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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee 

	Meeting date:
	05 May 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 25439
	Botox for residual limb pain
	Professor David Rice
	Dr Joy Panoho / Dr John Pearson

	11:15am-11:45am
	2026 FULL 25385
	STX-1150-01: A Study Evaluating STX-1150 in Participants with Elevated Low-Density Lipoprotein Cholesterol (LDL-C).
	Professor Russell Scott
	Mrs Lydia Wadsworth / Dr Jin Cheng Kai

	11:45am-12:15pm
	2026 FULL 24390
	PRIME II - Prevention of reperfusion Injury in Myocardial Infarction in Emergency Departments II
	Dr Adrian Owen
	Dr Joy Panoho / Dr Jin Cheng Kai

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

	12:45pm-1:15pm
	2026 FULL 25567
	BI1507-0002 - A study to test whether BI 3034701 helps people to lose weight who live with obesity or overweight
	Dr Sarah Hortop
	Mrs Lydia Wadsworth / Dr John Pearson

	1:15pm-1:45pm
	2026 FULL 25362
	1305-0052 (VERANDA™-SSc): A double-blind, randomised, placebo-controlled trial evaluating the efficacy and safety of oral nerandomilast treatment in patients with systemic sclerosis (SSc)
	Dr Sunil Kumar
	Dr Joy Panoho / Dr Sharon Kletchko

	1:45pm-2:15pm
	2026 FULL 25366
	Platform for Adaptive Trials in Perinatal Units (PLATIPUS)
	Professor Katie Groom
	Ms. Kate O'Connor / Dr Christopher Hazlewood

	2:15pm-2:45pm
	2026 FULL 25398
	PROMOAT
	Professor Katie Groom
	Ms. Kate O'Connor / Dr Christopher Hazlewood

	2:45pm-3:15pm
	2026 FULL 25402
	BabyCCINO
	A/P Chris McKinlay
	Ms. Kate O'Connor / Dr Christopher Hazlewood





	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: _Hlk226443060]Dr Joy Panoho
	Lay
	03/03/2025
	02/02/2030
	Present

	[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 Cody Yerkovich.

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 07 April 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25439

	 
	Title: 
	RELIEF: REsidual Limb pain: an evaluation of botox Injection Efficacy and saFety

	 
	Principal Investigator: 
	Professor David Rice

	 
	Sponsor: 
	Auckland University of Technology

	 
	Clock Start Date: 
	23 April 2026



Professor David Rice 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 discussed post‑amputation pain and queried whether this remains an ongoing issue. The Researcher shared that approximately 80% of individuals experience either phantom or residual limb pain, with residual limb pain significantly impacting function and independence.
2. The Committee queried the lack of injector blinding and its potential impact on bias. The Researcher acknowledged this limitation, advising that full blinding was not feasible due to the cost of pharmacy preparation and that alternative approaches, such as unblinding the study coordinator, would introduce greater bias, or require additional personnel beyond budget. The Researcher further advised that full double‑blinding would likely render the study unviable due to funding limits. The Committee noted that participants and outcome assessors will remain blinded, with the injector as the only unblinded party, and that this limitation will be acknowledged in study publications. It was also noted that there will be a single individual completing all injections for the study.
3. The Committee queried when it would be possible to determine whether one study arm is superior. The Researcher advised that an interim analysis will be conducted after 24 participants have completed the primary endpoint at week 7, and that an adaptive design has been adopted to allow for sample size re‑estimation based on interim results.
4. The Committee discussed the proposal to offer Botox to participants in the control group following study completion. The Researcher advised that this would be offered at no cost, either after confirmation of benefit or earlier following participation, depending on emerging results and feasibility. The Committee noted that this has been accounted for in the study budget.
5. The Committee noted that most participants would be recruited from Peke Waihanga (the New Zealand Artificial Limb Service) where most patients are actively managed.
6. The Committee suggested that the Researcher consider including an assessment of participant-perceived allocation to evaluate the success of blinding. The Researcher confirmed that this could be incorporated but noted that a strong treatment effect may limit its usefulness, as participants may accurately guess their allocation. The Committee advised that, if incorporated, this could be submitted as a protocol amendment.

Summary of outstanding ethical issues

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

7. Please include a clear, lay-language explanation of Botox, including what it is, how it works, and its purpose in this study.

Decision 

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

· 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 FULL 25385

	 
	Title: 
	A Phase 1 Open-Label Single Ascending Dose (Part 1) and Single or Multi-Dose Expansion (Part 2) Study to Evaluate Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of STX-1150 in Participants with Elevated Low-Density Lipoprotein Cholesterol (LDL-C).

	 
	Principal Investigator: 
	Professor Russell Scott

	 
	Sponsor: 
	Monash University

	 
	Clock Start Date: 
	23 April 2026



Professor Russell Scott, Kayla Malate, Samantha Nie, Dr Jane Kerr and Laura Keighley 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 long‑term follow‑up would be managed and whether it would be included in the current study. The Researcher advised that any long‑term follow‑up would be conducted under a separate protocol and submitted as a new application.
2. The Committee queried the rationale for drug and alcohol testing, noting apparent inconsistencies between permitted alcohol use and testing at study visits. The Researchers advised that testing is undertaken for safety and data integrity, as alcohol use may affect key outcomes such as lipid and liver function results. The Researchers further advised that positive results may lead to exclusion and assist in interpreting abnormal findings.
3. The Committee sought clarification regarding the frequency and handling of participant payments, particularly in the event of early withdrawal. The Researchers advised that payment arrangements would be discussed individually with participants and managed flexibly by the study coordinator.
4. The Committee identified an inconsistency in the submission form regarding the route of administration of the study medication. The Researchers confirmed that the study drug will be administered via intravenous infusion as listed in the protocol. 
5. The Committee queried whether the planned duration of follow-up is sufficient and sought clarification on longer-term follow-up intentions. The Researchers advised that long-term follow-up is anticipated (approximately 15 years), but details are still being finalised by the sponsor and would be addressed in a future, separate submission.
6. The Committee raised concerns regarding the restriction on paracetamol use during the study, noting that it is a commonly used medication. The Researchers advised that this restriction is specified by the sponsor due to concerns related to liver metabolism, although further clarification and potential flexibility may be under discussion. 



Summary of outstanding ethical issues

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

7. Please clearly explain the purpose of drug and alcohol testing, including any abstinence requirements prior to study visits.
8. On page 14, please revise the description of the $6,500 payment to clearly state that this is a stipend and is subjected to tax, and ensure it is distinguished from reimbursement of costs. Additionally, clarify the presentation of reimbursement and stipend information to avoid confusion, including removing or repositioning “if applicable” where appropriate.
9. Please include clear guidance regarding restrictions on paracetamol use and provide information on alternative pain relief options available to participants, ensuring this is highlighted to participants as it is a commonly used medication.
10. Please include additional lay-language information explaining mRNA technology.

Decision 

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

· 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).




	3 
	Ethics ref:  
	2026 FULL 24390

	 
	Title: 
	Does Paracetamol reduce reperfusion injury in patients presenting with ST-Elevation Myocardial Infarction? A Multi-centre, Open-label, Randomised Control Trial

	 
	Principal Investigator: 
	Dr Adrian Owen

	 
	Sponsor: 
	Te Whatu Ora Waikato

	 
	Clock Start Date: 
	23 April 2026



Dr Adrian Owen and Roselyn Pillay 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.

Ms Wadsworth declared a potential conflict of interest and the Committee agreed she could remain for discussion, but she opted not to participate in decision making.

Summary of resolved ethical issues 

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

1. The Committee queried the Researcher’s experience on the use of an abbreviated consent process in a previous study. The Researcher advised that it worked well, with participants providing full written consent prior to discharge. The Committee noted that the submission for this application includes this approach but seems to confuse it in places with best interests consenting and stated that due to the study using placebo this makes a best interests argument difficult.
2. The Committee queried where the Paracetamol will be administered. The Researcher noted that enrolment may occur in the ambulance, emergency department, or catheterisation laboratory, with treatment packs accompanying the patient through their care pathway.
3. The Committee queried whether there would be circumstances in which participants would be well enough to provide full informed consent prior to randomisation. The Researcher advised that it is unlikely, given the clinical context. The Committee agreed that an abbreviated consent approach is more appropriate at enrolment, with full consent to follow, after the acute situation passed.
4. The Committee queried the possibility that some participants may not survive to provide full consent to continue. The Researchers advised that exclusion criteria are designed to minimise this risk by excluding those with severe heart failure or significantly impaired consciousness.
5. The Committee queried the purpose of using PMcardio in the study, including whether it is primarily intended to identify potential missed diagnoses. The Researcher advised that PMcardio is used to support identification of ST-segment elevation myocardial infarction (STEMI) and to trigger a communication cascade, notifying both the interventional cardiologist and the research team when a potential case is identified. Additionally, PMcardio would only be used in Te Whatu Ora hospitals and would not be used in the ambulance.
6. The Committee queried whether implementation of PM Cardio relies on clinician awareness and use, and whether there are controls on its use outside the study. The Researcher advised that clinicians have access to the software on their devices and are expected to use it in accordance with study inclusion criteria. There are no strict controls restricting its use to study‑only cases, noting that the tool may also be used more broadly for clinical decision support.
7. The Committee queried whether PMcardio may miss STEMI mimics or other cardiac conditions not identified by the system. The Researcher advised that PMcardio is primarily focused on identifying STEMI cases and is not intended to replace clinical judgement, with all ECGs also reviewed by clinicians. 

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 verbal consent for research is inconsistent with Right 7(6) of the Code of Health and Disability Services Consumers’ rights and that consent must be given in writing.
9. The Committee stated that the study needs to comply with Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. The Committee requested the following changes:
a. Remove references to enrolment without consent and incorporate a tiered consent approach.
b. Use of an abbreviated, one-page written consent prior to randomisation in the ambulance setting. 
c. Ensure clear and concise information supported by simple visuals where appropriate in the abbreviated consent form. 
d. Once the acute situation passed, follow up with a full consent process, clearly explaining what occurred, what treatment was received, and seek consent for ongoing participation, including use of data and any secondary uses that would be passed to the software provider (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.42).
e. Clearly distinguish between what has already occurred and what remains a decision for the participant at the point of full consent
f. Participants must be well enough to provide consent at enrolment, and those unable to do so should not be enrolled.
10. The Committee requested that the protocol clearly describe the recruitment, enrolment, and abbreviated consent processes (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 - 9.8).
11. The Committee requires clarification and strengthening of the Data Management Plan (DMP), noting that it needs to be made specific to this study, including detailed description of data flows, privacy and security considerations, handling of ECG data, and arrangements for secondary use by PMcardio, noting that de-identified ECG data would be shared with PMcardio software provider to support algorithm validation and improvement (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
12. The Committee recommended engagement with relevant Health New Zealand privacy and security teams to ensure that data handling and software use meet relevant standards (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
13. The Committee discussed potential risks of re-identification in ECG images and queried how patient identifiers would be removed. The Researchers advised that the software focuses only on ECG waveforms. The Committee requested that explicit processes for removal of identifiers (e.g. redaction) be included in the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.4).
14. Please review typographical errors in the advertisement.

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 7.15 – 7.17): 

15. Please develop a clear, concise abbreviated PIS/CF suitable for use in emergency settings, ensuring written consent is obtained prior to enrolment. Consider use of a diagram to explain the two arms of the study.
16. Please clearly distinguish between initial participation and consent to continue, including clear explanation of what has already occurred.
17. Please clearly describe the secondary use of data by PM Cardio and include what data would be shared and its purpose. The Committee recommended for this to be added as an active opt-in choice rather than an opt-out.
18. Please include a clear explanation of how participant confidentiality would be protected when ECG images are processed, including removal of identifiers.
19. Please ensure that sharing information with Power Medical is an opt‑in choice for participants, rather than an assumption of inclusion unless they opt out.
20. Please include clearer lay-language explanations of study concepts, such as reperfusion injury.
21. Please remove the statement “We allow Māori organisations to access de‑identified study data, for uses that may benefit Māori”, or include it as a separate optional consent item on consent form.
22. Please correct the reference to the HDEC committee, noting that this is the Northern B Committee, not the Southern Committee.
23. Please ensure all eligibility criteria, including age (18 years and over), are clearly stated.
24. Please ensure that the Māori cultural support contact information includes an identifier.


Decision 


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


	4  
	Ethics ref:  
	2026 FULL 25567

	 
	Title: 
	A Phase II, randomised, double-blind, parallel-group, 42-week dose-finding trial for BI 3034701 administered subcutaneously compared to placebo in participants with obesity or overweight

	 
	Principal Investigator: 
	Dr Sarah Hortop

	 
	Sponsor: 
	Boehringer Ingelheim Korea Ltd

	 
	Clock Start Date: 
	23 April 2026



Dr Dean Quinn and Sharmin Bala 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 expressed concern that advertising may attract participants motivated by access to weight‑loss treatments and queried whether recruitment could be limited to clinic referrals. The Researcher advised that advertising is intended to support recruitment while participant selection would remain controlled through existing databases and clinical screening to ensure suitability.
2. The Committee queried the inclusion of multiple questionnaires (e.g. mood, suicidality, sexual life), noting unclear purpose. The Researchers advised these are for screening and safety monitoring as there are gastrointestinal side effects that may negatively impact mental health and advised that screening aims to identify participants who are able to tolerate these risks.
3. The Committee queried the process for self-administration of study medication at home. The Researchers advised that participants receive training and supervised dosing prior to home administration, with ongoing support to ensure safe use.
4. The Committee noted the burden on placebo group participants, including repeated injections and questionnaires, and queried whether this has been adequately considered. The Researcher advised that expectations are clearly communicated at enrolment and participant engagement is actively managed.
5. The Committee discussed the role of dietitians and lifestyle counselling within the study. The Researchers advised that dietitians are integral to the study, supporting participants with dietary management, side effect mitigation, and sustained lifestyle changes beyond the study period.

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 revision of recruitment advertisements to ensure they are not overly persuasive and do not present study participation as a solution to weight loss.
7. The Committee requested clarification regarding emerging safety signals associated with GLP‑1 therapies, including potential ocular complications, and for relevant risks be included where appropriate and communicated to participants.
8. The Committee requested clarification of arrangements for managing participant psychological distress, including confirmation of responsibility for facilitating and funding access to appropriate services. 
9. The Committee noted that some sections in the Data and Tissue Management Plan (DTMP), such as references to General Data Protection Regulation (GDPR) was not relevant to a New Zealand context and suggested removal to improve conciseness where possible.
10. The Committee noted that the food diary was overly American‑centric and requested that examples be revised to reflect foods more appropriate to a New Zealand context, including Māori and Pacific diets.

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

11. Please include clear explanations of the purpose of questionnaires, particularly those relating to sensitive topics such as mental health and sexual function, and how the information collected would be used.
12. Please expand the risks section to include potential effects on mood, including exacerbation of mood disorders, and any relevant emerging safety concerns.
13. Please clarify contraception requirements for both males and females, including resolving contradictory statements, and provision of clear, consistent explanation of rationale supported by available reproductive safety data to ensure participants understand the basis for these requirements.
14. Please include additional guidance for participants on management of common and unexpected side effects, including when and how to seek medical advice.
15. Please remove the statement “We allow Māori organisations to access de‑identified study data, for uses that may benefit Māori”, or include it as a separate optional consent item on consent form. 
16. Please include clearer information regarding the role of dietitians and available support for lifestyle management and side effects.
17. Please include a cultural statement addressing both genetic research considerations and broader issues relating to weight, weight loss, and potential stigma. The Committee noted that weight and weight loss are complex issues influenced by cultural and social factors, and the study materials did not adequately reflect this.
18. Please ensure that genetic and biomarker testing components are clearly explained, including what testing will occur and how biobank samples may be used, with clear distinction between mandatory components and any optional future research, so participants understand what they are consenting to. If there is no intention to undertake whole genome sequencing, including for any future unspecified research, this should be explicitly stated.




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 John Pearson.




	5  
	Ethics ref:  
	2026 FULL 25362

	 
	Title: 
	1305-0052 (VERANDA™-SSc): A double-blind, randomised, placebo-controlled trial evaluating the efficacy and safety of oral nerandomilast treatment in patients with systemic sclerosis (SSc)

	 
	Principal Investigator: 
	Dr Sunil Kumar

	 
	Sponsor: 
	Boehringer Ingelheim Singapore Pte.Ltd

	 
	Clock Start Date: 
	23 April 2026



Esther Ji, Dr Mark Sapsford and Royce Fam 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 recruitment would occur through specialist clinician referrals within the public rheumatology system where most eligible patients are managed, and no external advertising would be used.
2. The Committee noted that there are no planned amendments at this time and the protocol clarification documents submitted were explanatory only.
3. The Committee discussed the optional skin biopsy procedure and queried the size of the sample. The Researchers advised that it is a standard punch skin biopsy (approximately 5 mm), performed under local anaesthetic, with minimal scarring, and undertaken in a manner that minimises visibility.
4. The Committee discussed the genetic components of the study, including optional biobanking and potential future unspecified research. The Researchers clarified that genetic testing is optional and limited to stored samples, with no mandatory genetic testing in the main study. 

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 clarification of the genetic components of the study, including clearer differentiation between optional biobanking, future unspecified research, and any potential for whole genome sequencing. Additionally, the Committee emphasised the need for clear explanation of cultural considerations and risks associated with genetic research, including implications for Māori participants, genetic data use, and insurance.
6. The Committee request that consideration is given to providing participants with a stipend in addition to reimbursement for expenses.

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

7. Please clarify pregnancy and contraception requirements for both male and female participants and resolve any inconsistencies in wording.
8. Please provide clearer explanation of the optional skin biopsy procedure, including size of sample and what participants can expect.
9. Please clearly describe the genetic research components, including optional participation, future unspecified research, and any associated risks.
10. Please clarify how incidental and genetic findings would be managed, including whether participants would be informed and how their preferences would be recorded, and ensure this is reflected in the consent form where necessary. Please also provide a clearer explanation of genetic testing and its implications, including culturally appropriate information where relevant.
11. Please remove all references to Māori organisations accessing coded data or include this as a separate optional consent item on consent form. 
12. Please provide clearer information regarding reimbursement of expenses, including how expenses are calculated, whether a cap applies, and if a stipend may be provided.
13. Please clarify the purpose of urine testing and specify what substances are being tested for, including whether this relates to drugs of abuse or other study-specific requirements.

Decision 

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

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

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


	6 
	Ethics ref:  
	2026 FULL 25366

	 
	Title: 
	Platform for Adaptive Trials in Perinatal Units (PLATIPUS) - Core Protocol (PLATIPUS-CP)

	 
	Principal Investigator: 
	Professor Katie Groom

	 
	Sponsor: 
	The University of Melbourne

	 
	Clock Start Date: 
	23 April 2026



Professor Katie Groom, Chris McKinlay, April Mihaere, Angela Ballantyne, Elisa Tam, Felicity Ware, Kelly Fredell 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 discussed the submission structure of the adaptive platform trial and noted that treating the core protocol and individual domains as linked but distinct submissions support flexibility over the study lifecycle.
2. The Committee noted that two study domains are already approved and close to commencing enrolment in Australia, with governance processes largely complete.
3. The Committee sought clarification on data management and sovereignty, including whether identifiable data would leave New Zealand. The Researcher advised that direct identifiers (including NHI) are retained in the main database, while analysis datasets are de‑identified but retain dates (date of birth and event). The database is managed by a New Zealand provider using cloud infrastructure in Australia, with analysis data held at the University of Melbourne and consent data stored separately in New Zealand.
4. The Committee queried the feasibility of the health economics analysis in the New Zealand context, including data availability and responsibility. The Researcher advised that outcomes have been designed in collaboration with health economists, with key measures (e.g. hospital stay and complications) already captured, and that the health economics plan would be included as an appendix to the core protocol and adapted as needed for individual domains.
5. The Committee discussed the multi-site implementation of the platform across New Zealand and noted that all hospitals would be invited to participate. The Researchers advised that strong engagement has already been demonstrated across sites and that locality authorisation processes will be undertaken for both the core and domains as they have to be reviewed together.
6. The Committee clarified that no participants would be enrolled under the core protocol itself, and that participant-facing materials will relate to individual domains. The Researcher confirmed that the core protocol is structural, supported by an introductory platform-level video.
7. The Committee queried on adverse event reporting, noting that only serious adverse events (SAEs) and events of special interest would be collected. The Researcher advised that routine adverse events are common and difficult to attribute. It was noted that domain-specific events of special interest would be collected where relevant. 
8. The Committee discussed that all domains would share the same primary outcome (15-point ordinal scale) and sought clarification regarding its complexity, interpretability, and justification. The Researcher advised that it is a validated measure predicting longer-term health outcomes and supports meaningful comparison across disease severity and adaptive trial design and clinical interpretation. 

Summary of outstanding ethical issues

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

9. The Committee requested provision of an over-arching region-specific appendix addressing New Zealand-specific governance, regulatory, and contextual considerations and noted that this would apply to the core and domains.
10. The Committee requested provision of an overarching health economics analysis plan, including confirmation of how it will apply across the core platform and noting it would be adapted for individual domains.
11. The Committee requested clarification of the data access and data sharing plan, including clear identification within the documentation of where these processes are described.
12. [bookmark: _Hlk230082368]The Committee discussed follow‑up arrangements and duration of participant involvement. The Researchers advised that follow‑up of at least 2–3 years is planned via questionnaires, with data linkage to health datasets for up to approximately five years. Longer‑term follow‑up (e.g. adolescence) is not currently planned but may be considered depending on funding. The Committee recommended that the relevant domain’s Participant Information Sheet/Consent Form (PIS/CF) clearly reflect the expected duration, with flexibility for future contact where appropriate.

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.

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.


	7  
	Ethics ref:  
	2026 FULL 25398

	 
	Title: 
	Preterm Rupture of Membranes Optimal Antibiotics Trial (PROMOAT). A pregnancy domain within PLATIPUS (PLATIPUS-P01)

	 
	Principal Investigator: 
	Professor Katie Groom

	 
	Sponsor: 
	The University of Melbourne

	 
	Clock Start Date: 
	23 April 2026



Professor Katie Groom, Chris McKinlay, Felicity Ware, April Mihaere, Elisa Tam, Kelly Fredell were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought confirmation that the antibiotic regimens under investigation represent standard care. The Researcher advised that all regimens are currently used in clinical practice across Australia and New Zealand, with significant variability in prescribing. The Researchers further advised that erythromycin is the most used regimen based on historical evidence, despite not being included in current national guidelines, highlighting considerable variation and uncertainty in practice. 
2. The Committee discussed the consent process in acute clinical settings. The Researchers outlined a tiered consent approach involving full prospective consent where feasible, abbreviated consent in time-critical situations and subsequent consent to continue.
3. The Committee discussed the distinction between full prospective consent and abbreviated consent. The Researchers advised that full consent would be used where possible, particularly during working hours with research staff support, while abbreviated consent may be used out of hours or in urgent situations. 
4. The Committee confirmed that separate documents are used for abbreviated consent, full prospective consent, and consent to continue. 
5. The Committee discussed the clinical risks associated with antibiotic use, including QT prolongation and potential contraindications. The Researchers advised that all medications are standard of care and that participants with contraindications to study medications would not be eligible. 
6. The Committee discussed the use of medicines outside of formally approved indications. The Researcher shared the challenges of conducting research in pregnancy and that the medications are routinely used in clinical practice despite not always being formally approved for the indication.




Summary of outstanding ethical issues

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

7. [bookmark: _Hlk230084031]The Committee requested that an independent New Zealand-based clinical expert peer review of the protocol be provided to ensure the protocol is appropriate for the New Zealand clinical context. 
8. The Committee queried whether the protocol includes two pathways for prospective consent (clinical or research staff). The Researchers advised that clinicians may obtain consent where feasible, or research staff where available, with research staff also undertaking consent to continue after abbreviated consent. The Committee requested that this distinction be clearly described.
9. The Committee requested that the Researchers review and, if appropriate, clarify the exclusion criteria to explicitly address clinically significant contraindications (e.g. long QT syndrome).

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

10. Please remove or make optional in the consent form on the statement regarding Māori organisations accessing coded data, as this constitutes future unspecified use of data.
11. Please remove yes/no tick boxes where statements are intended as acknowledgements only (e.g. regarding retention of data following withdrawal).
12. Please remove the collection of ethnicity data in the consent form. The Committee shared that consent forms should not be used to collect study data. Additionally, any data collected about a baby need to be consented after it is born.
13. Please revise formatting of the abbreviated consent document (including removal of italics) and include a brief ethics approval statement.
14. Please clearly reflect the expected duration, with flexibility for future contact where appropriate.

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 Christopher Hazlewood.
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	Ethics ref:  
	2026 FULL 25402

	 
	Title: 
	The Caffeine Citrate to Improve Neonatal Outcomes (BabyCCINO) Trial: a neonatal domain within PLATIPUS (PLATIPUS-N01)

	 
	Principal Investigator: 
	Associate Professor Chris McKinlay

	 
	Sponsor: 
	The University of Melbourne

	 
	Clock Start Date: 
	23 April 2026



Associate Professor Chris McKinlay, Professor Katie Groom, April Mihaere, Angela Ballantyne, Elisa Tam, Felicity Ware, Kelly Fredell 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 discussed the double-blind design and queried how this would operate in practice, particularly where clinicians may prefer a specific dose. The Researchers advised that sites would only participate where there is agreement that all study doses fall within accepted clinical practice and that clinicians are comfortable maintaining equipoise. 
2. The Committee queried how clinicians can manage dosing in the presence of side effects without knowing the allocated dose. The Researchers advised that clinicians could modify treatment based on clinical response (e.g. tachycardia), including dose reduction, temporary cessation, or dose splitting, without needing to know the allocated arm. These modifications are permitted protocol deviations and would be recorded. 
3. The Committee sought clarification regarding the regulatory pathway and whether SCOTT approval would be required. The Researchers advised that the study medication (caffeine) is a Section 29 medicine, and that SCOTT review would be undertaken, consistent with previous similar studies. The Committee accepted that SCOTT review would satisfy the requirement for independent local peer review.
4. The Committee discussed the consent process and the feasibility of obtaining full prospective consent. The Researchers advised that approximately one-third of participants may be able to provide full prospective consent, while another third would require an abbreviated consent process due to a more acute clinical presentation and the final third would be so acute as being unable to consent. The Committee noted that a mixed consent model is appropriate, noting that the current application does not yet adequately justify enrolment under best interests.
5. The Committee discussed the screening process and noted that collection of screening data for individuals who do not enrol where necessary for study conduct and this would be transparent and appropriately explained.



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 the Researchers provide a robust and clearly articulated justification for enrolment without consent under Right 7(4) of the Code of Health and Disability Services Consumers’ Rights, specifically addressing how participation is in the best interests of individual participants in the regional protocol appendix. 
This should include: 
a. Further detail on how best interests determinations would be made in practice, including documentation requirements and clinician responsibilities. 
b. Clearly address how the best interests requirement is satisfied for participants who may be randomised to any study arm, including those that may be less effective, noting that clinical equipoise alone is not sufficient to meet the threshold.
c. Further justify the ethical basis for enrolment without consent in the context of randomisation and clinical uncertainty.
d. Expand the rationale for enrolment without consent in relation to adaptive trial design, access to optimal treatment, improved follow-up, and additional clinical oversight.
e. Provide details of how additional clinical oversight (e.g. research staff involvement) contributes to participant benefit and how this would be operationalised.	
f. Framing participation as at least as favourable as standard care is not aligned with Right 7(4) and would need to be revised. 
7. The Committee requested development of a contingency framework outlining how data will be handled in different scenarios, including where participants die prior to consent to continue or where ongoing consent is not provided, or one parent does not want their child to participate. The Committee recommended that the Researchers seek expert advice in developing this framework. 

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

8. Please remove or make optional the statement regarding Māori organisations accessing coded data and include this, if retained, as an explicit consent option alongside other data sharing permissions.
9. Please ensure consistency regarding health economics data use and confirm whether additional consent for data linkage is required.
10. Please remove ethnicity data collection from the consent form and ensure it is collected through appropriate study instruments.
11. Please ensure all participant-facing documents are consistent in wording, consent options, and scope of data use.
12. Please clearly reflect the expected duration, with flexibility for future contact where appropriate as per the platform requirements.





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 Christopher Hazlewood.


General business


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

	Meeting date:
	02 Jun 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 3:30pm.
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