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	                  Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	26 August 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:30am - 12:00pm
	
	Committee Welcome
	
	

	12:00 - 12:30pm
	2025 AM 7992
	The Hospital Operating Theatre Randomised OXygen study (HOT-ROX)
	Dr Daniel Frei, Dr Paul Young
	Joan / Patries

	12:30 - 1:00pm
	2025 PD 3274
	Dunedin Colorectal Cohort
	Dr Sharon Pattison, Professor John McCall
	Joan / Patries

	1:00 - 1:30pm
	2025 FULL 23210
	Oral ketamine plus prolonged exposure for PTSD
	Professor Paul Glue
	Cordelia / Albany

	1:30 - 2:00pm
	2025 EXP 23442
	AP ViV Registry
	Dr Faeez Mohamad Ali
	Jessie / Rebekah

	2:00 - 2:20pm
	
	Break (20 Mins)
	
	

	2:20 - 2:50pm
	2025 EXP 23592
	Te Iti Kahurangi: Neonatal mortality and morbidity among term term pēpi
	Associate Professor Liza Edmonds
	Jessie / Andrea

	2:50 - 3:20pm
	2025 FULL 23396
	The AID Study
	Mr Lindsay McTavish
	Cordelia / Albany

	3:20 - 3:50pm
	2025 FULL 23685
	Use of WAND-Registered Cadaveric Fascia and Tendon Grafts (Supercritical CO₂ Treated) for Surgical Management of Stress Urinary Incontinence and Pelvic Organ Prolapse: A New Zealand Pilot Study
	Dr Eva Fong
	Joan / Rebekah

	3:50 - 4:00pm
	
	Break (10 Mins)
	
	

	4:00 - 4:30pm
	2025 FULL 23454
	A soft pressure-sensitive skin to measure lymphoedema treatment efficiency 
	Dr Anna Rolleston
	Joan / Andrea

	4:30 - 5:00pm
	2025 FULL 23619
	A pivotal study in healthy women comparing Mi-Gel® and Amitriptyline gel applied topically for 6 consecutive days
	Dr Noelyn Hung
	Cordelia / Andrea

	5:00 - 5:30pm
	2025 FULL 22324
	Optimising Medicine-Related Outcomes from Lithium Use in the Management of Mania and Bipolar Affective Disorder
	Professor Jeff Harrison
	Jessie / Albany



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Joan Pettit
	Lay (Intervention Studies) (Chair)
	08/07/2022
	08/07/2025
	Present

	Mrs Sandy Gill 
	Lay (Consumer/Community perspectives) 
	22/05/2020 
	22/05/2023 
	Apology

	Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	22/05/2023 
	Present 

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

	Mx Albany Lucas
	Non-lay (Observational studies)
	09/06/2025
	08/06/2029
	Present

	[bookmark: _Hlk207783486]Ms Jessie Lenagh-Glue
	Lay (Ethical/Moral reasoning)
	22/12/2021
	22/12/2024
	Present

	Dr Andrea Furuya
	Non-Lay
	03/03/2025
	02/03/2029
	Present

	Dr Rebekah Jaung
	Non-Lay
	13/07/2025
	12/07/2028
	Present



 

Welcome
 
The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Mrs Sandy Gill.



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 22 July 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	AM 7992
	

	 
	Title: 
	The Hospital Operating Theatre Randomised OXygen study (HOT-ROX)
	

	 
	Principal Investigator: 
	Dr Paul Young
	

	 
	Sponsor: 
	
	

	 
	Clock Start Date: 
	14 August 2025
	



Dr Daniel Frei 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 Researcher confirmed that after the maximum six-hour post-surgery intervention period, patients will revert to standard oxygen care based on clinical needs. This assurance addressed concerns that oxygen would be stopped at six hours regardless of patient condition, ensuring no participant is left without necessary oxygen support.
2. The Researcher clarified that the anaesthesiologist will generally have determined whether an arterial line would be placed before surgery and that this is not optional for patients going into surgery.

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 pregnancy not be a categorical exclusion from the study in the absence of a medical necessity. Since surgery on pregnant women is rare but not inherently unsafe if required, eligible pregnant participants should not be automatically excluded without justification.
4. The Committee requested that the protocol and data management plan explicitly incorporate the Māori data governance procedures that were discussed. This includes the establishment of a Māori Data Governance Committee and the decision to keep ethnicity data on a secure local database in New Zealand as recommended after engagement in Māori consultation.
5. The Committee requested confirmation that patients would not be approached for study recruitment on the same day as their surgery.

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

6. Please ensure there is a clear explanation in the Participant Information Sheet (PIS) of the risks and benefits of each oxygen level arm in comparison with each other and to standard anaesthetic care. This includes informing participants that by joining the study their oxygen level will follow a fixed protocol, which differs from the usual practice where an anaesthesiologist adjusts oxygen at their own discretion.
7. Please state that the anaesthesiologist may adjust the oxygen level in an emergency situation to ensure the participant’s safety, even if this means deviating from the assigned level. 
8. Please clarify in the consent form that use of an arterial line during a participant’s operation is part of standard care.  The participant may still determine if they want to consent to the substudy.  
9. Please provide more detail about how randomization works.  
10. Please make clear that both the surgeon and the participant will be blinded, please also refer to "surgeon" versus "doctor" to avoid confusion.
11. Please remove the statement about accessing results of “screening and safety tests,” as there are no additional screening or safety tests performed in this study.
12. Please change the term “Māori Health support” to “Māori cultural support” when referring to support services.

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 Joan Pettit and Dr Patries Herst.




	2  
	Ethics ref:  
	PD 3274

	 
	Title: 
	Dunedin Colorectal Cohort

	 
	Principal Investigator: 
	Dr Sharon Pattison

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	14 August 2025



Sonya Fenton, Rochelle Style, Sharon Pattison 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 recognised the loss of samples and appreciated the care taken to address ethical issues around the loss of samples.
1. The Committee determined that it was not necessary to notify each individual participant about the sample loss, given the impracticality of doing so and the potential to cause unnecessary distress.
1. The Committee acknowledged the steps taken to mitigate the loss if this were to happen again.

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 researchers inform the Health and Disability Commissioner of this incident and the remedial actions, to ensure transparency.
1. The Committee requested that the researchers publish a public notice, on the project website or via media, describing the sample loss and the planned response to avoid any perception of concealment and to maintain open disclosure.
1. The Committee highlighted that hui with a general karakia recognising all lost samples for both donors and researchers be held. This hui would also allow for acceptance of loss for people who donated for expected for future research and to acknowledge the distress of researchers.
The Committee acknowledged the preference from the governance committee for a karakia to be given for indeterminate samples, and agreed that this should be done. The Committee recognised that some participants would have indicated that they did wish to have a karakia at the destruction of their samples and that others may not wish to have a karakia. When weighing the harm of providing a karakia versus not, the spiritual harm of not providing one for someone whose beliefs argue for one outweighs the harm of not. The Committee suggested that the process could be organised so that those who requested a karakia for their samples are accommodated, thereby avoiding any potential spiritual harm, while ensuring those who do not wish to have a karakia are made aware that the karakia does not pertain to their samples. This can be facilitated at the previously mentioned hui, with a clear introduction specifying the karakia is intended for those who desire it.




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 Joan Pettit and Dr Patries Herst.




	3  
	Ethics ref:  
	FULL 23210

	 
	Title: 
	Ketamine Plus Exposure Therapy For PTSD – Open Label Pilot Study

	 
	Principal Investigator: 
	Professor Paul Glue

	 
	Sponsor: 
	Health Research South

	 
	Clock Start Date: 
	14 August 2025



Prof Paul Glue, Linda Hobbs and Tess Patterson 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 Jessie Lenagh-Glue declared a potential conflict of interest and the Committee decided that she should sit out on the discussion for this application

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 why the study focuses on participants with sexual trauma. The researchers explained that prior data showed this cohort responds better to ketamine than other groups such as veterans and fire fighters.
The Committee was concerned about using prolonged exposure therapy (PE) with a vulnerable trauma survivor cohort, the Researchers clarified that prolonged exposure is the gold-standard treatment for PTSD and that ketamine is intended to reduce symptoms to help participants tolerate this therapy.
1. The Researchers noted that allergic responses to ketamine have not been reported in their experience or literature, alleviating this concern.
1. The Committee questioned the upper age limit of 50 for participants, the researchers cited evidence that patients above 50 may respond differently and explained the age cap was to limit variability.

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 application include details of the psychologist’s qualifications and experience, as well as a clear supervision plan for the person delivering the prolonged exposure therapy (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.23).
1. The Committee requested a more robust participant safety plan be developed and provided, outlining procedures to manage any distress during therapy and providing follow-up support beyond the current plan of phone call check-ins if required by participants (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.1-8.3).
1. The Committee requested more formal Māori and Pacific cultural consultation and asked that the application clearly document any cultural concerns raised such as issues of whakamā or sensitivity discussing sexual abuse, and how these will be addressed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).
1. The Committee requested that the recruitment process be designed to avoid potentially distressing pre-consent questions about personal trauma. In practice, identifying eligible participants with sexual trauma should be done in a sensitive way that minimizes distressing them (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
1. The Committee requested that the protocol outline how a manualised version of the Prolonged Exposure (PE) therapy adapted to the New Zealand context would work, and how it might differ from the PE therapy those outside of the study would be receiving. The Committee noted that most therapists do not use manualised programmes unless the therapy is part of a research protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
1. The Committee requested that fidelity to the PE delivery be addressed as the researchers see fit based on their expertise, and that they should provide the methods to the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
1. The Committee requested a clearer definition of “relevant psychotherapy” in the inclusion criteria, to specify what prior therapy qualifies toward the requirement (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
1. The Committee noted the Researchers highlighting that this is not a gendered issue requested that the inclusion criteria be clarified to encompass participants of any gender who have experienced sexual assault as explained by the Researcher (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
1. The Committee requested safeguards to ensure individuals are not enrolling in the study primarily to access ketamine for drug-seeking behaviour. For example, a GP’s confirmation to confirm no misuse of ketamine or related substances (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
1. The Committee requested that the researchers consider providing some form of acknowledgement or low-value compensation for participants. Even with limited funding, the Committee suggested offering a small koha to recognise participants’ time and contribution to the study.
1. The Committee requested that an IB be edited to include studies using oral ketamine.

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): 

Please remove the wording "we anticipate that many participants may not get a return of their PTSD symptoms. We hope that the treatment you get will make you more emotionally resilient than before" as this is a feasibility study, not treatment. Please also remove all references to "treatment".
Please clearly state in the PIS that using oral ketamine is novel as Medsafe has approved only IV administration of ketamine. Additionally, explain that combining this oral administration of ketamine with prolonged exposure therapy is also novel and is not part of standard treatment. Ensure that both of these novel aspects of the study are clearly explained in the PIS. This clear explanation can also be carried over to the benefits section, outlining that PE is a proven treatment, however, the combination of PE and ketamine is not. The hypothesis is that using PE in conjunction with ketamine will make the PE more effective.
The PIS should state that participants must have PTSD due to sexual trauma.
Please ensure it is clear to participants that there would be no need to taper off ketamine to avoid withdrawal effects.  The Researchers explained that they have not observed withdrawal symptoms in similar studies, so no taper is required.
Please ensure the PIS outlines the alternative to participating, which is to continue with standard care.
Please specify in the PIS that any health information collected will be kept for 10 years after the last contact with participants, in accordance with New Zealand legislative requirements.
Please include in the PIS information explaining that studies with ketamine have reduced psychological symptoms that people with trauma are burdened with for a temporary period of time.  Reducing those symptoms may assist the effectiveness of PE.
Please remove reference in the PIS to sending identifiable information to overseas agencies, since this study’s data will be managed within New Zealand.
Please advise in the PIS that participants should not seek or use ketamine outside the study while they are enrolled, to avoid any safety risks or interference with the study protocol.
Please include some guidance or advice on what participants should do if their PTSD symptoms return after the study ends.

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:  
	EXP 23442

	 
	Title: 
	The Asia-Pacific Mitral & Tricuspid Valve-in-Valve/Valve-in-Ring Registry (AP ViV Registry)

	 
	Principal Investigator: 
	Dr Faeez Mohamad Ali

	 
	Sponsor: 
	National Heart Centre Singapore

	 
	Clock Start Date: 
	14 August 2025



Dr Faeez Mohamad Ali and Liz Low 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 Researchers clarified that the study includes all eligible patients and is not exclusively targeting Māori participants.
1. The Researchers clarified that there are two groups of patients that patients would be approached. One group includes those that have had the procedure in the last two years, who will be approached via phone, and the other includes prospective patients who would be approached about the study after their procedure.
1. The Researchers explained that patients who underwent the procedure prior to 2023 are excluded from 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.

1. The Committee noted that data needs to be stored for 10 years after the last contact with a participant, which in this case means that data will need to be stored until 2037 (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.13).
1. The Committee queried whether this application should be defined as a registry, given that recruitment of participants will only take place for 2 years. The Researchers clarified that this is an observational data collection study, so will change registry language in study documents. 
1. The Committee requested that the study protocol be expanded to clarify the rationale involving patient body habitus mentioned in the application. If differences in body habitus are a reason for conducting the study in New Zealand, the protocol should detail whether patients’ size or weight will be examined as factors in outcomes and how those analyses will be done. The Committee emphasised including cultural responsiveness to ensure the protocol addresses how Māori and Pacific health needs are considered and outline how Māori data sovereignty principles will be respected in handling the data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8)).
1. The Committee requested that any significant protocol amendments be submitted to the New Zealand HDECs for review in addition to any overseas ethics review. The application had indicated that amendments would go through a central ethics process in Singapore, but the Committee reminded the researchers that local ethical oversight is required for substantive changes (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.29).
1. The Committee requested clarification on how procedural complications will be classified or graded in the study data. The protocol should state whether an existing classification system for surgical or cardiac complications will be used or otherwise define how complications are recorded, rather than leaving this undefined (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested that follow-up contact with participants be structured at appropriate intervals. The protocol currently implies participants could be contacted “at any time” over the 10-year follow-up, which the Committee found too open-ended. The researchers should plan scheduled follow-up points instead of open ended contact (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested a clearer justification for storing de-identified study data indefinitely. If the researchers intend to keep the data beyond the mandatory 10-year period, they need to explain why this is necessary or useful. Additionally, the Committee noted that if data will be stored indefinitely, this fact must be communicated to participants and an appropriate data security plan must be in place (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 12.13).
1. The Committee requested an explanation for why patients who underwent the procedure before 2023 are excluded from the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested clarification on the inclusion criteria regarding surgical candidates. It should be clearly stated that only patients who are not good candidates for open-heart surgery or considered high-risk for a second surgery are included in this study of the transcatheter valve-in-valve procedure. The protocol should confirm that anyone who could safely undergo the standard surgical option would typically not be part of this study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 9.7-9.8).
1. The Committee requested that the researchers address the section in the Health information Privacy Code regarding access to deceased persons’ health information requiring consent from the personal representative (executor or administrator) of the estate when justifying the need for a waiver of consent as contacting all of the necessary individuals would be impractical (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.29-12.30).

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) : 

Please revise the PIS to clearly state where data will be stored, how long it will be stored for, and where it will be sent. In this case specifying that data will be sent to Singapore.
Please revise the PIS to specify what data will be accessed from medical records and for what period to reassure participants that only relevant data over a defined timeframe will be used.
Please revise the PIS to remove duplicate information and condense any other repetitive information for clarity.
Please revise the PIS to clarify that if a participant withdraws, data collected up to the point of withdrawal will still be analysed.
Please revise the optional future research PIS to clarify the nature of possible future research, providing more specific examples or scope of what that future research might entail instead of leaving it completely open-ended. This could include an explanation that the future research would focus on other Valve-in-Valve related research.
Please clarify the number of expected participants for this study.
Please specify in the PIS that the research team will access participants’ medical records only for information relevant to this study, such as outcomes of the heart procedure and related health data, and that this access will take place during the follow-up period
Please add to the PIS that all study-related health information will be stored for at least 10 years after the last participant’s involvement in the study, in line with New Zealand legislative requirements.

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




	5  
	Ethics ref:  
	EXP 23592

	 
	Title: 
	Te Iti Kahurangi: Neonatal mortality and morbidity among term pēpi

	 
	Principal Investigator: 
	Associate Professor Liza Edmonds

	 
	Sponsor: 
	Te Herenga Waka-Victoria University of Wellington

	 
	Clock Start Date: 
	14 August 2025



Dr Liza Edmonds, Steve Lowe, Dr Mel Gibson, Kaumatua Matthew Bennett, Wendy Dallas-Katoa and Francesca Storey 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 Researchers clarified the reason behind seeking missing data. The Researchers explained that certain clinical information, such as maternal Body Mass Index and records of smoking cessation support, is often not recorded for some patients, especially Maori and Pacifica patients, and that these patients tend to have poorer outcomes. The Researchers confirmed that they will analyse and report on the patterns of missing data in this study, as those gaps may indicate where healthcare services failed to engage or record important information.
1. The Committee asked how the study would account for socio-economic influences and morbidity data. The Researchers clarified that the project is primarily focused at looking at system and clinical issues and follow-up is limited to the infant’s first 12 months of life, meaning many long-term disabilities or developmental issues will not yet be apparent. They will, however, collect and examine immediate health outcomes such as occurrences of neonatal complications like sepsis, and the length of hospital stay and incorporate available socio-economic indicators to help interpret disparities in health outcomes. 
1. The Researchers clarified that the study will include analyses of other ethnic groups in addition to the primary comparison between Māori and European infants. While the main hypothesis focuses on differences between Māori and Pākehā babies, the researchers stated that outcomes for Pacific peoples and Asian infants will also be examined as secondary comparisons.
1. The Committee discussed the risk of the study’s findings being misinterpreted or misused (for example, the concern that results could be twisted to blame Māori mothers for poorer health outcomes. The Researchers provided assurance that they are acutely aware of this risk and have strategies to prevent misrepresentation. They explained that they will use a strength-based approach in both analysis and dissemination of results. The Researchers outlined that Māori outcomes will be treated as the reference norm, and any comparisons will be framed to highlight systemic differences such as inequities in healthcare delivery or access rather than any deficit in Māori families. They also noted that the research team includes kaumātua throughout the study, and they intend to present findings in culturally appropriate to maintain context.




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 researchers consider revising the study’s hypothesis to remove subjective or value-laden language. The hypothesis uses terms like “unjust” and “unethical” to describe the differences in neonatal outcomes between Māori, Pacific, and Indian groups and European groups. The Committee acknowledged that the hypotheses reflects valid ethical concerns, however, felt that this phrasing may not be appropriate in a formal empirical hypothesis, noting that this is not a question of the scientific validity of the study. The Committee requested that the hypothesis be rewritten as a neutral, testable statement focusing on the existence of disparities without labelling them within the hypothesis itself, the discussion and conclusion sections can be used to clearly outline the findings with such language.
1. The Committee requested an improved plan for handling any potential data privacy breach, emphasising participant notification. In the application’s data management description, if a privacy breach occurs, the researchers currently plan to notify regulatory agencies, such as the Ministry of Health and HDEC, but not the individuals whose data might be affected. Please revise the protocol so that in the event of a privacy or data security breach, the affected participants, or their families, will be informed about the breach and the remedial actions being taken, in addition to notifying the appropriate agencies.
1. The Committee requested that proof of sponsor authorisation for the study be provided.
1. The Committee requested a more robust written justification for the waiver of consent to use identifiable neonatal unit data. The current justification from the Researchers is that gaining consent to access the data is not feasible. The Committee identified that the justification is not completely adequate as the individuals can be identified for contact. The Committee suggested a revised justification explaining that the data being accessed from neonatal intensive care units (NICU) records are limited in scope including basic clinical outcomes such as dates of discharge or death, without delving into detailed personal medical histories, and that including all eligible infants’ data is crucial to maintain scientific validity of a complete dataset. Focusing on the minimal risk and the need for comprehensive data lays a solid justification for a waiver of consent.

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 Jessie Lenagh-Glue and Dr Andrea Furuya.



	6  
	Ethics ref:  
	FULL 23396

	 
	Title: 
	Comparing the efficiency of two weight-based hypoglycaemia treatment protocols in children and teenagers using insulin pumps at the 2026 diabetes camp.

	 
	Principal Investigator: 
	Mr Lindsay McTavish

	 
	Sponsor: 
	Endocrine, Diabetes & Research Centre

	 
	Clock Start Date: 
	14 August 2025



Mr Lindsay McTavish 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 requested confirmation of their understanding that the Participant Information Sheet and Consent form (PIS/CF) would be sent to families prior to arrival at the camp at the time of enrolment, and that spare copies of the CF would be kept at the camp if participants had forgotten to bring the form. This was confirmed by the researcher. The Committee asked whether there could be any participants arriving at the camp having not previously signed the CF in advance, and the researcher confirmed that there could not be. It was also confirmed by the researcher that there is a cut-off date for participants applications. 
1. The Committee noted that in section G3 of the submission form, it is stated that the identifiable data will be stored in a Capital & Coast District Health Board (CCDHB) clinical database, but it was confirmed by the researcher that this should have stated Te Whatu Ora Health New Zealand. 
The Committee requested clarification that throughout the study there will be oversight on whether any children experience a hypoglycaemic episode. The Researcher confirmed that this would be the case (an adult leader). The Committee also requested clarification on length of supervision and the researcher confirmed that it would be 15 minutes until the episode is resolved. 
The Committee requested clarification on method of administration of glucose. The Researcher confirmed that it would be oral. 
In section B3 of the submission form it is stated that instructions will be given in a sealed envelope as to whether the participant should be administered a ‘full’ or a ‘half’ treatment. The Committee requested clarification on how it’ll be determined as to what’s on the envelope. The researcher stated this would be determined at the beginning of the camp (a letter with their last clinical weight on it). 
The Committee requested clarification on the hypoglycaemia treatment guideline flyer and whether it considers fasting levels. The Researcher confirmed that these are standard camp Te Whatu Ora guidelines to treat under 4 mmol/l. 

Summary of outstanding ethical issues

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

The Committee requested that participant ethnicity data is collected as part of the study data set (not just collected elsewhere). All researchers conducting health research in New Zealand must collect good quality ethnicity data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.20).
The Committee suggested that the study be renamed from the ‘AID’ study, or just spelled out, due to the abbreviation having alternative medical context. 
The Committee noted that in Section G6 of the submission form it is stated that participants can withdraw their data from the study by ‘turning off share’ with Capital & Coast Health access to the web shared data in Glooko or Tandem source. The Committee would like it acknowledged that there are no restrictions on how participants can withdraw from a study; they can withdraw themselves or their data at any time by simply telling the research study team without the need to do anything else. 
The Committee requested that page numbers be added to all applicable documents. 
The Committee noted that the commencement date and the study conclusion date are the incorrect and requested that they be corrected and ensure accuracy in all relevant documentation. 
The Committee requested clarification of the wording in study aims. The Committee noted that the amount of glucose, between 4-10 grams is determined by weight so it cannot be stated that it is independent as implied by the current wording ‘no matter their age or weight’ provided in the submission. 
The Committee requested that an introductory paragraph that introduces the study be added to the letter to the parents. 

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

Please update the PIS to be applicable for ‘older’ and ‘younger’ children, rather than defined age groups (due to specific ages being unrelated to level of knowledge). 
Please update the 13-15 year old PIS version to include further information under the section titled ‘what will taking part involve’, explain that if the participant continues to have a hypoglycaemic episode then glucose levels will be rechecked every 15 minutes while a staff member stays present, any further actions that could be taken etc. 
Please revise the PIS and assent forms so the PIS contains information regarding the risk that a small amount of glucose may not raise blood sugars rather than on the assent form. 
Please reorder the paragraphs at the top of the page 2 on the Parent Information Sheet where there is information about investigating whether a higher or lower dose is more useful. Reorder the paragraphs so the paragraph saying ‘Clinical observations suggest that….’ comes before the paragraph beginning with ‘we now want to investigate’. This improves readability for the participant.
Please update the wording in the Parent Information Sheet to clarify that the parent is consenting and the child is assenting as it currently states that the child will consent. 
Please update the wording in the Parent Information Sheet section titled ‘What happens if something goes wrong’ per the standard HDEC template wording.
Please consider whether to have a separate PIS for a participant who turns 16 or whether to use the adult version. If the study will use a separate PIS for participants who turn 16, there should be an opening statement saying that the participant was involved in the study because their parents agreed to it and as the participant is now 16, they are now able to give consent for themselves.  

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. Cordelia Thomas and Mx Albany Lucas. 





	7  
	Ethics ref:  
	FULL 23685

	 
	Title: 
	Use of Cadaveric Fascia and Tendon Grafts (Supercritical CO₂ Treated) for Surgical Management of Stress Urinary Incontinence and Pelvic Organ Prolapse: A New Zealand Pilot Study

	 
	Principal Investigator: 
	Dr Eva Fong

	 
	Sponsor: 
	Te Whatu Ora Waitemata

	 
	Clock Start Date: 
	14 August 2025



Dr Eva Fong 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 Researcher clarified that there will be overlap with treating clinicians and study investigators due to limitations on number of people that can perform this procedure in New Zealand. 
2. The Committee requested information as to whether there would be any Māori clinical advisors on the team and wanted further clarification on the demographical representation of Maori participation. The Researcher confirmed that there is not a Māori clinical advisor on the team but consultation with Waitemata was sought and that they are satisfied with the consultation, the provision for cultural safety recruitment and consideration of data management. 
3. The Committee required clarification on whether there are any set guidelines based on what is meant by feasibility and effectiveness, and what the outcomes will be compared to. The Researcher confirmed that they will perform an objective outcome which will be a negative cough test (a standard outcome for stress incontinence surgery) and a subjective success outcome. The Committee requested further information as to how researchers will measure non inferiority of the cadaveric versus the current methods of synthetic mesh. The Researcher confirmed that this would be based on literature and published outcomes.
4. The Committee requested clarification on whether the researchers will consider autologous grafts or whether it will only consider cadaveric tissues procedures. The Researcher explained that the autologous grafts are considered standard of care.
5. The Committee queried whether the Patient Information Sheet (PIS) should be updated to inform the participants about rate of recurrence. The Researcher explained that there is no difference in recurrence rate between cadaveric or autologous tissue grafts. This should be started in the PIS.
6. The Committee queried whether there could be any problem with rejection of the cadaveric graft. The Researcher explained there is not a problem with rejection as it is not an organ. The Researcher reiterated that this is an already established graft being used in a novel part of the body. 
7. The Committee requested clarification on whether cultural consultation had already occurred and if so, what had been discussed. The Researcher confirmed that cultural consultation had been sought, and no issues were raised. 
8. The Committee requested indemnity for the Researcher be uploaded




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 that the protocol be updated to state that the study is interventional, as confirmed by the researcher during discussion. The Committee noted that the protocol currently states observational (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8). 
10. The Committee requested that the protocol be updated to include important study information as per section 9.8 of the NEAC National Ethical Standards including outlining the difference between using cadaveric and patients’ own tissue, a benefits section, information as to how eligible participants will be identified, information as to how participants will be recruited into the study, information as to how informed consent will be obtained, information as to how medical records will be accessed and utilised, information on study visits and what they will involve, information on potential risks of completing the questionnaires and the actions that might happen if participants disclose problematic concerns, a data analytics plan and information about data use in the future (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).   
11. The Committee requested that the Data Management Plan (DMP) be updated using the HDEC DMP template to ensure all necessary information is captured in the document (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  
12. The Committee requested that the scientific peer review from Camille Haudebert be updated to include comments as currently the document is blank (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).
13. The Committee requested that a safety plan for use of the questionnaire be created. The Committee request that questionnaire data is evaluated promptly upon completion by participants, and a safety plan is in place to address reported issues (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4-8.6, 8.9). 
14. The Committee requested clarification as to how and why the healing is described as faster with cadaveric tissue versus own tissue. The Researcher explained that this is related to reported pain from patients at the site of harvest when using own tissue. The Committee requested that this is clarified in all documentation when referencing benefits, that benefits are related to having no second wound (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 9.7-9.8). 
15. Please update the protocol to include outcomes (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8). 

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): 

16. Please provide an updated version of the PIS using the HDEC PIS template 
17. Please update the document to better clarify the source of the tissue for the participant. The Committee feel that the wording should be changed so that it’s clear that the tissue originates from a deceased person. The Committee recommend that the phrase ‘passed away’ be changed to ‘deceased donor’.  
18. Please clarify for participants what a patient might expect as standard care outside of the study.
19. Please update the wording in the benefits section. The Committee feel that it should be clearer on the benefits of this type of graft versus mesh, and then this type of graft versus own tissue. This will give the participant a better understanding of where the potential benefits might be.  
20. Please add statements with regards to information being shared overseas. 
21. Please include a yes/no tick box for participants to receive a summary of the study results.
22. Please note that notification to GP is mandatory. Please include a statement about this in the PIS. 
23. Please consider including a graphic that illustrates what the graft looks like for participants. 
24. Please quantify risks for lay interpretation where possible. 
25. Please clarify in the consent form that questionnaires are administered as standard of care, and the study only wishes to access the data.
26. Please clarify in the PIS that there are already established uses of the graft in New Zealand for other body areas and that this study is testing use of the graft in a novel area of the body. 

Decision 

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




	8  
	Ethics ref:  
	FULL 23454

	 
	Title: 
	A soft pressure-sensitive skin to measure lymphoedema treatment efficiency.

	 
	Principal Investigator: 
	Dr Anna Rolleston

	 
	Sponsor: 
	The Centre for Health

	 
	Clock Start Date: 
	14 August 2025



Erina Korohina, Massi Hesam and Tasha 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 outstanding ethical issues

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

1. The Committee noted that there are several different organisations involved in the study. As such, the Committee requested that documentation be updated so that it’s clear which organisations & personnel will be involved in running the study so that any financial conflict of interests can be identified, and the Committee can be determined accurately whether this is a commercially funded study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
2. The Committee requested that relevant documentation be updated to clarify that the FLOWpresso device is already approved by Medsafe and used as standard of care (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8). 
3. The Committee requested that more details be provided on the investigational device’s regulatory status in New Zealand and previous studies that it’s been used in (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
4. The Committee requested that documentation be updated to clearly reflect that recruitment is targeted to Māori and Pasifika population but participants who aren’t Māori or Pasifika won’t be excluded (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8). 
5. The Committee noted that in B6 of the submission form, it is stated that there is no best intervention standard. Please include further information and clarification as to what standard of care currently is. Please also update the protocol to clearly explain what participants would usually experience as standard of care (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8). 
6. The Committee requested that the protocol and relevant documentation be updated to clarify what L-Dex and the skin FibroMeter do, why they’re using them on the study, and how they work. If only medical record information is being collected if they are used as standard of care, then this should be clarified (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
7. The Committee requested that page numbers be added to the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
8. The Committee requested that additional information and an illustration of the device prototype be provided. This should clearly show what the device looks like and how it will be incorporated in the FLOWPresso (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
9. The Committee requested further clarification on what the primary outcome for the study is and how the device will benefit participants with lymphoedema (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8). 
10. The Committee requested that an investigational brochure with information about the previous study be provided.
11. The Committee requested clarification of the safety plan for participants in case questionnaire completion causes the participant distress. Details should be provided on what will happen if participants complete these questionnaires and experience distress. Please update appropriate documentation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.1-8.3). 

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): 

12. Please provide a description on what the participants will be asked in the questionnaires.
13. Please update the PIS to clearly explain what participants would usually experience as standard of care and which parts of the study are experimental.
14. Please add a benefits section, an alternative to taking part section, and a section about data use for both present and future use. Please use the HDEC PIS template so ensure all necessary information is captured
15. Please add insurance information explaining what happens if a participant is injured as part of the study, outlining whether their injury would be covered by ACC or sponsor insurance. 
16. Please update the document to be more participant-friendly and inform the participant of what an instrumented sensing skin is. Please provide a diagram or a picture of a person wearing the instrument. 
17. Please add footers and page numbers. 
18. Please update the wording under the section ‘do I have to take part in the study’ to remove the word ‘compulsory’ as participation in the study would never be compulsory. The Committee suggested re-wording to ‘voluntary’.
19. Please clarify where the pressure sensor will be placed on the participant. Currently the PIS states both arms but this is discrepant with the submission form where it was indicated that sensors would be placed on one arm and one leg.
20. Please review the PIS for grammatical and typographical mistakes.
21. Please be more specific about cultural issues that might arise in the section about positive and negative psychological and spiritual welfare.
22. Please provide an address for the centre for health so that participants know where they can locate the centre. 
23. Please consider reimbursing travel and parking for participants.
24. Please consider providing a Koha to participants. If Koha will be provided, please provide the information in the PIS. 
25. Please update the ‘what are my rights’ section to be more comprehensive explaining the participants right to access information and request correction.   

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:  
	FULL 23619

	 
	Title: 
	A pivotal bioequivalence study comparing amitriptyline in Mi-Gel® topical gel (containing amitriptyline 5mg/g and estriol 0.3mg/g) to Amitriptyline 5mg/g topical gel in healthy women in a multiple dose, open label, balanced, randomised, two-treatment, two period, two sequence, two-way crossover bioequivalence study under steady state conditions.

	 
	Principal Investigator: 
	Dr Noelyn Hung

	 
	Sponsor: 
	Zenith Technology Corporation Limited

	 
	Clock Start Date: 
	14 August 2025



Dr Noelyn Hung 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.

Ms Jessie Lenagh-Glue declared a potential conflict of interest and the Committee decided she should sit out on the discussion for this application.


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 this study differs from the mentioned pilot study. The Researcher confirmed that the pilot study was used to determine the sample size for the pivotal study. This study is an extension to add more participants. 
2. The Committee queried why participants who smoke and/or have a Body Mass Index (BMI) of over 30 are excluded from this study. The Researcher confirmed that this is based on pharmacokinetic parameters, regulatory authority criteria and side effects of smoking.
3. The Committee queried why participants cannot leave during inpatient admission, unless they withdraw consent to participate in the study. The Researcher clarified that it’s important for the participants’ activities to be monitored during this time, so that the results of the study are not compromised. The Researcher noted that participants can leave at any time, but by doing so, they will be withdrawing from the study. 
4. The Committee queried why there are restrictions on participants excessively jogging during the washout. The Researcher clarified that the restriction is in place to minimise physical effects, and to keep the device as steady, controlled and monitored as possible. Additionally, the Researchers want to minimise variability in metabolism.  
5. The Committee requested clarification that, per the participant contact information, the study would recruit international students. The Researcher confirmed that this is the case if the participant meets eligibility criteria. 
6. The Committee requested clarification on whether the analytical methodology validation will be completed in compliance with both Therapeutic Goods Administration (TGA) and U.S Food and Drug Administration (FDA) guidelines. The Researcher confirmed that it will be compliant for FDA, TDA and European standards.   
7. The Committee queried whether urine and blood samples need to be labelled with identifiable information when sent to local laboratories. The Researcher confirmed that this is a requirement from the local laboratory. 



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 in the advertising material, it is not clear to that participant that they would have to apply the product to their vulva. Please update accordingly.
9. The Committee requested further consideration of cultural issues and that whakamā is adequately considered.  
10. The Committee requested that the Researchers consider updating the study title for participant understanding and clarity.  
11. The Committee requested clarification in the protocol on the use of ‘multiple doses’. The Committee interpreted the current wording as various dosages, however it should be clear that the protocol is referring to multiple dosing schedules.  
12. The Committee requested that all study documentation including the Protocol and PIS be updated to clarify wording with regards to blood levels of formulations. The study is not studying blood levels of formulations, rather blood from participants who have applied the gels. 
13. The Committee requested further information about what is in the investigational product and why it’s being compared to Mi-Gel. Clarify how the products differ and why the Researchers believe there to be a benefit to using the investigational product. This information should be included in the PIS to participant clarity. 
14. The Committee requested that the advertising materials be clearer about the study goals, which product is investigational, which is not, and the marketed status of those products. 

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

15. Please ensure grammatical and typographical errors are corrected 
16. Please provide clarification on what the condition is that the cream is being studied for.
17. Please update the PIS to clarify that a private space will be available to participants for product application. The Committee felt that this was not clear from the current PIS version. Suggestion is to add the information to page 9.   
18. Please clarify the wording in the introduction of the PIS, currently the PIS states that the combination of the two drugs is not registered in New Zealand, but on page 4 it is stated that Mi-Gel is approved for use in New Zealand. 
19. Please remove terms like ‘formulation’ and ‘test formulation’. The Committee suggest that the same product names are used throughout the whole document. 

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).

	10  
	Ethics ref:  
	FULL 22324

	 
	Title: 
	Optimising Medicine-Related Outcomes from Lithium Use in the Management of Mania and Bipolar Affective Disorder: A Prospective Cohort Study in New Zealand Inpatient Hospitals

	 
	Principal Investigator: 
	Professor Jeff Harrison

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	14 August 2025



Jeff Harrison and Megan Kemp 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 the protocol defined ‘wash out’ period. The Researcher confirmed that the ‘wash out’ period is to ensure that any participants who have taken lithium previously, have an undetectable serum concentrate when starting the study. The Researcher reiterated that the study is observational, so participants’ treatment plans will follow standard of care and are not going to be affected by the study.  
2. The Committee noted that this is a study to assess New Zealand lithium use and its effects, but the study locations are confined to three localities near to Auckland. The Committee requested clarification on how the data would be extrapolated to other areas as other areas in New Zealand might have different prescribing patterns and habits. The Researcher explained that they will be looking at the national guidelines and hope to extrapolate Auckland data across New Zealand. 

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 researchers should not review participants’ medical records without obtaining informed consent to do so. Please correct proposed recruitment process accordingly. Currently the protocol suggests that talking to healthcare providers can help to introduce the study team to potential participants, who can then provide informed consent into the study.  
4. The Committee noted that Researchers should not collect data for participants who have declined to consent. The only data point that can be collected is the number of participants that have declined to consent. 
5. The Committee noted that informed consent needs to be obtained for each participant in the observational study. The clinician considering it to be in the participants best interest, is not a reason to allow an exception to informed consent. Please clarify this in appropriate documentation.  
6. The Committee requested an alternative peer review be provided from a clinician in a more senior position and independent from the University. 
7. The Committee requested that the protocol be updated to provide clarity on study aims for each component patient participants vs healthcare professionals. 
8. The Committee requested the protocol be updated clarify that the study will include participants who have and have not previously taken lithium and that they will be classed as a different population for subgroup analysis. 
9. The Committee requested that the protocol study activities be updated to provide information about how long the study will last and where the visits will take place. 
10. The Committee requested that the protocol be updated to explain why there is an additional blood draw for the study that is not considered standard of care. 
11. The Committee requested that section 5.4 of the study protocol be updated to clarify who the participants are. Please clarify how they will be recruited, consented and whether the participants in the main study can participate in the pilot.
12. The Committee requested that the protocol be updated in section 5.5 to explain how participants who partake in the BMQ and semi structured interviews will be identified and recruited. 

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

13. Please create a PIS/CF for healthcare professionals.
14. Please create a PIS/CF for the BMQ pilot.  
15. Please create a PIS/CF for the beliefs and experiences activities.
16. Please include a Māori cultural support contact.
17. Please include information about Māori beliefs, recommended wording can be used from the HDEC template.
18. Please update wording to remove repetition of statements such as ‘you will improve health outcomes for people living with bipolar’ as multiple such statements to this effect can be considered attempts to persuade rather than setting out goals. 
19. Please review wording explaining whether participants who are not fluent in English can participate in the study. The application states that participants who are not fluent in English cannot participate in the study due to the interview requirement, however the interview is described as optional for study participation. 
20. Please remove wording regarding participants becoming ‘uncomfortable at any point’ and therefore being able to withdraw. Participants can withdraw from the study at any time for any reason.  
21. Please clarify that participants can access and withdraw information by contacting a member of the study team. Remove reference to contacting a ‘doctor’ as this could cause confusion. 
22. Please update the wording in the consent form to clarify the participant is consenting to having completed the ‘discussion’ which is not completion of the interview. 
23. Please remove the ‘benefits’ in the section titled ‘what are the possible risks and benefits of the study’, 
24. Please add the insurance information so that participants understand what will happen if they’re injured as part of the study. 


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 Jessie Lenagh-Glue and Mx Albany Lucas.


General business


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

	Meeting date:
	23 September 2025

	Zoom details:
	To be determined



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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 5:30pm.
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