	
	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 March 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 24549
	Blood cultures from arterial lines or venepuncture samples in the ICU
	Dr Chris Hands
	Ms. Kate O'Connor / Dr Christopher Hazlewood

	11:15am-11:45am
	2026 FULL 25133
	Oral ketamine for posttraumatic stress disorder: A feasibility study and qualitative exploration of participant experiences
	Associate Professor Tess Patterson
	Ms. Kate O'Connor / Dr Sharon Kletchko

	11:45am-12:15pm
	2026 FULL 24896
	Evaluation of MTX-474 in Participants with dcSSc
	Dr Kamal Solanki
	Mrs Lydia Wadsworth / Dr Christopher Hazlewood

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

	12:45pm-1:15pm
	2026 FULL 24747
	OCTAVE
	Dr Sergej Cicovic
	Ms. Kate O'Connor / Dr John Pearson

	1:15pm-1:45pm
	2026 FULL 25205
	The Koha Project
	Dr Eleanor Brittain
	Mrs Lydia Wadsworth / Dr Sharon Kletchko

	1:45pm-2:15pm
	2026 FULL 24730
	LIB003-008: Phase 3b Study to Evaluate Lerodalcibep in Children and Adolescents with Heterozygous Familial Hypercholesterolemia (HeFH)
	Professor Russell Scott
	Mrs Lydia Wadsworth / Dr Cheng Kai Jin

	2:15pm-2:45pm
	2026 FULL 24920
	GS-US-635-7341: Study to Evaluate the Safety, Tolerability, and Pharmacokinetics of GS-1701 in Healthy Participants
	Dr Kody Shaw
	Ms. Kate O'Connor / Dr John Pearson



	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
	Present

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

	[bookmark: _Hlk223360553]Dr Joy Panoho
	Lay
	03/03/2025
	02/02/2030
	Apology

	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 Joy Panoho and Cody Yerkovich. 

The Chair invited the Secretariat to give the opening karakia.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

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








New applications 


	[bookmark: _Hlk223360788]1  
	Ethics ref:  
	2026 FULL 24549

	 
	Title: 
	Evaluating whether blood cultures taken from an arterial line produce non-inferior contamination rates compared to peripheral blood cultures in ICU patients with suspected bloodstream infection (EASI)

	 
	Principal Investigator: 
	Dr Chris Hands

	 
	Sponsor: 
	Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	19 February 2026



Dr Chris Hands and Tim Wareing 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 current standard of care is. The Researchers advised that two venous samples are taken, noting that sometimes this can be achieved via one needle. The Researchers noted that venous samples can be difficult to obtain in these very unwell patients, which can lead to smaller samples, which in turn can take longer to produce lab results due to the lower yield.
2. The Committee queried the current rationale for not using arterial samples as standard of care, given that an arterial line is in place. The Researchers advised that is due to a perceived risk of contamination, which could lead to inaccurate results and overtreating. Noting that there has been little research evidence to support this risk.
3. The Committee queried how the number of five hundred participants had been determined. The Researchers advised that they consulted with a statistician and modelled their statistical analysis plan off one used by an overseas study into the same research question. Starting from the data they have about base line contamination rates at their site.
4. The Committee queried what identifiable data would need to be collected and at what point data would be deidentified. The Researchers advised that results from the blood screens would be recorded in the patients record but for study purposes this information would be entered into the data base in deidentified form. Whilst some demographic information would be gathered for reporting purposes it would not be required for analysis. 
5. The Committee queried whether receiving antibiotics would be delayed for study participants. The Researchers advised that no standard of care would be delayed by the study.

Summary of outstanding ethical issues

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

6. The Committee suggested introducing stopping criteria after a set time point should sufficient data be obtained.
7. The Committee noted that currently the options for consent described in the Protocol are confused. Given that the only benefit to a participant would be possibly one less venous sample it would be difficult to make a best interest’s argument. The Comment felt that approaching family members could cause harm in an already distressing situation, therefore the best approach in this situation would be to request a waiver of consent, in line with 14.8.b of the National Ethical Standards. A strong justification needs to be made covering all the relevant points from 14.9-14.15 of the National Ethical Standards and documented in the Data Management Plan. Please update the Protocol to remove the other consent options.
8. The Committee requested that a poster or information brochure be created which can be placed in the ICU waiting room, for transparency. 
9. The Committee noted that Participant Information Sheet and Consent Forms (PIS/CFs) can be removed from study documentation. 
10. The Committee requested that study documentation clearly state that no identifiable data will be stored in the study database, and that there will be no future use of samples, which will be destroyed as per standard hospital policies.

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 study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms. Kate O'Connor and Dr Christopher Hazlewood.













	2  
	Ethics ref:  
	2026 FULL 25133

	 
	Title: 
	Oral ketamine for posttraumatic stress disorder: A feasibility study and qualitative exploration of participant experiences

	 
	Principal Investigator: 
	Associate Professor Tess Patterson

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	19 February 2026



Associate Professor Tess Patterson and Linda Hobbs 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 decided that it is not a true conflict, and he may continue 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 queried whether the dose would have any recreational effects. The Researchers advised that this is a relatively low dose and should have minimal dissociation effects and a nurse will be present the entire time, with the psychiatrist completing a check prior to releasing the participant.
2. The Committee queried having participants self-refer with a self-diagnosis, when the criteria is moderate to severe PTSD. The Researchers advised that potential participants will be screened by a psychiatrist and mental health nurse to assess for active PTSD symptomology above a certain level.
3. The Committee queried whether the advertising posters will be put up on campus. The Researchers advised that it will not. It will be put up in doctors and other clinics where potential participants would be having treatment.
4. The Committee expressed concern about participants being unable to access other types of therapy whilst on the study. The Researchers advised that the study only lasts for three months, with many individuals being on a waiting list for up to a year and noted that if a participant was able to access psychotherapy, they would be encouraged to withdraw from the trial to pursue this instead.
5. The Committee queried whether additional quantitative data could be gathered during this study given that Ketamine is a controlled drug. The Researchers advised that there are other studies that are gathering that data but that the focus of this study is participants experience and tolerability, other than from an adverse event perspective.

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 the advertising will need to be amended to remove reference to a “possible new treatment” and instead state that this is a feasibility study. Please change “patient” to “participant”. Please use gender neutral language. Additionally, the poster requires further information such as how many visits are involved and how long the study goes for. Please see the HDEC advertising guidelines for more information. Advertising Guidelines for Clinical Research | Health and Disability Ethics Committees (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12)
7. The Committee requested the study psychiatrist provide justification for the dose and whether using different dose cohorts had been considered. Additionally, the Committee requested additional independent peer review from another psychiatrist with specific comment on the dosing. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26, 9.28)
8. The Committee expressed concerns about participants not necessarily having a therapist that their care can be handed back to at the end of the study. The Researchers advised that they recommend participants seek therapy but note that there is a shortage of therapists. Participant’s Doctors will also be notified of their participation in this study. The Committee requested that the recruitment process be well stepped out in the protocol and noted that as this is mainly framed as a qualitative study using a controlled substance as the intervention, then the group of participants selected should be those for whom it is the safest in terms of ongoing care after the study.
9. The Committee requested that the Data Management Plan (DMP) be updated to include interview recordings as identifiable data. Please make the DMP and PIS/CF consistent as the DMP states there will be no future research. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a)
10. The Committee requested that the exclusion criteria be more specific around individuals who could be at risk from ketamine such as those who have had recent myocardial infarction or hypertension. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8)

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

11. Please include information about alternative types of therapy available, including both pharmacological and psychotherapeutic.
12. Please state that the interviews will be recorded and provide information about how the recordings will be stored and who will have access to these recordings.
13. Please update the exclusion criteria as detailed above.
14. Please make future research on coded data optional if this may occur.

Decision 

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











	3  
	Ethics ref:  
	2026 FULL 24896

	 
	Title: 
	A Phase 2 Randomized, Double-Blind, Placebo-Controlled Study to Assess the Safety and Efficacy of MTX-474 in the Treatment of Participants with Diffuse Cutaneous Systemic Sclerosis (dcSSc)

	 
	Principal Investigator: 
	Dr Kamal Solanki

	 
	Sponsor: 
	Mediar Therapeutics

	 
	Clock Start Date: 
	19 February 2026



Denise Darlington 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 given only approximately five participants whether Scout will be required. The Researchers advised that they would manage travel payments and bookings themselves. 

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 they do not approve the advertising materials for this study, as participants are recruited through clinic, advertising is not required.
3. The Committee requests that consideration be given to providing on going access should therapeutic benefit be shown.
4. The Committee requested the protocol be updated to detail the recruitment process, and to the referral criteria/process based on the results of the HADS questionnaire.

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

5. Please provide more information about the genetic analysis of the skin biopsy, in the information sheet and add a line in the consent form confirming that the participant is aware of genetic analysis being undertaken.
6. The Committee request that all references to Scout are removed.
7. Please state whether karakia is available at the time of tissue collection.
8. Please remove repetitive language about withdrawing from the study.
9. Please include advice about the HADS questionnaire and any resulting referral that occur based on the results.
10. On page 17 please amend the statement that “data may be sent overseas” to reflect that it will be sent overseas.
11. Please advise participants of any tax implications from payment of a stipend.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Lydia Wadsworth and Dr Christopher Hazlewood.

































	4  
	Ethics ref:  
	2026 FULL 24747

	 
	Title: 
	Optical Coherence Tomography in Acute Vessel Evaluation, OCTAVE.

	 
	Principal Investigator: 
	Dr Sergej Cicovic

	 
	Sponsor: 
	Aarhus University Hospital

	 
	Clock Start Date: 
	19 February 2026



Dr Sergej Cicovic 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 requested clarification about the involvement of Abbott Vascular USA and queried whether the study is financially independent from them. The Researchers advised that the trial was designed by the Researchers at Aarhus University who then approached Abbott to request they provide devices for the study but without giving them any input on the study design, access to raw data or control over publication. Additionally, whilst Abbott are providing some funding per participant, Aarhus University could obtain other funding for the study if required. Based on the information provided the Committee were satisfied that the trial is investigator initiated and not commercial.
2. The Committee queried whether the research question could be answered without involving the most acute STEMI cases due to the constrained time frame for obtaining consent to randomise. The Researchers advised that to answer the research question they will need to include these acute cases. Noting that both options are currently standard of care but as no data supports a particular option, it is currently dependent on the clinicians’ preference. Additionally, if the researchers felt that the option a participant had been randomised to was not the best for their case, then they would remove them from the study. 
3. The Committee queried whether the theoretical risk of stroke could be quantified. The Researcher advised that this risk is already low, so any change in risk for the OCT arm would be too small to quantify.

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 an abbreviated consent form be developed which is one page and includes diagrams for those acute patients who cannot manage the full consent form. It should reassure potential participants that both options are part of standard of care and routinely carried out and that essentially, they are consenting to be randomised. Additionally, a fulsome consent to continue form be provided once the individual is in a state to give fully informed consent. 
5. The Committee requested an independent peer review from a New Zealand based interventional cardiologist familiar with this context and focused on the safety of the acute cases.
6. The Committee noted that New Zealand is not mentioned in the protocol and recommend a New Zealand specific addendum to the protocol, which includes a description of the recruitment and consent process, particularly for those acute patients who will go through an abbreviated consent process. Please also include information about how the software utilises AI and what happens to data generated. Additionally include information about ACC eligibility for treatment injury.

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

7. Please use the ACC statement from the HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees
8. Please include a statement about the software using AI and that data is not retained. 
9. Please review for complexity and use lay terminology throughout.

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. Kate O'Connor and Dr John Pearson.














	5  
	Ethics ref:  
	2026 FULL 25205

	 
	Title: 
	The Koha Project: Culturally centred contingency management for Māori with harmful methamphetamine use

	 
	Principal Investigator: 
	Dr Eleanor Brittain

	 
	Sponsor: 
	Massey University

	 
	Clock Start Date: 
	19 February 2026



Dr Eleanor Brittain 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 acknowledged that this is a resubmission of a previous decline and commended the Researcher on the amount of work that has been done to get to this stage. The Committee were particularly pleased with participants coming into the study with support from their community provider, who will provide continuity of care after the study ends.
2. The Committee queried the prize bowl design. The Researcher advised that this is one of a few protocol designs which have proven effective in overseas studies. Noting that this design is most cost effective for a public health service.
3. The Committee queried how long after using methamphetamine it could continue to show up in a urine test, and whether there is variability between individuals which could result in some participants being penalised unfairly. The Researcher advised that it is possible for urine tests to give false positives and participants would be informed of this possibility.
4. The possibility of obtaining clean urine for the test was discussed and both the Committee and the Researcher felt that the costs of doing so would outweigh any potential benefits for the participant. Noting that there are ways to detect this, such as temperature of the urine.
5. The Committee noted that the questionnaire asks about participants living arrangements and lifestyle, and that trained psychologists will be monitoring participants mood. The Committee queried whether the researchers will take any action based on any of these findings. The Researcher advised that they will arrange referrals as appropriate and utilise their established networks.

Summary of outstanding ethical issues

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

6. The Committee requested that a one-page document be developed for whanau members to explain the study and what is being asked of them.
7. Please amend the timeline dates in the protocol.

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

8. Please provide more information about the optional questionnaire that whanau members will be asked to do.
9. Please state whether the community partner will receive any data about how the participant is doing in the study.
10. Please include information about the optional qualitative feedback interview, rather than having a separate information sheet.
11. Please add an option on the consent form for future unspecified research using data collected.

Decision 

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

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

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





















	6  
	Ethics ref:  
	2026 FULL 24730

	 
	Title: 
	Randomized, Placebo-Controlled, Double-Blind, Phase 3b Study to Evaluate the Efficacy and Safety of Lerodalcibep in Children and Adolescents, 6 to 17 Years of Age, with Heterozygous Familial Hypercholesterolemia on Stable Diet and Oral Lipid-Lowering Therapy (LIBerate-Kids)

	 
	Principal Investigator: 
	Professor Russell Scott

	 
	Sponsor: 
	LIB Therapeutics, Inc.

	 
	Clock Start Date: 
	19 February 2026



Dr Jane Kerr, Samantha Nie, Julia O'Sullivan, Kayla Malate, Dr Huan Chan and Dr Alex Binfield 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 the experience has been in the adult population. The Researchers advised that it has been well tolerated and appears to be very targeted and effective.

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 the need for doing Tanner Staging twice and whether this could be done via self-report. The Researchers noted that Tanner staging is important to assess whether the study intervention is having any effects on pubertal development and that doing this via self-report is less likely to be accurate whilst not lessening any sense of embarrassment for the child. Noting that the Protocol does not prescribe how Tanner Staging should be carried out. The Committee suggested the site develop a standard operating procedure for conducting Tanner Staging to ensure that it is carried out in the safest, least intrusive way possible, consistently.
3. The Committee requested that legal minors are excluded from biobanking for future unspecified research.
4. The Committee queried why females would be excluded if they declined to use highly effective contraception, but males would not. The Committee requested that this exclusion either be removed or made equal.

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

5. Please add to the optional genetic research consent form that data may be used for future unspecified research.
6. On page 24 of the parents PIS please rephrase the statement about informing partners about contraception requirements, as it currently reads as though it is referring to the parents’ partner.

Decision 

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

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


































	7  
	Ethics ref:  
	2026 FULL 24920

	 
	Title: 
	A Phase 1 Study to Evaluate the Safety, Tolerability, and Pharmacokinetics of GS-1701 in Healthy Participants

	 
	Principal Investigator: 
	Dr Kody Shaw

	 
	Sponsor: 
	Gilead Sciences, Inc.

	 
	Clock Start Date: 
	19 February 2026



Dr Kody Shaw, Samantha Nie, Julia O'Sullivan and Kayla Malate 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 Researchers anticipate any recruitment issues due to mistrust around Covid and associated viruses. The Researchers acknowledged this could be a potential issue. The Committee suggested that if recruitment does prove difficult that it could be worth amending advertising materials to clarify that the study does not involve vaccines or any viral challenge.
2. The Committee queried the justification for having sentinel group dosing rather than traditional sentinel dosing with one individual dosed at a time. After the meeting the Researchers provided a response from Sponsor and noting that this will also be assessed as part of the SCOTT review the Committee accepted this.

Summary of outstanding ethical issues

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

3. The Committee requested that references to ‘treatment’ are removed from the advertising material and replaced with a more appropriate term such as ‘dosing’.
4. The Committee requested that advertising imagery includes gender balance.

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:
	07 April 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 Chair invited the Secretariat to give the closing karakia.

The meeting closed at 2:20pm.
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