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	                  Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	21 April 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 25291
	A study of the safety, tolerability and effectiveness of KIO-301 in patients with late-stage retinitis pigmentosa
	A/Prof Andrea Vincent
	[bookmark: _Hlk227665118]Ms Catherine Garvey / Dr Katrina Gibson  

	11:15am - 11:45am
	2026 EXP 25516
	2533602: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Multiplex Respiratory Panel
	Dr Victoria Siriett
	 Dr Catriona McBean/ Dr Andrea Forde  

	11:45am - 12:15pm
	2026 EXP 25531
	2533601: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Strep A Test
	Dr Victoria Siriett
	Dr Catriona McBean / Dr Malisa Mulholland 

	12:15pm - 1:15pm
	
	Break (60 mins)
	
	

	1:15pm - 1:45pm
	2026 FULL 25420
	INS1009-301- Efficacy and Safety of Treprostinil Palmitil Inhalation Powder (TPIP) in Participants with Pulmonary Arterial Hypertension (PALM-PAH)
	Dr / Respiratory and General Medicine Physician Henry Gallagher
	Mr Jonathan Darby / Dr Katrina Gibson   

	1:45pm - 2.15pm
	2026 FULL 25438
	Evaluation of the LightAI QuickScan Strep A software to support the diagnosis of Group A Streptococcal Pharyngitis (GASP Feasibility Study)
	Mrs.  Donna Kielar
	Ms Catherine Garvey / Mrs Sophie Woodger   

	2:15pm - 2:45pm
	2026 FULL 25435
	CC46372:A dose‑finding study of Petrelintide with RO7795068 in adults with Obesity or Overweight
	Dr Claudette Lionnet
	 Mr Jonathan Darby / Dr Andrea Forde 

	2:45pm - 3:15pm
	2026 FULL 25264
	A Study to evaluate Orelabrutinib in participants with Non-active Secondary Progressive MS
	Dr Benson Chen
	 Dr Anne Phillips / Mrs Sophie Woodger 


 

	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Kate Parker 
	Non-lay (Observational studies) 
	09/06/2025 
	08/06/2029 
	Apology

	[bookmark: _Hlk227671738]Dr Andrea Forde
	Non-lay (Intervention studies) 
	09/06/2025
	08/06/2030
	Present

	Ms Catherine Garvey 
	Lay (the Law) (Chair)
	09/06/2025
	08/06/2030
	Present 

	Dr Malisa Mulholland
	Non-lay  
	09/06/2025 
	09/06/2028
	Present 

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	15/09/2025
	14/09/2030
	Present

	Dr Katrina Gibson 
	Non-lay 
	09/06/2025
	08/06/2029
	Present

	Dr Catriona McBean
	Lay
	03/03/2025
	02/03/2030
	Present

	Dr Filma Anne Phillips
	Lay
	15/09/2025
	14/09/2028
	Present

	Mrs Sophie Woodger
	Non-Lay
	15/09/2025 
	14/09/2028 
	Present




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Dr Kate Parker. 

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Chair noted an observer is attending the meeting today.

Confirmation of previous minutes

The minutes of the meeting of 17 March 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25291

	 
	Title: 
	A phase II, randomised, controlled, double masked, multiple dose study of the safety, tolerability and efficacy of intravitreal KIO-301 in patients with late-stage retinitis pigmentosa

	 
	Principal Investigator: 
	Associate Professor Andrea Vincent

	 
	Sponsor: 
	Kiora Pharmaceuticals Pty Ltd

	 
	Clock Start Date: 
	09 April 2026



A/Prof Andrea Vincent, May Lin Yap, Lisa Pedro, Ben Wyse, Dr Thierry Izore and Dr Claudia Gregorio-King were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee sought confirmation that the participants would be provided with transportation for site visits and that these costs would be covered by the Researchers. The Researchers confirmed that transportation will be provided at no cost to the participants.
2. The Committee noted that the study syringe is not licensed in New Zealand and queried whether any training will be required for its use. The Researchers advised that this syringe is widely used overseas, and the Sponsor had not realised it is not licensed in New Zealand but are now in the process of getting it licensed, noting that there is nothing unusual about how it is used.
3. The Committee queried whether there are currently any treatment options available for this participant population. The Researcher advised that there are not. 
4. The Committee queried whether the risks outlined related to any intravitreal injections or whether there are additional risks related to the investigational product. The Researchers advised that all intravitreal injections have some associated risks and that there is the possibility of additional risks for the investigational product, however early phase data indicates that no additional risks have been observed to date. 
5. The Committee queried the purpose of a witness signature on the consent form. The Researchers advised that participants would have varied ability to sign their name. The witness signature is to confirm that the participant has had the information sheet and consent form read to them and have understood and acknowledged that they are consenting to participate in the study.
6. The Committee queried the exclusion of participants who have a history of suicidal ideation within the last five years, and whether it would be possible to include a participant who had for example experienced this four years ago and was now in a good mental state. The Sponsor advised that this is not a hardline but is up to the investigator’s clinical judgement.
7. The Committee queried when the quality-of-life questionnaires would be reviewed. The Researcher advised that this is timely and noted that depression is common within this patient population and the site has appropriate support pathways available for participants, at no cost to the participant.
8. The Committee queried whether an application for an open label extension will be submitted while this study is active, and which participants would be eligible for this. The Sponsor advised that they will submit an application for an open label extension, which would be for those participants who were on placebo. Because this is gene therapy those participants who have received active injections would not require additional injections.

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 clarification about the approach to recruitment. The Researcher advised that there are two possible ways they will recruit participants. Firstly, through a registry of people who have consented to being contacted about research and secondly by approaching patients when attending appointments. The Committee noted that the second option would require a waiver of consent, which should be justified to the Committee and outlined in the Protocol and Data Management Plan. 
10. The Committee noted that this participant population will not be able to read the consent forms and queried how informed consent will be achieved. The Researcher advised that most of these participants will use some form of text to voice software and the information sheet has been designed to be suitable for use with this software for example not including tables. The Committee suggested considering having another form of delivery available, such as braille or audio.
11. The Committee queried the purpose of recording the participant-experience interview and separately, certain assessments. The Sponsor advised that the purpose is multifactorial, to understand participants experience of being on the study and how they have responded to the injections, additionally the recording may be used for presenting at conferences, provided that the participants have signed a separate media release. Auditors may also need to review the recording to ensure that assessments have been carried out correctly. Please ensure that these purposes are explained to participants.
12. Please provide more information in the media release form about whether there will be audio and or video and any steps that are taken to protect the participants identity, such as blurring. Ideally examples or descriptions of how the images will look so participants can make an objective assessment is desirable.
13. The Committee noted the submission of withdrawal forms and advised that written notification of intent to withdraw is not required in New Zealand and that it is sufficient for participants to verbally advise that they wish to withdraw.
14. The Committee requested that the Sponsor please consider licensure in New Zealand should the trial prove successful.
15. The Committee request that the HDEC reference number be added to advertising materials.
16. The Committee request the following amendments to the Data Management Plan. Please remove reference to participants under sixteen years of age. Please include information about the imaging vendor. Please include governance policies. Please strengthen the management for identifiable data. Please align the storage timeframe for tissue samples.

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

17. Please provide additional information about the recorded interview, specifying which aspects are optional and which are required, explaining the purpose of each section of the interview, that is whether it relates to the research specifically or if it is for broader Sponsor purposes. Please state that these recordings will be sent overseas.
18. Please state how long recordings will be retained for if participants do not sign the media release.
19. Please explain the purpose of recording of study assessments and the proposed mandatory and optional uses of these.
20. Please clearly state that participants who do not meet the eligibility criteria after the screening visit will no longer continue in the study and that their data will not be retained.
21. Please state what would happen to the recordings if a participant has signed the media release and subsequently withdraws from the study.
22. Please remove the statement that the contraceptive advice is legally required.
23. Please reframe the statement about follow up of pregnancy to be clear that this is optional, and consent will be sought at the relevant time.
24. Please advise participants of the observed effects on mice ovaries.
25. Please state whether transportation and accommodation costs will be covered for support people.
26. Please remove requirement for provision of receipts as this creates extra burden for participants.
27. Please advise participants of any tax obligations with respect to the stipend.
28. Please remove references to ‘race’, use ‘ethnicity’ instead.
29. Please state whether participants will be provided meals during the lengthy study visits.
30. Please remove references to ‘spoons’ of blood, use mls instead.
31. Please quantify what is meant by rare in the risk section.
32. Please state the support services available.
33. Please rephrase this statement from page 2 “This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing”.
34. Please remove “Th” from the statement on page 3 and page 25 about the investigational products approval status and replace with licensing.
35. Please ensure all statements are framed as requests rather than telling participants they must do something.
36. Please clarify where assessments are carried out.
37. Please make GP notification mandatory.
38. Please use the full name of any acronyms the first time they are used.
39. Please acknowledge that the head is tapu.
40. If Kiora is not a member of Medicines New Zealand please revise the compensation statement accordingly.
41. Please provide any instructions around risks associated with dilating eye drops.
42. Please add an option on the consent form for participants to indicate whether they consent to their deidentified data being shared with Māori organisations.
43. In the 'Risks associated with eye injections' section, please ensure it is clear that the risks stated could occur with either intervention (placebo and KIO-301).

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).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Katrina Gibson.
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	Ethics ref:  
	2026 EXP 25516

	 
	Title: 
	2533602: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Multiplex Respiratory Panel

	 
	Principal Investigator: 
	Dr Victoria Siriett

	 
	Sponsor: 
	Abbott Rapid Diagnostics

	 
	Clock Start Date: 
	09 April 2026



Dr Victoria Siriett, Charlene Botha, Camilla Forssten, Crawford Davidson and Asmita Gondhalekar were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried how long potential participants would have to consider consent. The Researchers advised that participants must still be symptomatic, so this could be up to a week, but that this would require a return visit by the participants.
2. The Committee queried who would undertake the swabbing of participants. The Researcher advised that this will be either health care assistants or nurses who are not laboratory trained, from the associated GP clinic or research staff with a dual role in the GP clinic. The Committee noted that it will be important to consider what processes are in place to ensure that participants are administered the correct test, with two studies running concurrently.
3. The Committee noted that the submission form has conflicting information to the protocol and queried whether participants and/or their GP will receive the results of the point of care test. The Researchers advised that neither the participants nor their GP will receive the results of the point of care tests as they are investigational, and it is not yet known whether they are accurate.

Summary of outstanding ethical issues

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

4. [bookmark: _Hlk227937404]The Committee queried how many sites will be in the study in New Zealand and whether they will have the same approach to recruitment. The Researchers noted that there will be five sites, some of which will be utilising advertising for recruitment. Study clinicians will carry out study assessments. The Committee noted that this appears to be inconsistent with the protocol requirement that study procedures are carried out to reflect a real-world scenario, e.g. in clinic, an Emergency Department or other clinical settings and by staff who are not primarily research personnel or who are not laboratory trained and requested a letter from the Sponsor clarifying this approach and confirming that the proposed localities and means of recruiting and carrying out study procedures are within protocol to the Sponsors satisfaction  (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
5. The Committee request clarification for how positive test results will be managed for the different sites, along with any infection control procedures. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.45, 11.48, 11.48a).
6. The Committee queried the scientific justification for having children in this feasibility stage of the study, noting that the aim is to determine the positive predictive value of the test, diagnostic accuracy, and suggest that it may be more appropriate to include children at a later phase once accuracy has been determined. If children will be included, please provide a justification why the study aims cannot be met with an adult population and please specify which age range will be included. 
7. If justification is provided and young children will be included an additional simplified assent form for younger children will be required. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.19, 6.19a, 6.27, 7.17).
8. The Committee noted that the Data Management Plan indicates that significant amounts of participants’ health data will be accessed through their NHI and queried whether this is required for the purposes of this study. The Sponsor advised that only health data required for the purposes of this study will be collected via self-report from participants and laboratory results will be provided directly from the laboratory. The Committee requested that the PIS reflects the parameters of data collection and also that the Data Management Plan be updated to reflect this and any relevant privacy policies with the laboratory be included. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 12.15a).
9. The Committee noted that study data is required to be retained until ten years after the youngest child participant turns 16. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.28).
10. The Committee requested that Sponsor Insurance and evidence of PI indemnity be provided, as the point of care testing being validated is for the benefit of the Sponsor, making this a commercial study, which would not be covered by ACC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.5, 17.6).
11. The Committee requested that advertising materials be submitted for review. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).
12. The Committee requested an additional peer review from an appropriately qualified New Zealand based reviewer, who is familiar with the New Zealand health system including public health notification of infectious diseases. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.28, 9.29).
13. The Committee queried how the sites will manage assent of children in the timeframe available and considering that the parent will receive payment for participation. The Researcher advised that they determine whether the child gives assent, noting that a child will be unlikely to comply with swabbing if they do not assent.
14. The Committee request an explanation for how discordant results will be managed.

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).: 

15. Please clearly outline the sequence of events regarding standard of care testing and investigational tests.
16. Please acknowledge tapu of the head.
17. Please clarify that participants will continue to receive standard of care from their GP, including assessment and any required treatment.
18. Please explain that participants will not receive the point of care results because these are investigational, and it is not yet known whether they are accurate. 
19. Please remove all sections/statements that are not relevant to this study, for example, "Data and specimens collected in this research will be de-identified and might be used for future research or distributed to another investigator for future research without your consent.", and the statement that this study will be reviewed by SCOTT.
20. Please state that the swabs as well as the point of care test will be sent overseas for further study related analysis. 
21. Please state that karakia will not be available at the time of tissue disposal.
22. Please include any relevant site instructions regarding these infectious diseases, such as wearing a mask and sitting in a separate waiting area.
23. On page 2 please remove “such as” from the statement that this device has not been approved by Medsafe.
24. Please align the data storage information on page 5 with the protocol.
25. Please use gender neutral language throughout.
26. Please amend this statement on page 9 “I understand that my child’s taking part in this study is voluntary (my choice)” to acknowledge that it is also the child’s choice.
27. On page 7 please add a statement about the clinical trial registration.
28. Please remove references to a study drug.
29. Please clarify who will carry out the study swabs. 
30. Please add to the consent form the option to request a lay summary of the study results.
31. In the assent form please specify the amount of time between the swabs.
32. In the assent form please state what the child will receive as a thank you. 
33. In the assent form please explain what is meant by you ‘might also feel other things’.

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:  
	2026 EXP 25531

	 
	Title: 
	2533601: Clinical Feasibility Study on the Diagnostic Accuracy of the Abbott Rapid Molecular POC Strep A Test

	 
	Principal Investigator: 
	Dr Victoria Siriett

	 
	Sponsor: 
	Abbott Rapid Diagnostics

	 
	Clock Start Date: 
	09 April 2026



[bookmark: _Hlk227663160]Dr Victoria Siriett, Charlene Botha, Crawford Davidson, Camilla Forssten and Asmita Gondhalekar were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried how long potential participants would have to consider consent. The Researchers advised that participants must still be symptomatic, so this could be up to a week but that this would require a return visit for study purposes. The Researchers anticipate enrolling participants at the time of their clinic visit and for participation in study procedures on the same date the study is introduced to them.
2. [bookmark: _Hlk227939820]The Committee queried who would undertake the swabbing of participants. The Researcher advised that this will be either health care assistants or nurses who are not laboratory trained from the associated GP clinic, and may be staff who hold a dual role with the research team and in the clinic. The Committee noted that it will be important to consider what processes are in place to ensure that participants are administered the correct test, with two studies running concurrently.
3. The Committee noted that the submission form has conflicting information to the protocol and queried whether participants and/or their GP will receive the results of the point of care test. The Researchers advised that neither the participants nor their GP will receive the results of the point of care tests as they are investigational, and it is not yet known whether they are accurate.

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 queried how many sites will be in the study in New Zealand and whether they will have the same approach to recruitment. The Researchers noted that there will be five sites, some of which will be utilising advertising for recruitment. Study clinicians will carry out assessments and provide any relevant treatment. The Committee noted that this appears to be inconsistent with the protocol requirement that study procedures are carried out to reflect a real-world scenario, such as in clinics, ED or other community settings and by staff who are not primarily research personnel or who are not laboratory trained, and requested a letter from the Sponsor clarifying this approach and confirming that the proposed localities and means of recruiting and carrying out study procedures are within protocol to the Sponsors satisfaction. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
5. The Committee request clarification for how positive test results will be managed for the different sites, along with any infection control procedures. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.45, 11.48, 11.48a).
6. The Committee queried the scientific justification for having children in this feasibility stage of the study, noting that the aim is to determine the positive predictive value of the POC, diagnostic accuracy, and suggest that it may be more appropriate to include children at a later phase once accuracy has been determined. If children will be included, please provide justification for why the study aims cannot be met with an adult population. Please also specify which age range will be included. If young children will be included the assent form for younger children will require simplification. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.19, 6.19a, 6.27, 7.17).
7. The Committee noted that the Data Management Plan indicates that significant amounts of participants’ health data will be accessed through their NHI and queried whether this is required for the purposes of this study. The Sponsor advised that only health data required for the purposes of this study will be collected via self-report from participants and laboratory results will be provided directly from the laboratory. The Committee requested that the Data Management Plan be updated to reflect this and any relevant privacy policies with the laboratory be included. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 12.15a).
8. The Committee noted that study data is required to be retained until ten years after the youngest child participant turns 16. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.28).
9. The Committee requested that Sponsor Insurance and evidence of PI indemnity be provided, as the point of care testing being validated is for the benefit of the Sponsor, making this a commercial study, which would not be covered by ACC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.5, 17.6).
10. The Committee requested an additional peer review from a New Zealand based reviewer, who is familiar with group A Strep, and relevant national protocols for POC testing for Strep A. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.28, 9.29).
11. The Committee recommended reviewing the advertising material for typos.
12. The Committee queried how the sites will manage assent of children in the anticipated timeframe for enrolment and when the parent will receive payment for participation. The Researcher advised that they determine whether the child gives assent, noting that a child will be unlikely to comply with swabbing if they do not assent.
13. The Committee request an explanation for how discordant results will be managed.

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).: 

14. Please clearly outline the sequence of events regarding standard of care testing and investigational tests.
15. Please acknowledge tapu of the head.
16. Please clarify that participants will continue to receive standard of care from their GP, including assessment and any required treatment.
17. Please explain that participants will not receive the point of care results because these are investigational, and it is not yet known whether they are accurate. 
18. Please remove all sections/statements that are not relevant to this study, for example, "Data and specimens collected in this research will be de-identified and might be used for future research or distributed to another investigator for future research without your consent.", and the statement that this study will be reviewed by SCOTT.
19. Please state that the swabs as well as the point of care test will be sent overseas for further study related analysis. 
20. Please state that karakia will not be available at the time of tissue disposal.
21. Please include any relevant site instructions regarding these infectious diseases, such as wearing a mask and sitting in a separate waiting area.
22. On page 2 please remove “such as” from the statement that this device has not been approved by Medsafe.
23. Please align the data storage information on page 5 with the protocol.
24. Please use gender neutral language throughout.
25. Please amend this statement on page 9 “I understand that my child’s taking part in this study is voluntary (my choice)” to acknowledge that it is also the child’s choice.
26. Please remove references to a study drug.
27. Please clarify who will carry out the study swabs.
28. Please clarify what constitutes a fever in the inclusion criteria.
29. [bookmark: _Hlk227940801]Please add to the consent form the option to request a lay summary of the study results.
30. In the assent form please specify the amount of time between the swabs.
31. In the assent form please state what the child will receive as a thank you.
32. Please remove the existing image from the assent form and replace with imaging that is informative for this study.
33. [bookmark: _Hlk227941137]In the assent form please explain what is meant by you ‘might also feel other things’.
34. In the assent form for younger children please explain what gagging means.
35. Q tip is not standard New Zealand terminology, please amend.

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:  
	2026 FULL 25420

	 
	Title: 
	A Phase 3, Randomized, Double-Blind, Placebo-controlled, Multicenter, Parallel-group Study to Evaluate the Efficacy and Safety of Once Daily Treprostinil Palmitil Inhalation Powder in Participants with Pulmonary Arterial Hypertension (PALM-PAH)

	 
	Principal Investigator: 
	Dr Henry Gallagher

	 
	Sponsor: 
	Insmed Incorporated

	 
	Clock Start Date: 
	09 April 2026



Christine Tuffery and Leeann Shaw were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried what the approach to recruitment will be for each site. The Researchers advised that patients will be advised of the study during a routine visit and give consent to be contacted about the research.
2. The Committee queried that the submission mentions continued access via an open label extension, but this is not described in the Participant Information Sheet. The Researchers advised that whilst there is an intention to have an open label extension, this is not ready to be submitted yet, hence it has not been included in the PIS.
3. The Committee queried the exclusion criteria for people with physical impairments impacting their ability to use an inhaler. The Researchers advised that this would be assessed on an individual basis and acknowledged there are ways that participants with physical impairments could be supported to use the inhaler.

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 suggested utilising still images from the video in the instructions for participants.
5. The Committee queried the rationale for the upper age limit for participation.
6. The Committee queried the exclusion of individuals with positive serology for HIV.
7. The Committee noted that there is some discrepancy between documents regarding the timeframe for storage of data. Please align, noting that this cannot be indefinite. 
8. The Committee queried whether the future unspecified research section of the Data and Tissue Management Plan is accurate or whether there is still templated wording, please review. 
9. The Committee noted that the insurance certificate refers to the open label extension. Please provide a certificate that names this study protocol.
10. The Committee queried the data diary’s privacy policy and whether the software will gather any of the participants person information. Please ensure this is addressed in the Data Management Plan and PIS. 
11. The Committee requested that the sponsor please consider licensure in New Zealand should the trial be successful. 
12. The Committee noted the statement in the PIS about notifying sexual partners and queried whether this is in relation to pregnancy or if there are concerns about secretion in bodily fluids. If this is regarding pregnancy then the statement can be amended, as this will not be relevant to same sex partners. If the concern relates to bodily fluids, then information about barrier protection should be provided. 
13. The Researchers advised that the Sponsor has requested right heart catheterisation and echocardiogram results data from previous study participants to qualify these procedures are carried out correctly and queried what approval is required to release these records. The Committee noted that there should be a quality assurance process at site and queried why this would not be sufficient for the Sponsor. Noting that consent would need to be obtained from individuals to share their records. These consent forms would need to be submitted to HDEC for approval.

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

14. Please consider adding more exclusion criteria from the protocol to ensure transparency of information presented to participants.
15. Please amend the withdrawal section to make clear that participants do not have to continue taking the intervention or attend any further visits. 
16. Please remove the statement that participants who are in the open label extension do not need to return equipment.
17. Please amend the risk table, currently it is a bit confusing with the headings ‘Common, very common and then Common again. For example, consider adding a heading or explanatory sentence that explains these are risks observed from previous studies. Either clearly separate out the previous studies or consider a way in which to show more clearly how the risks relate to these previous studies e.g. a column for each study with the risks listed and a tick if the risk was noted.
18. Please clarify the statement about allergic reactions to make it more study specific, or make it clear this is a general statement about reactions to any medication.
19. Please add any information about findings from ongoing studies using Treprostinil Palmitil that might help to further inform participants.
20. Please clarify how much participants will be reimbursed. The Committee request consideration is given to the current fuel crisis when determining this.
21. In the future use PIS please align how long samples will be stored for.
22. Please remove the statement about reporting blood test results to Medsafe. If the reference is to the reporting of notifiable diseases refer to the Medical Officer of Health.
23. Please amend the statement about the right heart catheterisation, to reflect who will carry this out as it is unlikely to be the study doctor. Please state who will do this and where it will occur, and clarify that the participants will not have to pay for this. 
24. Please expand the statement that the trial medication is not approved by Medsafe to state that it is not approved by any regulator anywhere.
25. Please amend the statement about notification of pregnancy to make this a request rather than compulsion. 
26. On page 7 please include additional information about the Quality-of-Life questionnaires and support provided. The Committee note that the information provided in the Submission could be replicated.
27. Please enter the stipend amounts, being consistent across sites.

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).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Jonathan Darby, Dr Katrina Gibson and Dr Andrea Forde.
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	Ethics ref:  
	2026 FULL 25438

	 
	Title: 
	Evaluation of the LightAI QuickScan Strep A software to support the diagnosis of Group A Streptococcal Pharyngitis (GASP Feasibility Study)

	 
	Principal Investigator: 
	Mrs Donna Kielar

	 
	Sponsor: 
	Light AI

	 
	Clock Start Date: 
	09 April 2026



Mrs Donna Kielar, Anneka Anderson, Louise Robertson, Steve Rebiffe, Diana Dawes, Taylor Whitehead, Peter Whitehead and John Luna were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried how Mana Kidz operate. The Researchers advised that it is a school-based health program with a nurse and support worker based at each school, across approximately fifty schools in South Auckland.
2. The Committee queried what the approach will be if Mana Kidz see a child for whom their parent has not returned a consent form. The Researchers advised that the child would only receive standard of care at that stage and Mana Kidz will follow up with the parents to see if they have any questions and whether they consent for their child to participate in this research. 
3. The Committee queried whether the app will be downloaded onto personal phones and whether the AI will access any data on the phone. The Researchers advised that phones will be provided, and that the AI will not access any other data.
4. The Committee queried what platform the data storage software uses and whether they have any access to the data. The Researchers advised that the platform is Microsoft Azure, and the software is fully encrypted and only those with authorised access can access the data.
5. The Committee queried whether following up with parents who have not consented and the twenty-dollar koha could put pressure on children to assent. The Researchers advised that they have strong relationships with the families and that any parents or children who do not consent to participate decision will be respected and that they still receive the twenty-dollar koha.

Summary of outstanding ethical issues

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

6. The Committee requested that the approach to recruitment be detailed in the protocol.
7. The Committee requested that a letter to schools is created.
8. The Committee queried what data the Sponsor will receive. The Researchers advised that only images and test results will be provided to the Sponsor in coded form. The Committee noted that because this study will be of commercial benefit for the Sponsor, evidence of Sponsor Insurance and PI indemnity will need to be provided.
9. The Committee suggested the addition of an assent form for younger children, which uses more pictures, including one of a child having a photo taken of their throat.
10. The Committee noted that the peer reviewer is the PI’s line manager, and requested an additional independent peer review possibly by a paediatric infectious disease specialist.
11. The Committee suggested that consideration be given to a koha for the child participants.
12. The Committee requested that the Sponsor consider whether Mana Kidz can have ongoing access to this software on completion of the study, should it prove successful.
13. The Committee noted that a PIS/CF will need to be provided for Mana Kidz staff who will complete the questionnaire. 
14. The Committee requested that the Data Management Plan be updated to remove reference to future unspecified research and include information about Light AI. 

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

15. Please specify in the parents’ information sheet that the children’s photo of their throat will be stored overseas by the Sponsor and detail any anticipated uses.
16. Please clarify that the koha is per child rather than per whānau. 
17. Please use “Mum”, as is standard in New Zealand.
18. Please add further information about Light AI and how it works, including that it is not an open AI.
19. Please change Doctor to nurse, as Mana Kidz is a nurse lead program.
20. Please remove references to future unspecified research.
21. Please rename the main PIS to ‘parental/caregiver information sheet’, as the parents are not participants. Additionally, ensure that ‘your child’ is referred to rather than ‘you’ regarding anything participant related.
22. Please change any reference to ‘patient’ to ‘participant’.
23. In the assent form under “Will anything bad happen” please include "it will not hurt."
24. Please state that data will be stored until ten years after the youngest child participant turns sixteen.
25. Please clarify how the koha will be provided, for example will the parent collect 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.
· 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 Catherine Garvey and Mrs Sophie Woodger.
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	Ethics ref:  
	2026 FULL 25435

	 
	Title: 
	A PHASE II, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, DOSE-FINDING STUDY TO EVALUATE THE EFFICACY AND SAFETY OF PETRELINTIDE CO-ADMINISTERED WITH RO7795068 IN ADULTS WITH OBESITY OR OVERWEIGHT

	 
	Principal Investigator: 
	Dr Claudette Lionnet

	 
	Sponsor: 
	F. Hoffmann-La Roche Ltd

	 
	Clock Start Date: 
	09 April 2026



Drs Claudette Lionnet, Tori Middlemiss, Kshemina Mhaskar, James Zhou, Lucy Zhang and Cheryl Dow were present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues 

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

1. The Committee queried the rationale for having a placebo group. The Researchers advised that this is for a safety comparison. 
2. The Committee queried the justification of excluding anyone who has previously attempted suicide. The Researchers advised this is due this medication acting centrally and the potential for increased suicidal ideation, noting that this exclusion may be relaxed in later phases.
3. The Committee queried whether participants will be provided with a sharps container. The Researchers confirmed that they will be.
4. The Committee queried whether participants would have access to support after the study in terms of healthy eating advice and counselling. The Researchers advised that they will.

Summary of outstanding ethical issues

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

5. The Committee requested the SCOTT approval letter be provided as peer review as both medicines are investigational and are being trialled in combination. 
6. The Committee requested clarification from the Sponsor about the potential reproductive and embryo-fetal risks, noting that the protocol does not outline these risks as described in the Investigators Brochure. Please clarify the safety multiple to human exposure for RO7795068.  Additionally, the Committee queried whether there is any data from animal studies using the combination of these investigational medicines.
7. The Committee requested that the Sponsor please consider licensure in New Zealand should the study prove successful.
8. The Committee requested the Sponsor consider an open label extension given that individuals who come off weight loss medicines typically regain weight and to provide a cross over opportunity for those participants who have been on placebo.
9. The Committee noted that BMI is not an accurate measure of obesity for Māori and Pasifika and suggested that consideration should be given to how this differs for different ethnic groups.  Additionally, the Committee noted that there appear to be some assumptions made about people who are obese being inactive which is not an appropriate assumption and study-related exercise advice should be on a case-by-case basis. Please be mindful that language is not demeaning towards these individuals. 
10. The Committee noted that the marketing material refers to Medsafe approval, please remove. Please consider using imagery which is more representative of New Zealand. 
11. The Committee asked what the INN was and requested that it be used in the PIS.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
12. Please declare the fetal abnormalities that were observed in animal studies for both investigational medicines and whether there have been animal studies of the medicines used in combination.
13. Please clarify any potential effects on fertility and potential teratogenicity, and whether these are reversible. 
14. Please add to the statement about tax implications, that there could also be benefit implications.
15. Please add information about dose escalation.
16. Please provide instructions for what to do if a dose is missed.
17. Please provide further information about the expectations for the exercise component.
18. Please clarify that data which may be shared with organisations would be anonymised data for the purposes of related research into treating obesity. 
19. Please advise participants that the quality-of-life questionnaires could be distressing and detail the safety plan you have in place should a participant require support.
20. Please remove reference to ‘unborn baby’
21. On page 20 please rephrase the statement about the frequency of urine pregnancy tests, currently it reads as though it is every day. 

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 Mr Jonathan Darby and Dr Andrea Forde.
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	Ethics ref:  
	2026 FULL 25264

	 
	Title: 
	A Phase 3, Randomized, Double-blind, Efficacy and Safety Study Comparing Orelabrutinib to Placebo in Patients with Non-active Secondary Progressive Multiple Sclerosis

	 
	Principal Investigator: 
	Dr Benson Chen

	 
	Sponsor: 
	Zenas BioPharma (USA) LLC

	 
	Clock Start Date: 
	09 April 2026



Dr Benson Chen, Stephanie Ciarlone, James Zhou, Lucy Zhang, Dr Zarina Williams, Cheryl Dow and Kshemina Mhaskar were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee queried whether the home visit provider will be used in New Zealand. The Researchers advised that this service is available in New Zealand and will be offered to participants who have difficulty with mobility and therefore find it difficult to attend site visits.
2. The Committee noted that one third of participants will be on placebo and queried how this will be determined for New Zealand participants. The Researchers advised that this will be randomised.
3. The Committee noted that in the submission reference is made to stopping a study for administrative reasons and reminded the Researchers that studies cannot be stopped for commercial reasons in New Zealand. The Researchers advised that what was intended by that statement was that participants may be removed from the study if there is a more effective treatment option available for them.

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 queried whether Mural Link is an optional aspect of the study, noting that they have very broad data collection and sharing policies and no privacy policy specific for New Zealand.  Please ensure instructions for Mural Link use New Zealand appropriate terminology, for example, IRD number instead of TIN.
5. The Committee noted that the healthy volunteer MRI is not described in the Protocol and queried its purpose. The Researchers advised that this is for calibration purposes due to multiple sites participating in this study. The Committee queried what will happen if the MRI identifies any issues. The Researchers advised that the volunteer would be informed as well as their doctor. The Committee request formal clarification of the purpose of this, information about recruitment, management of incidental findings and suggest consideration is given to providing these volunteers with some form of koha.
6. The Committee noted that if payment will be via international bank transfer that participants should not be responsible for any fees.
7. The Committee noted that liver function tests will be carried out and queried whether the liver ultrasound is still required.
8. The Committee noted that all participant documentation needs to be specific about what will happen at the New Zealand sites, for example, New Zealand will only do the ‘sparse’ pharmacokinetic testing.
9. The Committee queried whether the open label extension will be opened to those participants on the investigational product if they are receiving therapeutic benefit. 
10. The Committee requested that the Sponsor please consider licensure in New Zealand should the investigational product prove effective.
11. The Committee noted some inconsistencies regarding the length of time data will be stored, please align.
12. The Committee requested that in the letter to participants a statement is added, noting that HDEC have given ethical approval for the study.

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

13. Please provide details of the physical examination and state whether participants can bring a support person for this.
14. Please highlight the pregnancy and contraception requirements early on, as this is a five-year study, this could influence people’s decision to participate.
15. Please add the amount that participants will be paid.
16. Please clarify whether Mural Link is optional and disclose their data collection and sharing policies. Please state that payment via PayPal is not available in New Zealand.
17. Please provide some information about exclusion criteria. 
18. Please use ‘medicine’ rather than ‘drug’.
19. Please expand the risk section for the healthy volunteers PIS.
20. Please advise participants of the use of the Columbia Suicide Scale and that this may cause distress. Include details of your safety plan, should participants require support.
21. Please clarify that if a participant is eligible for the open label extension that this means they have been receiving the placebo.
22. Whilst useful to participants, please consider making the more detailed part of the risk section an appendix as there is a lot of information. Additionally, please consider using bullet points rather than the current table.
23. Please frame participants informing about a pregnancy as a request.
24. Please make it clear that future unspecified research is optional and add a yes, no tick box to the consent form.
25. Please clarify how long samples will be stored for.
26. In the MRI PIS please include information about contrast.
27. Please specify the live vaccines that participants cannot have whilst in this study.
28. Please explain that not all test results will be shared due to their exploratory nature.
29. Please clarify that male and female condoms should not be used at the same time.
30. Please specify the number of visits rather than stating ‘many visits’.

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 Anne Phillips and Mrs Sophie Woodger.


































General business

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

	Meeting date:
	19 May 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. Other business
· The Committee noted a trend with applications incorrectly stating the data retention requirements for studies involving children.
· The Committee discussed whether having a guide rather than templates might lead to improved submissions.
· The Committee requested peer review be raised at the Chairs meeting. 

The meeting closed at 3:50pm.
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