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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	02 September 2025

	Zoom details:
	812 7953 3520



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:00am-11:30am
	
	Committee Welcome
	
	

	11:30am-12:00pm
	2025 FULL 23489
	SAFEGUARD (SAFety and Efficacy of Human Anti-thymocyte ImmunoGlobUlin SAB-142 ARresting Progression of Type 1 Diabetes) Study (SAB-142-201)
	Doctor John Baker
	Ms Alice McCarthy / Dr Amy Chan

	12:00pm-12:30pm
	2025 EXP 20616
	Long term pain outcomes after surgery 
	Associate Professor Michal Kluger
	Ms Maakere Marr / Dr John Pearson

	12:30pm-1:00pm
	2025 EXP 19157
	A New Zealand Refractive Outcomes Registry
	Dr Narme Deva
	Ms. Kate O'Connor / Dr John Pearson

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

	1:30pm-2:00pm
	2025 FULL 22473
	CIA-355: Optiflow 4 feasibility study
	Dr. Anthony Williams
	Ms. Kate O'Connor / Dr Sharon Kletchko

	2:00pm-2:30pm
	2025 FULL 23301
	XmAb13676-06: A trial to evaluate the safety, tolerability, pharmacokinetics and pharmacodynamics of Plamotamab in adults with Rheumatoid Arthritis
	Dr Paul Hamilton
	Dr Joy Panoho / Dr Amy Chan

	2:30pm-3:00pm
	2025 FULL 23514
	DV2-ZOS-02 - A study of safety and effectiveness of the investigational shingles vaccine (Zoster-1018) in adults aged 70 or older  
	Dr Nah Yeon (Tina) Baik
	Ms Alice McCarthy / Dr Sharon Kletchko

	3:00pm-3:45pm
	
	Break (45mins)
	
	

	3:45pm-4:15pm
	2025 FULL 23358
	The FLIPER Pilot Study  
	Dr Helen Ingoe
	Ms Maakere Marr / Dr Sharon Kletchko

	4:15pm-4:45pm
	2025 FULL 23633
	The WARMTH study
	Dr. Joseph Baker
	Dr Joy Panoho / Dr Cheng Kai Jin


 


	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
	Apology

	Ms Alice McCarthy

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

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

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

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

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

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



 

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

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 05 August 2025 were confirmed.





New applications 
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	Ethics ref:  
	2025 FULL 23489

	 
	Title: 
	A Phase 2b, Randomised, Double-Blind, Placebo-Controlled, Parallel-Arm Dose Finding Study Evaluating the Efficacy and Safety of SAB-142 for Delaying the Progression of Type 1 Diabetes (T1D) in Patients with Stage 3 New Onset of Type 1 Diabetes (NOT1D)

	 
	Principal Investigator: 
	Dr John Baker

	 
	Sponsor: 
	SAB Biotherapeutics, Inc.

	 
	Clock Start Date: 
	21 August 2025



Esther Ji, Dr Renate Koops, Dr Alexandra Kropotova, Professor Martin De Bock, Dr Renee Meier, Bridget Kelly, May Lim and Kate Murphy 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.

John Pearson declared a potential conflict of interest and the Committee decided that it did not constitute a true conflict of interest and he did not need to be excused from the review.

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 on the proposed recruitment strategy and the use of advertising materials. The Researcher clarified that the study would primarily recruit participants via clinicians and that the advertising material is a secondary/back-up option to aid recruitment. The Committee requested that in future advertising materials be submitted via amendment if they are not intended to be used in the first instance.
2. The Committee noted that there is reference to finding potential participants through patient databases and commented that study teams should not review patient information without obtaining informed consent. The Researchers advised that they would only use the databases if they were struggling for recruitment and clinicians would make initial contact with potential participants who can then consent to being contacted by the study team either way. 
3. The Committee requested clarification on how minors will be pregnancy tested. The Researcher confirmed that all Participants post-menarch will be pregnancy tested . 
4. The Committee queried why participants need to travel to Christchurch for the study infusions (given that recruitment will be based in Auckland). The Researcher clarified that this is to ensure the correct skillsetsare present in one location to perform the infusion safely.  
5. The Committee queried whether 15-year-old participants are considered as paediatric participants. The Researcher confirmed that 15-year-old participants would be considered paediatric. 
6. The Committee queried whether long-term treatment plan for participants would involve monthly infusions. The Researcher clarified that participants would only receive two infusions, 6 months apart. No monthly or ongoing infusions will be necessary.   
7. The Committee noted that for future applications, the partner pregnancy information sheet can be submitted as a later amendment to the study (when needed). 
8. The Committee queried the lack of specificity in the exclusion criteria listed as ‘An individual who has a medical, psychological or social condition that, in the opinion of the Investigator, would interfere with safe and proper completion of the trial’. The Researcher clarified that is in reference to participants being newly diagnosed with diabetes and clinical judgement on whether they would be able to cope with the demands of study participation. In the Researchers opinion, this needs to be a subjective assessment performed by the Investigator, as to not overload potential study participants with questionnaires. 
9. The Committee queried why an allergy to pork is an exclusionary criterion. The Researcher confirmed that this is simply based on previous clinical trial inclusion/exclusionary criteria and not related at all to cultural, religious or dietary preference reasons. 

Summary of outstanding ethical issues

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

10. The Committee requested that documentation sufficiently explain the intentions around the genetic analysis component of the study; when it will be performed, what Researchers are looking for, and, which participants will partake in the genetic analysis. The Committee request that it is considered whether it could be optional for the participant. Please provide further detail in the protocol and update the data management plan (DMP) accordingly. 
11. The Committee requested that Researchers consider and clarifyhow genetic analysis results will be appropriately released to participants (with consideration for how results will be released to children). 
12. The Committee requested further review of the approach to puberty checks of legal minors (and the level of Tanner staging necessary).  For example, a subjective review rather than objective review.
13. The Committee requested documenting the safeguarding details for pregnancy testing and puberty checks for minors. 
14. The Committee requested an appropriate reimbursement for paediatric participants. 

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

15. Please update to include information about the genetic analysis component of the study (and associated risks). 
16. Please consider the age ranges for each of your PIS and whether the statements around contraception are relevant (no minimum age in adult PIS). 
17. Please clarify that participants should be immunised as part of the study’s inclusion criteria. 
18. Please clarify any abbreviations in the PIS. 
19. Please clarify where participants are required to travel to in Christchurch for infusions.  Please also clarify in the PIS how many infusions there will be (with time frames). 
20. Please ensure that notification to General Practitioner (GP) is mandatory on all PIS versions (currently optional on the parental PIS). 
21. Please avoid using the word ‘treatment’ as this refers to proven therapy. The use of ‘investigational treatment’ would be more acceptable. 
22. Please avoid using the term ‘race’ and use ‘ethnicity’ instead
23. Please add the infographics of study flow that currently exist in the study brochures. 


Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Alice McCarthy and Dr Amy Chan. 
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	Ethics ref:  
	2025 EXP 20616

	 
	Title: 
	Prevalence and Predictors of Chronic Postsurgical Pain in the First 12 months After Surgery in a New Zealand Teaching Hospital

	 
	Principal Investigator: 
	Associate Professor Michal Kluger

	 
	Sponsor: 
	Te Whatu Ora Waitematā

	 
	Clock Start Date: 
	21 August 2025



No Researcher 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.

Dr Cheng Kai Jin member declared a conflict of interest. The Committee decided he could contribute to the discussion in terms of answering other members questions, however he abstained from the decision. 

Summary of outstanding ethical issues

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

1. The Committee requested that the Principal Investigator is noted as such on all documentation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
2. The Committee requested an update to the Data Management Plan (DMP) to better clarify the data life cycle (and the use of a data bank for future research). The Committee requested that further information be included on: all data sources, it’s use in the research and the point at which coding occurs (National Ethical Standards for Health and Disability Research and Quality Improvement, figure 12.1).
3. The Committee requested clarification on whether the pre-operative questionnaire has been modified for the purpose of the study, or whether the version submitted is considered routine standard of care. If it has been modified for the purpose of the study, then consent should be obtained pre-operation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.1).
4. The Committee requested clarification of when the study begins and when informed consent will be obtained from participants. The Committee queried whether it will be pre-operation or 3 months post-operation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.3).
5. The Committee requested that the Researchers provide instruments/questionnaires in the final format that will be used by participants (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.1).
6. The Committee suggested that for the online survey, the full Participant Information Sheet / Consent Form (PIS/CF) is provided on the initial screen, with a consent process that the participant clicks through, to reach the survey (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.5).
7. The Committee requested that the proposed prize-draw be re-assessed. A remuneration would likely be more appropriate to help with participant recruitment and therefore study objectives (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20a).
8. The Committee suggested that the survey is designed to instead use fewer triage questions to filter out the participants who are not experiencing any pain, (rather than asking them to complete lengthy questionnaires). This would lower the burden of participation and aid study recruitment (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.9a). 
9. The Committee requested that the Machine Learning (ML) component of the study be appropriately addressed. Please use a diagram. Please add information to the DMP (National Ethical Standards for Health and Disability Research and Quality Improvement, para 13.7).
10. The Committee requested clarification on whether there is intent to commercialise (if Artificial Intelligence (AI) and/or ML is trained on the study data). If so, participants should be informed of this (National Ethical Standards for Health and Disability Research and Quality Improvement, para 13.7).
11. The Committee noted that The Māori Data Sovereignty component in the DMP has not included vulnerabilities with ML/AI. As a result, the Waitematā Māori review approval has not anticipated AI/ML implications. Please act accordingly (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.1). 
12. The Committee requested clarification around the governance of the data bank. Who is the governing body etc (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.13).
13. The Committee noted that the screening questionnaire uses terms such as ‘catastrophizing’. Please explain interpretation/meaning and provide further information (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.16).
14. The Committee suggested considering further statistical input to determine whether gathering data from all types of surgeries is relevant (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).
15. The Committee requested disability consultation for participants who will complete questionnaires over the phone, and confirmation that whoever is giving the telephone interviews is competent and trained (National Ethical Standards for Health and Disability Research and Quality Improvement, para 5.11).

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

16. Please remove any irrelevant information, that is any information that is regarding the treatment as a patient, such as the risks of having/not having surgical intervention. Please only include information relevant to this study, reviewing the outcome of the participant’s chosen pathway (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.17).
17. Please update to notify participants of the use of ML/AI, including advice on whether there is potential for commercialisation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 13.7).

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:  
	2025 EXP 19157

	 
	Title: 
	A New Zealand Refractive Outcomes Registry: Observational registry for improving treatment and standards of care for refractive procedures

	 
	Principal Investigator: 
	Dr Narme Deva

	 
	Sponsor: 
	Eye Institute

	 
	Clock Start Date: 
	21 August 2025



No Researcher 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 outstanding ethical issues

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

1. The Committee requested clarification on the collection of informed consent from study participants. The submission form states that potential participants can provide informed consent or decline study participation, but other documentation suggests that the study team will rely on using the enrolment form.  Please submit the current ‘consent form’ for review, as the Committee are unsure whether this is sufficient for Research.
2. The committee noted that using identifiable data for a secondary purpose means researchers need to meet NEAC standards for waiver of consent (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.46).
3. The Committee noted that if there is an intention to collect data prospectively then potential participants could consent to this.   
4. The Committee requested an executive sign-off from the institutional sponsor. 
5. The Committee requested governance and access protocols be provided, as this is a permanent registry which could be used for commercial purposes or could be made available to other researchers (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.13).  
6. The Data Management Plan should include information about the governance board, processes for responding to complaints or privacy breaches, disposal procedures, and an explanation of what would happen to data should a change of ownership occur.
7. The Committee suggested that the Researchers first audit the data that is already available, and then assess the gaps for a more established registry. Therefore, please consider this study  be an audit of already available data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 18.16).   

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:  
	2025 FULL 22473

	 
	Title: 
	Optiflow 4 NHF interface feasibility in the acute setting

	 
	Principal Investigator: 
	Dr Anthony Williams

	 
	Sponsor: 
	Fisher & Paykel Healthcare

	 
	Clock Start Date: 
	21 August 2025



Dr James Revie, Mr Stirling Bright and Dr Tony Williams 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 on how informed consent will be obtained from study participants who are in intensive care units (ICU) or high dependency units (HDU). The Researcher clarified for this study they require participants who can provide feedback, so do not intend to recruit participants who are too unwell to give verbal and written informed consent to participate in the study. 
2. The Committee requested clarification on the purpose of the Information Sheet Summary. The Researcher clarified that the purpose of the summary is to provide potential participants with initial study information, to ascertain interest, and it will not replace the comprehensive informed consent process. 

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 recommended that a brochure or a staff notice be created for site staff who will have the option to provide feedback on usability of the device. This will inform the recipient that any feedback provided is for the purpose of clinical research, and that HDEC approval has been granted etc. 

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

4. Please update the CF so that consenting to future use of participant data is an optional yes/no tick box, rather than being mandatory for study participation. 

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).
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	Ethics ref:  
	2025 FULL 23301

	 
	Title: 
	XmAb13676-06: A Phase 1b, Open-label, Dose-escalation Trial to Evaluate Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of Plamotamab in Participants with Rheumatoid Arthritis

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Xencor, Inc.

	 
	Clock Start Date: 
	21 August 2025



Dr Paul Hamilton, Charlene Botha, Amber Sarot and Noriko Iikuni 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 around participant recruitment into the study. The Researcher clarified that they would use advertising materials and existing General Practitioner (GP) relationships to recruit Participants (GPs will reach out to participants to ascertain initial interest and refer to study team to follow up).  
2. The Committee queried why advertising materials were not uploaded with the application submission. The Researcher clarified that advertising materials will be submitted to HDEC as a later amendment. 
3. The Committee requested clarification on the purpose of the chest x-ray during participant screening. The Researcher clarified that the x-ray would form part of the tuberculosis screening. Screening for tuberculosis takes place because the investigational product is immune modulating. 
4. The Committee requested clarification around the genetic testing component of the study. The Researcher confirmed that the genetic testing is an optional synovial biopsy which is offered under an additional, separate consent form. The Researcher clarified that this additional consent form would be presented to all participants during screening (along with the main consent form). 
5. The Committee requested clarification on the exclusionary criterion around acute or chronic medical or psychiatric major illness, and whether this would exclude participants experiencing depression. The Researcher clarified that participants experiencing depression would not necessarily be excluded from the study. This would depend on clinical judgement. 
6. The Committee requested clarification on how participant samples ‘expire’. The Researcher confirmed that this is related to the stability of the sample. 

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 an update to the data management plan (DMP) to clarify whether genetic testing will be included in the study. 
8. The Committee requested further justification as to why participants cannot post on their social media about participation in the study. Please ensure that all documentation regarding this is consistent (currently this restriction is not stated in the protocol but is in the participant information sheet (PIS)). If it will be restricted, please give the reason/s to the participants.   
9. The Committee requested clarification on the stipend amount. Please update final documentation with this amount accordingly. 
10. The Committee requested the Researcher considers more formal tikanga support. This may be achieved with the Locality Review.
11. The Committee requested consistency across documentation with regard to participants requesting access to their information. The PIS suggests participants can request access to all information where as the DMP (and submission form) suggests that only access to certain test results can be accessed. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
12. Please state how many days the participants should expect a once daily call. 
13. Please correct the inconsistency regarding contacting the participants’ GP.  GP notification is permitted via the CF.   
14. Please provide further information as to the genetic testing component of the study, in particular, what will happen with the information etc. 
15. Please ensure the implications are clearly stated for the participants and their whānau e.g. partners of participants, using contraception. 
16. Please rephrase the section about cost implications of the study. It should be considered that whilst there are no monetary costs there is commitment from the participants for their time and effort. The statement that participants won’t be paid could be confusing as they will receive a stipend for their participation in the study. 
17. Please clarify what tocilizumab is and what it does (including its risks).  
18. Please use lay language and spell out all acronyms where they appear for the first time. 
19. Please use non-gendered language.
20. Please correct the reference from IRB to HDEC. 
21. Please remove reference to ‘race’ and use ‘ethnicity’ across documentation. 
22. Please update the CF so that both individual statements regarding GP notification are combined as a single statement. Per HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees
23. Please include a Māori cultural support contact.

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 Amy Chan.
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	Ethics ref:  
	2025 FULL 23514

	 
	Title: 
	A Phase 1/2 Randomized, Observer-Blinded, Active-Controlled, Dose Escalation, Multicenter Trial to Evaluate the Safety, Tolerability, and Immunogenicity of an Investigational Herpes Zoster Vaccine (Zoster-1018) Compared to Shingrix® in Healthy Adult Participants 50 Years of Age and Over

	 
	Principal Investigator: 
	Dr Nah Yeon (Tina) Baik

	 
	Sponsor: 
	Dynavax Technologies Corporation

	 
	Clock Start Date: 
	21 August 2025



Dr Nah Yeon (Tina) Baik, Kshemina Mhaskar, Cheryl Glover, Ouzama Henry, Oliver Medzihradsky and Amy Tong 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 pregnancy testing is relevant for this study (provided the participants age range). The Researcher clarified that these study activities are more targeted to the male participants on the study, who may have partners that could become pregnant. 

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

2. Please explain the terms adjuvant and antigen for participants in the study aim. 
3. Please review the contraception appendix as currently, the document only addresses participants who could become pregnant. Please update/change format to add information for participants who may have partners that could become pregnant. 
4. Please remove the optional yes/no tick box for participants to withdraw their data upon study withdrawal. 
5. Please ensure that if participants are consenting to provide samples for future, unspecified research, this is optional and separately consented (not mandatory) to the main study informed consent.  
6. Please ensure that if samples are collected for activities specific to this study, it is explained how the samples will be used in line with study objectives. 
7. Please clarify the expenses reimbursement and diary compliance stipend, noting that travel reimbursement is non-taxable.

Decision 

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

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 Alice McCarthy and Dr Sharon Kletchko.
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	Ethics ref:  
	2025 FULL 23358

	 
	Title: 
	Assessment of Patient Outcomes Following Fragility Fractures of the Pelvic Ring: The FLIPER Pilot Study

	 
	Principal Investigator: 
	Dr Helen Ingoe

	 
	Sponsor: 
	University of British Columbia

	 
	Clock Start Date: 
	21 August 2025



Dr Helen Ingoe, and Zohreh Jafarian Tangrood 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 on how unwell the participant population will be. The researcher confirmed that some participants may be very unwell, and others may not, essentially this population will be assessed as frail but not necessarily significantly ill.
2. The Committee requested clarification on who will receive the gift voucher if a waiver of consent will be used. The Researcher confirmed that if they use a waiver of consent, a gift voucher will not be given. 

Summary of outstanding ethical issues

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

3. The Committee noted that proxy consenting / decision making, in an experiment, is not permitted in New Zealand, Section 18(1)(f) Protection of Personal and Property Rights Act 1988. Therefore, the Committee suggested re-designing the study participation consent process. The Committee suggested several options: either to enrol participants under best interest (noting that collecting data with no benefit to the individual would not be considered best interest) Right 7.4, Code of Health and Disability Services Consumers Rights, complete a secondary analysis of existing data under a waiver of consent, or excluding participants who cannot provide informed consent (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.73). 

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:  
	2025 FULL 23633

	 
	Title: 
	Wound Assessment and Response of Muscle Tissue with HumiGard™ (WARMTH) in Orthopaedic Surgery: A Randomised Controlled Pilot Trial

	 
	Principal Investigator: 
	Dr Joseph Baker

	 
	Sponsor: 
	Fisher & Paykel Healthcare Ltd.

	 
	Clock Start Date: 
	21 August 2025



Dr Joseph Baker, Dr Smitha Nair and Callum Spence 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 surgeon implementing the device, will be the same surgeon that recruits’ participants into the study. The Researcher confirmed that the surgeon that implements the device, will ask the hospital research registrars to contact potential participants. The surgeon implementing the device will typically speak to potential participants two weeks before the surgery. 
2. The Committee requested clarification on how the device ‘makes a difference’ for participants and when this is determined. The Researcher confirmed that it is related to tissue health and consequently lessening surgical site infection. The Researcher stated that they can evaluate tissue health during the surgery. 
3. The Committee queried whether participants could request a return of left over tissue samples. The Researcher clarified that they are uncertain as to how much tissue could be left over, but it is stated in the Participant Information Sheet (PIS) that participants can request a return of whatever is left.  
4. The Committee requested clarification that the Principal Investigator (PI) is also the surgeon, and they could therefore withdraw participants from the study if a contraindication is found during surgery. The Researcher confirmed that this is the case, and it would typically be a technical limitation that led to a participants’ withdrawal. 
5. The Committee queried why there are several device brochures. The Researcher confirmed that the system is made up of different components. There is therefore a brochure for each individual component. 
6. The Committee queried why the data management plan (DMP) states that data may be sent overseas. The Researcher confirmed that the study’s primary analysis will be done in New Zealand and that the tissue will stay in New Zealand. The Researcher confirmed that if there is any specified further analysis by an external party, it may be sent overseas. 
7. The Committee queried whether theatre staff are trained appropriately on how to set-up and use the device. The Researcher confirmed that this is the case, and the surgeon is experienced with the device. 



Summary of outstanding ethical issues

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

8. The Committee requested a review of all documentation to ensure that the surgeon is not listed as blinded. The Researcher confirmed during the meeting that the surgeon will not be blinded. 
9. The Committee requested an update to the commencement date across documentation (currently listed as 01 October 2025).  
10. The Committee requested that the DMP be updated if no intra-operative images will be taken (as confirmed by the Researcher).

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

11. Please update the PIS to advise participants that the Fisher & Paykel Healthcare Ltd representative will be in the room during surgery. 
12. Please add a visual/image for participants to understand the scale of the device and how close it is to the body.   

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).




General business

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

	Meeting date:
	Tuesday 07 October 2025

	Zoom details:
	To be determined




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

The meeting closed at 16:45.
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