregnancy information sheet is not approved and should be submitted by amendment, should it be required, at the time of a pregnancy being notified to HDEC.
2. The Committee queried whether it is necessary to use Greenphire to manage participant payments or if this could be managed by site. The Researchers advised that Greenphire makes payment much easier for sites and participants receive their payments faster.
3. The Committee queried whether there is a plan for managing any participant distress as a result of the questionnaires. The Researchers advised that they have a standard operating procedure for managing this and referral pathways depending on whether it is an acute situation.
4. The Committee queried whether there is any risk of worsening condition when switching between medications or during the wash out period. The Researcher acknowledge that this is possible but is not always easy to detect due to the general overall improvement of their condition due to these medications but that all risks are discussed with participants.

Summary of outstanding ethical issues

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

5. The Committee noted that the various combinations of medications is very complicated to follow in the participant information sheets. The Committee suggested having separate information sheets for homozygous and heterozygous alleles. Additionally, a short summary would be useful.
6. The Committee noted that the letter to the Doctor needs to be customised for New Zealand, for example ‘Medsafe’ instead of ‘TGA’. Additionally, please clarify that not everyone gets VX-828 and that there is an active control group which could be different to their Standard of Care.
7. The Committee requested confirmation about whether future use of tissue is specified or unspecified and whether it is optional. Noting that future unspecified research using tissue would require a separate PIS/CF.

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

8. Please use some visual aids to help explain the different medication combinations, such as charts and colour coding.
9. Please refer to the medications by their brand names for ease of participant understanding.
10. Please amend references to the New Zealand Health Authority to Medsafe.
11. Please remove the paragraph about asking the doctor which Countries the medications are approved in. Rather just state that they are approved in New Zealand.
12. Please shorten the side effect section by listing all the side effects that are common to the medications and then listing any that are specific to each medication, to avoid duplication.
13. Please add a statement on the consent form for consenting to genetic analysis if this may be performed.
14. Please add a statement on the consent form for future research using data and/or tissue.

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 Mrs Lydia Wadsworth and Dr Christopher Hazlewood.
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	Ethics ref:  
	2026 FULL 24514

	 
	Title: 
	A Phase 3, Randomized, Double-Blind, 48-Week Placebo-Controlled Study to Assess the Efficacy, Safety, and Tolerability of DYNE-101 Administered to Participants with Myotonic Dystrophy Type 1

	 
	Principal Investigator: 
	Dr Richard Roxburgh

	 
	Sponsor: 
	PPD, part of Thermo Fisher Scientific

	 
	Clock Start Date: 
	26 March 2026



Dr Richard Roxburgh and Kay Yeoman 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 questionnaires being done on a tablet are done at site so participants can get assistance if they are not used to using a tablet. The Researchers confirmed that this is the case.
2. The Committee queried whether Scout will be used for travel bookings or if this will be managed by site. The Researchers advised that they use Scout as this is much easier for the sites.
3. The Committee noted documentation for ‘home trial sites’ and queried whether this will be used in New Zealand. The Researchers advised that they do not intend to use this option.
4. The Committee noted that the future unspecified research using samples indicated that genetic analysis would occur and sought clarification that this would be deidentified. The Researchers confirmed that it would be deidentified at this stage.
5. The Committee noted that this medication would be required on an ongoing basis to treat this condition if proven effective and queried whether there will be any post-trial access available to participants. The Researchers advised that they could not guarantee it but would advocate for it. 

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 according to the University of Auckland’s published policy the Human Ethics office need to sign off as local Sponsor. Please amend the application or provide documentation if this study is an exemption.
7. The Committee noted that the Data and Tissue Management Plan (DTMP) needs to be reviewed for relevance for this study, for example it includes reference to a muscle biopsy, which needs to be removed. 
8. The Committee queried how much the stipend will be. The Researchers advised that the budget has yet to be finalised. The Committee noted that this needs to be submitted for review and to ensure that relevant information regarding tax is included.
9. The Committee requested consideration be given to making future use of data be made optional for participants. If this is possible, please add to the consent form.
10. The Committee suggested the addition of a one-page summary document which includes a schedule of activities, such as the one on page 4 of the short guide.
11. The Committee requested that the DTMP describes how video and images are stored and accessed in identifiable versus deidentified form.

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

12. Please remove reference to a muscle biopsy from the consent form.
13. Please reword the statement about participants receiving a booster dose of the study drug, to clarify that those on placebo receive a placebo booster.

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. Kate O'Connor and Dr John Pearson.
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	Ethics ref:  
	2026 FULL 24338

	 
	Title: 
	Precision Functional Mapping of the Human brain using Resting State functional Magnetic Resonance Imaging – Ketamine Validation Study

	 
	Principal Investigator: 
	Professor Bruce Russell

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	26 March 2026



Professor Bruce Russell and Brydie Dumelow 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 who in the Research team has expertise in the functional MRI. The Researcher advised that the PI and another investigator on the team have these skills.
2. The Committee sought clarification that the participants will only be given doses under supervision on site and will not be given any doses to take away. The Researchers confirmed that this is the case.
3. The Committee queried the justification for the dose of 1mg per kg. The Researchers advised that this dose has been found to be the most effective in their previous studies and that this is backed up by the literature.
4. The Committee sought clarification about what the difference is between significant suicidal ideation and any other suicidal ideation and whether this could indicate depression rather than anxiety. The Researchers advised that significant suicidal ideation means that the individual has considered a plan for suicide. They advised that the screening tests should determine whether an individual has depression or anxiety. 

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 requested that recruitment is limited to those via clinic rather than using advertising due to this being a controlled substance. Please remove the advertising from your submission and revise the protocol to describe the recruitment process. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.7.a).
6. The Committee requested that the extension phase is used to generate further research data on this controlled substance. Details of this should be documented in the protocol, including details of ongoing safety monitoring. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8, 11.25).
7. The Committee queried whether the intent of the study is to determine if a functional MRI can be used to determine whether Ketamine will work as a treatment option for them and if so, whether this is practical from a cost perspective. The Researcher advised that this is the intent of the study and that they have developed a sequence that only takes around ten minutes as opposed to the standard hour to an hour and a half. The Committee queried how this sequence has been developed. The Researcher advised that this has been developed through their own informal research. The Committee requested that this be described in both the protocol and PIS. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15, 9.7-9.8).
8. The Committee requested that further detail is added to the protocol about the screening phase, to describe tests that will be conducted such as, baseline TSH, baseline ECG, and pregnancy testing. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
9. The Committee noted that section 8.5, Future unspecified research, should be removed from the Data Management Plan or made optional in the PIS/CF.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.16-7.17): 

10. Please state that the brain is being imaged, rather than the head.
11. Please remove reference to Fentanyl as this is not relevant to this study.
12. Please state what support will be provided should the participant become distressed whilst completing the questionnaires.
13. Currently the extension phase is introduced in the section “what are my alternatives to taking part”, please remove from this section and instead outline what alternatives are available.
14. Please include advice about potential drug interactions and whether participants can continue with usual medications.
15. Please include contraception advice to support the pregnancy exclusion.
16. Please remove italics.
17. Please either remove the statement about Māori organisations having access to data or add it as a separate option on the consent form.
18. Please add a statement to the consent form, acknowledging that GP notification will be mandatory for this study.
19. Please advise participants in the extension phase that they should not drive after dosing.

Decision 
This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	2026 FULL 25408

	 
	Title: 
	A Phase 1a/1b Study Evaluating the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Preliminary Efficacy of BG-75202, Alone and in Combination with Other Agents, in Patients with Myeloid Malignancies

	 
	Principal Investigator: 
	Dr Sophie Leitch

	 
	Sponsor: 
	BeOne Medicines AUS Pty Ltd

	 
	Clock Start Date: 
	26 March 2026



Aish Moorthy, Joanna Anderson and Qingchao Zeng 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 as this is a first in human study it will not yet be considered by Medsafe.

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 noted that the medical indemnity certificate that was uploaded has expired and requested that a current certificate be provided.

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

3. Please specify what the “other agents” are, that is, Azacitidine.
4. Please clarify whether participants would normally have access to Azacitidine.
5. Please clarify whether participants can still access medication for best supportive care.
6. Please state in the main PIS that there is a separate PIS/CF for future unspecified research.
7. Please add to both PISs a statement about the cultural implications of genetic research.
8. Please provide specific information about what the genetic analysis will investigate.
9. Please either remove the statement that Māori organisations can access de-identified data or make it an option on the CF, as this is Future Unspecified Research involving data and must be optional.

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. Kate O'Connor and Dr Sharon Kletchko.


























General business

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

	Meeting date:
	05 May 2026

	Zoom details:
	To be determined



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

The meeting closed at 2:03pm.
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