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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee 

	Meeting date:
	07 July 2026

	Zoom details:
	812 7953 3520






	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2026 FULL 25472
	FLUDRO-SHOCK
	Dr Chris Hands
	Dr Joy Panoho / Dr Christopher Hazlewood

	11:15am-11:45am
	2026 FULL 21723
	F-INDEX Study
	Dr Chris Hands
	Dr Joy Panoho / Dr Jin Cheng Kai

	11:45am-12:15pm
	2026 FULL 25064
	A Phase 1 Study of AIR-001 in Adults with AATD
	Dr Michelle Baker
	Mrs Lydia Wadsworth / Dr Christopher Hazlewood

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

	12:45pm-1:15pm
	2026 FULL 25805
	Canadian Critical Care Comparative Effectiveness Platform(e) d'Évaluation Clinique Comparée en soins Critiques (CEPEC)
	Dr Shay McGuinness
	Dr Joy Panoho / Dr John Pearson

	1:15pm-1:45pm
	2026 TB 26026
	NZ-based biorepository for neurological conditions
	Dr Amy McCaughey-Chapman
	Ms. Kate O'Connor / Dr Sharon Kletchko

	1:45pm-2:15pm
	2026 FULL 26167
	The iLet Bionic Pancreas System Adjustable Correction Strength Study
	Dr Mercedes Burnside
	Ms. Kate O'Connor / Dr John Pearson

	2:15pm-2:45pm
	2026 FULL 25873
	RVT-2301-301/ A Phase 3 study of Inhaled Mosliciguat in Participants with Pulmonary Hypertension Associated with Interstitial Lung Disease
	Dr Catherina Li-Lin Chang
	Mrs Lydia Wadsworth / Dr Sharon Kletchko

	2:45pm-3:15pm
	2026 FULL 26094
	MT-001-101: A Phase 1, First-in-Human, Double-Blind, Placebo-Controlled Single Ascending Dose Study of MT-001 in Adult Participants
	Dr Rohit Katial
	Mrs Lydia Wadsworth / Dr Jin Cheng Kai





	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	9/06/2025
	8/06/2030
	Present

	Dr Sharon Kletchko
	Non-Lay 
	09/06/2025
	08/06/2029
	Present 

	Dr Chris Hazlewood
	Non-Lay 
	09/06/2025
	08/06/2030
	Present

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

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

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

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




New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25472

	 
	Title: 
	The role and optimal dose of fludrocortisone in the management of septic shock incorporating transcriptomic endotyping and a precision medicine approach

	 
	Principal Investigator: 
	Dr Chris Hands

	 
	Sponsor: 
	The George Institute for Global Health

	 
	Clock Start Date: 
	25 June 2026



Dr Chris Hands, Jen Overend and Mr Colin McArthur were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee sought clarification regarding the structure of the study, noting that the submission appeared to combine two previously separate studies with different funders and queried whether approval was being sought for both components. The Researcher advised that these have been integrated under a single protocol and approval is being sought for the combined study. The study combines the investigation of hydrocortisone dosing in septic shock with transcriptomic profiling to explore treatment responses and support adaptive randomisation.
2. The Committee queried how transcriptomic analysis would be incorporated into the adaptive randomisation process. The Researcher advised that all participants would undergo transcriptomic assessment. Initial analyses would be used to identify inflammatory response patterns associated with treatment response. If predictive profiles are identified, participants would undergo point-of-care testing to support adaptive randomisation towards treatments more likely to benefit individuals with similar inflammatory profiles.
3. The Committee sought clarification regarding tissue collection and storage in the Auckland Biobank. The Researcher advised that tissue required for the primary transcriptomic analyses is an essential component of the study and would be collected from all participants. Optional long-term storage of samples in the Auckland Biobank would only occur following informed consent from participants who subsequently regain capacity.
4. The Committee queried how point-of-care testing would be implemented across participating sites and raised concerns regarding equitable access. The Researcher advised that adaptive randomisation would only be implemented once all participating sites had access to the required point-of-care testing equipment, and that arrangements would be made to ensure equitable access across sites.
5. The Committee noted that follow-up involved administration of standardised mental health questionnaires by telephone and expressed concern that the management of participant distress appeared limited to advising participants to contact Lifeline. The Researcher advised that the Medical Research Institute of New Zealand maintains established escalation protocols, including referral pathways and use of appropriate health services where concerns are identified during follow-up.
6. The Committee queried whether any participants would be able to provide informed consent at study entry. The Researcher advised that due to the severity of septic shock and associated treatment support, all eligible participants would lack capacity to provide informed consent at enrolment.
7. The Committee sought clarification regarding consent pathways for participants who regain capacity while still receiving study treatment. The Researcher advised that some participants may regain capacity before completion of treatment and could be approached to provide consent to continue participation while treatment is ongoing. 
8. The Committee discussed locality authorisation processes for this multicentre study. The Researcher advised that, while the National Single Research Application system provides a centralised repository and approval process for the core study documentation, individual sites must still obtain local capacity and capability approval before participation can commence. The Committee noted that local consultation requirements, including Māori consultation where applicable, remain the responsibility of each participating site.

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 sought clarification regarding the participant benefit arising from structured follow-up. The Researcher advised that participants would receive post-ICU follow-up, including screening for clinical and psychological complications, which is not routinely available. The Committee requested further detail regarding these processes and associated safeguards in a New Zealand-specific protocol appendix addressing the non-consenting research requirements under Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. This should also include the Medical Research Institute’s established escalation protocol for distress management, further justification on enrolment without consent, consent to continue, and data management under various participation scenarios.  
10. The Committee requested submission of a Data and Tissue Management Plan (DTMP). The Committee noted that the current Data Management Plan (DMP) does not adequately address tissue collection, analysis, storage, retention, and future use. A tissue management flowchart should be incorporated.
11. The Committee noted an apparent inconsistency between the consent form, which refers to future use related to this study, and the protocol, which refers to future unspecified research. The Committee requested clarification in the New Zealand-specific Appendix and asked that the distinction between future use of data and future use of tissue be made clear, noting that any future unspecified use of tissue would require separate consent. The Committee emphasised that there should not be unconsented, unspecified use of tissue.




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

12. Please revise the consent form to clearly reflect the participant's stage of involvement in the study and clarify the initial enrolment under best interest and consent to continue participation.
13. The Committee noted that some participants may regain capacity during the study and agreed with the Researcher’s suggestion to simplify the consent-to-continue process by using a single document covering both continued participation and continued use of data. 
14. Please include a simplified diagram illustrating the study arms and participant pathway through the study to assist participant understanding.
15. Please simplify the RWF PIS and ensure it clearly reflects that enrolment is a clinician decision made in the participant’s best interests, and that consultation is intended to inform the clinician of the participant’s likely wishes rather than provide proxy consent or assent. The Committee considered that the document is overly detailed and should focus on acknowledging that the consultation has occurred, rather than using formal consent-style statements and declarations. 
16. Please clarify the consent language relating to future use of data and/or tissue and ensure consistency with the protocol.

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 Christopher Hazlewood, Dr Joy Panoho and Ms. Kate O'Connor.



	2  
	Ethics ref:  
	2026 FULL 21723

	 
	Title: 
	Feasibility study of Intranasal Dexmedetomidine in Agitated Delirium in the ICU (F-INDEX)

	 
	Principal Investigator: 
	Dr Chris Hands

	 
	Sponsor: 
	Auckland City Hospital

	 
	Clock Start Date: 
	25 June 2026



Dr Chris Hands and Jen Overend were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried why intranasal dexmedetomidine is not routinely used in adults. The Researcher advised that there is no clear reason why it is not adopted for adults. While dexmedetomidine is commonly used intravenously in ICU settings, Intranasal administration has been used in paediatric populations, including teenagers and may offer practical advantages in adults. 
2. The Committee sought clarification regarding the target study population. The Researcher advised that participants would be patients who are no longer mechanically ventilated but are experiencing acute delirium and agitation in the ICU. The Researcher confirmed that patients with the most severe agitation requiring immediate standard interventions would be excluded from the study.
3. The Committee queried whether participants undergoing planned ICU admissions, such as following major elective surgery, could be approached for consent in advance. The Researcher advised that delirium occurs much less frequently in elective surgical populations and that recruitment through this pathway would not be practical due to the low number of eligible participants.
4. The Committee queried whether intranasal dexmedetomidine may offer advantages over existing management approaches. The Researcher advised that administration of intranasal dexmedetomidine may reduce the need for antipsychotic medications and physical restraint and may allow participants to remain calmer without the prolonged sedative effects associated with some current treatments. If participants received Dexmedetomidine and it was not effective, they would receive the standard treatment.






Summary of outstanding ethical issues

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

5. The Committee considered the justification for enrolment under Right 7(4) of the Code of Health and Disability Services Consumers’ Rights and was not satisfied that clear participant benefit had been demonstrated. The Committee considered that potential benefits, such as the reduced use of physical restraint, avoidance of antipsychotic medications and their associated adverse effects, and less traumatic management of agitation, should be more fully developed and justified. The Committee also noted that the application did not adequately address how Māori participants may experience the intervention differently. To address these, the Researcher proposed redesigning the study to include qualitative follow-up with participants after recovery to explore their experiences of delirium, the intervention, together with psychological distress screening and referral to support services where required. The Committee supported this approach and suggested that qualitative feedback be sought from clinicians involved in delivering the intervention as well as participant’s perspectives on enrolment under a best interest framework. 
6. The Committee sought clarification regarding the proposed sample size of 50 noting that this was relatively large for a feasibility study. The Researcher advised that the proposed recruitment target was based on expected case numbers and to include participants from different patient populations, including Māori and Pacific participants. The Committee suggested that consideration be given to a smaller initial sample and a staged approach, including early staff feedback and qualitative evaluation, before broader implementation of the intervention. The Committee also suggested consideration of an early interim analysis to ensure there were no adverse impacts for participants. 
7. The Committee requested further details on the consent-to-continue process, including how participants who regain capacity will be managed and the decisions available to them regarding ongoing participation and use of study data. The Committee also requested inclusion of the proposed scenario table outlining the management of participant data under various consent and participation outcomes (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.63).
8. The Committee noted that compliance with a dosing algorithm is a key study outcome and requested that the protocol more clearly describe the algorithm and how compliance will be assessed. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 - 9.8). 
9. The Committee noted that the application did not adequately describe processes for consultation with relatives, whānau, or friends in situations where consultation may be practicable and appropriate and requested that this be reviewed to ensure reasonable steps would be taken to ascertain their views (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.67 – 7.69). 
10. The Committee noted that the end of study survey included a question on “F-INDEX Champions”, however this role not described in the study documents. The Committee requested the term be removed from the study documents if it was an error. 





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): 

11. Please clearly describe participant involvement, including enrolment under best interest and the subsequent consent to continue process.
12. Please expand the information relating to data collection, use, storage, and sharing, including clear distinction between identifiable and coded information throughout the study lifecycle.
13. Please remove references that are not applicable in the context of enrolment under best interest, including statements advising consultees to seek advice from insurers regarding participation as the study treatment would have already commenced. 
14. Please ensure all participant-facing documents consistently describe the purpose and role of consultation with relatives, welfare guardians, or friends and make clear that such consultation does not constitute proxy consent.

Decision 

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


	3 
	Ethics ref:  
	2026 FULL 25064

	 
	Title: 
	Phase 1, Open-Label, Single Ascending Dose and Multiple Dose Study to Assess Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of Subcutaneously Administered AIR-001 in Adults with Alpha-1 Antitrypsin Deficiency (AATD) Due to PiZZ Genotype

	 
	Principal Investigator: 
	Dr Michelle Baker

	 
	Sponsor: 
	AIRNA Corporation

	 
	Clock Start Date: 
	26 June 2026



No attendee from the researchers 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 noted that this is a Phase 1 study and considered the overall study design to be appropriate. The application was generally well prepared, and the participant handbook was readable and visually appealing.
2. The Committee discussed the inclusion of information relating to pregnancy exposure monitoring and noted the inclusion of cover for pregnancies involving partners of study participants. The Committee considered this a positive aspect of the study documentation.
3. The Committee discussed post-trial access and noted that the study is in an early phase of development. The Committee encouraged consideration of future access arrangements for New Zealand participants should the study drug ultimately prove safe and effective.

Summary of outstanding ethical issues

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

4. The Committee noted that the insurer’s certificate of indemnity is due to expire in September 2026 and requested that an updated certificate be provided when renewed.
5. The Committee encouraged consideration of whether participants should receive a stipend or token of appreciation in recognition of the time and commitment required for study participation, in addition to reimbursement of expenses.





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

6. Please amend the consent form to clarify that notification of the participant’s General Practitioner (GP) is mandatory and remove any optional selection relating to whether the GP is contacted.
7. Please replace references to “race” with “ethnicity” throughout the participant-facing documents.
8. Please revise the reproductive health section to remove wording that participants are “expected” to provide study information directly to female sexual partners. Please instead use wording that participants should be encouraged to reasonably notify partners of relevant reproductive risks associated with study participation.
9. Please clarify reimbursement arrangements as the PIS referenced $165 while the travel policy included potentially significant travel-related expenses, including flights. Where possible, please provide information regarding any stipend, koha, or recognition of participant time and commitment.

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:  
	2026 FULL 25805

	 
	Title: 
	Canadian Critical Care Comparative Effectiveness Platform(e) d'Évaluation Clinique Comparée en soins Critiques (CEPEC)

	 
	Principal Investigator: 
	Dr Shay McGuinness

	 
	Sponsor: 
	Université de Sherbrooke

	 
	Clock Start Date: 
	26 June 2026



Dr Shay McGuinness, Keri-Anne Cowdrey and Rachael Parke were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried whether participation in the study may provide additional benefit. The Researcher advised that study participants receive regular review by experienced research coordinators with intensive care background and that participation in clinical studies commonly results in increased protocol adherence, timely administration of interventions, and additional clinical oversight.
2. The Committee queried how the study design differs from previous vasopressor target studies. The Researcher advised that the design allows treating clinicians to determine which blood pressure ranges are clinically acceptable for an individual patient before randomisation. The Committee noted that this feature substantially mitigates risk compared with designs requiring allocation across all treatment targets.
3. The Committee discussed participant follow-up after discharge and noted that structured post-ICU follow-up is not routinely available within many New Zealand intensive care units. The Researcher advised that trial follow-up processes include escalation pathways for clinical, psychological and social issues identified during follow-up assessments.
4. The Committee sought clarification regarding the information provided to relatives/whānau/friends (RWFs) about study allocation. The Researcher advised that for this unblinded study, RWFs would be informed of the participant’s treatment allocation as it aligns with usual clinical communication and would not compromise the study endpoints.
5. The Committee queried the timing of consultation with RWFs. The Researcher advised that consultation would occur prior to randomisation where practicable but that in some circumstances this may not be possible due to the urgency of the situation or the unavailability of family members. The Researcher further advised that participants who do not have available relatives/whānau/friends would not be automatically excluded from the study and could still be enrolled where the requirements of best interests are met.

Summary of outstanding ethical issues

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

6. The Committee noted that enhanced monitoring and research-related oversight alone are insufficient to justify enrolment under best interest. The justification should focus on direct participant benefits, including any additional follow-up, support, or referral pathways not routinely available. The Committee requested that the Researcher provide a robust and clearly articulated justification for enrolment without consent under Right 7(4) of the Code of Health and Disability Services Consumers’ Rights, specifically addressing how participation is in the best interests of individual participants in a New Zealand-specific protocol appendix. This should include:
a. Expand the rationale on how the adaptive study design, clinician discretion to exclude treatment options that are inappropriate, risk mitigation measures, and post-discharge follow-up collectively contribute to a favourable risk-benefit profile for participants.
b. Incorporate the proposed contingency framework for management and use of participant data, formalising the scenarios originally outlined in the cover letter and clearly documenting responsibilities for study procedures.
c. Further detail regarding the follow-up process, including its purpose, timing, who will conduct it, and the escalation and referral pathways for any clinical, psychological, or social concerns identified.
d. Further detail regarding the consent-to-continue process, including when and by whom deferred consent would be sought, whether this may occur while participants are still receiving study treatment, and whether the follow-up phone call would be combined with the consent-to-continue discussion. 
7. The Committee noted that the description of the adaptive randomisation design, sample size justification, and statistical methodology was insufficiently detailed. While acknowledging the Researcher’s explanation regarding input from experienced international trial groups and specialist Bayesian statisticians, the Committee requested that the scientific rationale, sample size justification, and statistical expertise supporting the study be more clearly described in the protocol.
8. The Committee requested provision of an independent New Zealand-based specialist peer review of the protocol that addresses the domain targets, including consideration of the study design within the context of New Zealand intensive care practice.
9. The Committee noted that references to data being “anonymous” are inaccurate, as the data will be coded rather than anonymous. The Committee requested that all study documentation clearly distinguish between identifiable, coded and de-identified data.
10. The Committee noted that the Data and Tissue Management Plan (DTMP) include provisions relating to future unspecified research use of data. The Committee requested that future unspecified use of data either be removed or made optional for participants who subsequently provide consent to continue.
11. The Committee requested further consideration of Māori and Pacific perspectives, including equitable access and any measures to support participation.





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

12. Please describe the adaptive randomisation process more accurately as it currently implies that participants have an equal chance of allocation to each treatment arm. The Committee noted in the discussion that participants may not have an equal chance of allocation to each treatment arm and allocation probabilities may change over time.
13. Please revise references advising participants to check insurance implications of participation, noting that these documents are provided after enrolment has already occurred.
14. Please clarify the different decisions participants may be asked to make, including distinction between consent to continue participation and consent for use of previously collected data and follow up processes. The Committee suggested that a timeline or flowchart be included to clearly describe these processes clearly. 
15. Please revise all references to anonymous data and accurately describe the coding, storage and handling of participant information.
16. Please ensure any future unspecified use of data, if retained, is clearly described and presented as an optional consent item.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 John Pearson, Dr Joy Panoho and Ms. Kate O'Connor.



	5  
	Ethics ref:  
	2026 TB 26026

	 
	Title: 
	NZ-based biorepository for neurological conditions

	 
	Principal Investigator: 
	Dr Amy McCaughey-Chapman

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	26 June 2026



Dr Amy McCaughey-Chapman 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 sought clarification regarding the intended purpose of the repository. The Researcher advised that skin cells obtained from participants could be reprogrammed into different cell types for neurological research and may also have future applications in other disease areas, including kidney and liver research.
2. The Committee discussed sample storage arrangements. The Researcher advised that samples would be stored in a dedicated cryogenic storage facility rather than in standard laboratory freezers.
3. The Researcher sought clarification regarding the long-term storage and future use of tissue and data. The Committee advised that ethics approval does not expire, although annual reporting requirements apply. The Committee added that tissue must be retained in accordance with applicable legal requirements and that any future research use by external researchers accessing coded tissue and data would require separate ethics review and approval.

Summary of outstanding ethical issues

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

4. The Committee considered that the proposal would be more appropriately submitted as a research study with optional long-term storage of tissue for future unspecified research, rather than as a standalone biobank application. 
5. The Committee recommended use of the HDEC templates from the HDEC website and adapt it to the study. 
6. The Committee advised that the new submission should include a comprehensive protocol describing participant recruitment, consent processes, sample collection, and study procedures. Long-term storage and future use of tissue should be clearly described and considered as an optional component of participation. Participant facing documents should be consistent with the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 - 9.8).
7. The Committee requested a scientific peer review from an appropriately qualified expert with expertise in direct cell reprogramming (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).
8. The Committee noted that the governance arrangements currently described appeared to be limited to the immediate research group. The Committee considered that broader governance arrangements would be required if samples are intended to be used by multiple researchers or across different research programmes. The Committee recommended that the Researcher explore existing institutional governance structures and tissue storage arrangements, including potential collaboration with established tissue banking facilities (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.16 – 14.18).

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): 

9. Please develop participant information sheets and consent forms appropriate for a standard research application, including clear descriptions of tissue collection processes and storage arrangements.
10. Please clearly describe long-term storage and future use of tissue and provide participants with separate consent options, allowing participants to choose whether their samples may be retained for future research.
11. Please ensure participant-facing documents clearly explain who may access stored samples in the future and under what governance arrangements.

Decision 

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


	6 
	Ethics ref:  
	2026 FULL 26167

	 
	Title: 
	The iLet Bionic Pancreas System Adjustable Correction Strength Study

	 
	Principal Investigator: 
	Dr Mercedes Burnside

	 
	Sponsor: 
	Beta Bionics, Inc.

	 
	Clock Start Date: 
	26 June 2026



Dr Mercedes Burnside, Renee Meier and Sue Hurd were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarification regarding the potential benefits of study participation for people who already receive reasonable standard diabetes care. The Researcher advised that the study’s insulin delivery system helps reduce the burden of carbohydrate counting by allowing users to indicate meal size. It is noted that the system is not currently available in New Zealand so participants would be unable to access this technology outside the study.
2. The Committee discussed participation by children as young as six years old. The Researcher advised that the intervention may reduce burden associated with meal management and may also reduce hypoglycaemia through the use of less aggressive algorithm settings.
3. The Committee sought clarification regarding study device and participant burden. The Researcher advised that the algorithm is embedded within the insulin pump while an additional device is used for data transmission and safety monitoring. Participants would use the insulin pump and continuous glucose monitor but would not be required to carry the additional study device all the time. 
4. The Committee discussed management of glucose alerts generated by the monitoring system. The Researcher advised that continuous 24/7 monitoring is not proposed, as the study uses a commercially available algorithm. Instead, the alerts are reviewed by study staff who assess data remotely on a regular basis and determine whether participant contact is necessary. Participants may be contacted at any time if there are safety concerns. 
5. The Committee queried whether identifiable data are visible to overseas entities. The Researcher advised that monitoring data are coded and identified only by study identification numbers. The sponsor’s use of coded data is restricted to the purposes described in the protocol.
6. The Committee queried post-trial access to the study technology. The Researcher advised that participants would be informed of the arrangements at enrolment to manage expectations.

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 submission of an updated insurance certificate, noting that the existing insurance certificate will expire shortly.
8. The Committee considered that the current scientific peer review was insufficiently detailed and requested a more comprehensive peer review demonstrating consideration of the protocol.
9. The Committee sought clarification regarding participant training and risk mitigation. The Researcher advised that participants and families receive extensive training on device use, management of high and low glucose level and ongoing access to study staff for support. The Committee requested this to be explained clearly in the protocol.

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

10. Please revise the adult PIS to improve readability and reduce unnecessary complexity. 
11. Please revise the adolescent PIS to better reflect the needs and reading preferences of adolescent participants, including simplification of language and improved visual presentation. Greater use of diagrams, tables, timelines and visual explanations is encouraged.
12. Please revise the child information sheet to improve age-appropriate presentation and engagement.
13. Please clearly distinguish reimbursement of travel and parking expenses from any stipend or participant recognition payment, including any applicable tax treatment.
14. Please review the balance of participant payments to ensure appropriate recognition of the contribution made by child participants while avoiding undue influence.
15. Please clarify within participant materials that participants may be contacted outside normal working hours, including overnight, if glucose alerts trigger safety concerns.
16. Please include the organisation of the Māori advisor who had provided consultation and remove the statement “We allow Māori organisations to access de identified study data, for uses that may benefit Māori”, or include it as a separate optional consent item on consent form.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. Please update the participant information sheet and consent form, taking intoaccount feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
3. 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 John Pearson and Ms. Kate O'Connor.



	7  
	Ethics ref:  
	2026 FULL 25873

	 
	Title: 
	A Phase 3, Multicenter, Randomized, Double-Blind Placebo-Controlled Trial to Evaluate the Safety and Efficacy of Inhaled Mosliciguat in Participants with Pulmonary Hypertension Associated with Interstitial Lung Disease.

	 
	Principal Investigator: 
	Dr Catherina Li-Lin Chang

	 
	Sponsor: 
	Pulmovant, Inc

	 
	Clock Start Date: 
	26 June 2026



Mrs Leeann Shaw, Jen Cormier, and Ubaldo Martin and Carlton Pugh were present via videoconference for discussion of this application.
 
Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee sought clarification regarding the optional pre-screening process. The Researcher advised that pre-screening allows existing diagnostic information to be reviewed before formal screening occurs. This may reduce the need for unnecessary study procedures. The Researcher clarified that not all participants will have existing diagnostic information available and therefore pre-screening is optional.
2. The Committee reviewed the privacy arrangements relating to travel vendors and was satisfied that information sharing was limited to what is necessary to facilitate participant travel and study participation.
3. The Committee queried the use of the prepaid visa card. The Researcher advised that the card may be used to provide advance reimbursement for participant travel, meals, or other approved study-related expenses, reducing the need for participants to incur costs before reimbursement.
4. The Committee discussed the optional imaging and haemodynamic sub-studies and noted that participating New Zealand sites have the necessary capability and capacity to undertake these procedures.
5. The Committee noted the sponsor’s commitment to ongoing post-trial access for participants who continue to benefit from treatment and queried if there is a time limit. The Researcher advised that participants may continue treatment through a planned open-label extension study, with the intention of maintaining access until marketing approval is obtained.







Summary of outstanding ethical issues

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

6. The Committee requested the Researcher to verify and correct the privacy policy web link referenced in the “Mobile application end-user license agreement” document, page 2, as the link currently leads to an error message.

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

7. Please include a placeholder in the New Zealand Main PIS for a reasonable stipend recognising participant time and commitment, in addition to reimbursement of expenses.
8. Please replace references to blood collection volumes expressed in “cups” with millilitres.
9. Please remove the optional yes/no selection relating to notification of the participant’s General Practitioner and ensure that notification of participation and clinically significant findings is mandatory.

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:  
	2026 FULL 26094

	 
	Title: 
	A Phase 1, First-in-Human, Double-Blind, Placebo-Controlled Single Ascending Dose Study of MT-001 in Adult Participants

	 
	Principal Investigator: 
	Dr Rohit Katial

	 
	Sponsor: 
	Mentari Therapeutics, Inc.

	 
	Clock Start Date: 
	26 June 2026



Dr Rohit Katial, Julia O’Sullivan, Kayla Malate and Laura Keighley were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee discussed the requirement for male participants to use condoms for 425 days following administration of study drug and noted that this period was longer than the follow-up period of 335 days. The Researcher advised that the extended contraception requirement is related to the anticipated pharmacological persistence of the study drug and additional precautionary measures associated with the spermatogenesis cycle. The Committee understood that the sponsor's rationale incorporates the anticipated drug elimination period with an additional period intended to allow for a complete cycle of sperm development. It is also noted that the exact human half-life of the drug is not yet known.

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

2. Please express the required period of condom use in months instead of days.
3. Please include a participant-friendly explanation of the scientific rationale for the extended contraception requirement. 
4. Please use the term “ethnicity” consistently rather than using both “race” and “ethnicity”.








Decision 

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

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

General business

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

	Meeting date:
	04 August 2026

	Zoom details:
	To be determined




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

3. Any other business

The Chair invited a Committee member to give the closing karakia.

The meeting closed at 3:00pm.
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