	
	                  Minutes





	Committee:
	Northern Health and Disability Ethics Committee

	Meeting date:
	17 February 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 24926
	AMPLIFY Study
	Prof Martin de Bock
	Ms Catherine Garvey / Dr Katrina Gibson

	11:15am-11:45am
	2026 FULL 24751
	Auditory processing skills after grommet insertion
	Dr Michelle Pokorny
	Mr Jonathan Darby / Dr Kate Parker

	11:45am-12:15pm
	2026 FULL 24836
	CLN0005 - ColoSeal ICD System Pivotal Study
	Dr Jesse Fischer
	Dr Catriona McBean / Dr Andrea Forde

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

	1:15pm-1:45pm
	2026 FULL 24797
	Intranasal Steroid Delivery in Children with Glue ear: A Preference and Compliance Study
	Dr Harry Cheng-Hao Wu
	Dr Catriona McBean / Dr Katrina Gibson

	1:45pm-2:15pm
	2026 EXP 24658
	Femfit-Assisted Continence Training in Women with Respiratory Disease
	Dr Kelly Burrowes
	Ms Catherine Garvey / Dr Malisa Mulholland

	2:15pm-2:45pm
	2026 FULL 24522
	Open-Label Extension of EDG-5506 in Participants with Becker Muscular Dystrophy
	Dr. Richard Roxburgh
	Mr Jonathan Darby / Dr Andrea Forde

	2:45pm-3:00pm
	
	Break (15 mins)
	
	

	3:00pm-3:30pm
	2026 FULL 24678
	First-in-Human Evaluation of a Novel Cervical Drug Delivery Device
	Dr. Adel Mekhail
	Ms Catherine Garvey / Dr Kate Parker

	3:30pm-4:00pm
	2026 EXP 24075
	Using AI‑Enhanced Digital Pathology to Predict Response to Neoadjuvant Therapy for Rectal Cancer
	Professor Tim Eglinton
	Dr Catriona McBean / Dr Malisa Mulholland


 


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	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
	Apology

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




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Mrs Sophie Woodger and Dr Filma Anne Phillips.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 20 January 2026 were confirmed.








New applications 


	1  
	Ethics ref:  
	2026 FULL 24926

	 
	Title: 
	A Multi-Arm Pilot Study of the Omnipod M System in Adults with Type 2 Diabetes – Safety and Feasibility of a Novel Combination: AMPLIFY

	 
	Principal Investigator: 
	Professor Martin de Bock

	 
	Sponsor: 
	Insulet Corporation

	 
	Clock Start Date: 
	05 February 2026



Professor Martin de Bock, Renee Meier, Sue Herd Danielle Jango, Krista Kleve, Mercedes Burnside, Harriet Price and Robert Rapoza 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 queried whether participants who are currently enrolled in the Evolution 2 trial will join this study. The Researchers advised that they expect all those participants to join this study, in addition to some new participants.
2. The Committee queried the use of a hotel rather than a clinical trials site, in terms of staffing and access to equipment. The Researchers explained that they have used the hotel previously and have well established processes, including high staff to participant ratios and a kit of equipment tailored to any likely issues.
3. The Committee queried whether the insulin pods come preloaded. The Researchers advised that they load them, and the participants will load them, and this is something they are used to doing.
4. The Committee queried whether it is possible any participants will not have used CGM before. The Researchers advised that this is possible and any of these participants will be well supported with training to make this change.
5. The Committee queried whether the Researchers anticipated having youth participants, in terms of managing the hotel setting and consent/PISCF. The Researchers advised that they do not anticipate youth participants and none in the hotel phase. 
6. The Committee queried the justification for exclusion of pregnant people and the requirement for immediate reporting of any pregnancy. The Researchers advised that given this is a feasibility study they are set up for the long-term monitoring that would be required for pregnant participants.
7. The Committee queried whether there is any way for participants to receive ongoing access to the U200 insulin after the study concludes. The Researchers noted that whilst this is not currently possible, they continue to advocate for their participants and envisage future studies.

Summary of outstanding ethical issues

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

8. The Committee requested that participants be provided with a participant ID card that includes contact information for the study team, which participants can give to other health care providers if needed for safety reasons, noting that the pump is labelled as 100U rather than 200U.
9. The Committee requested the Data Management Plan is updated to specify the timeframe that data will be stored for, rather than indefinitely. 
10. Please review section 6.1 of the Data Management Plan for typos.
11. The Committee noted that the hotel bathrooms are not suitable for people with disabilities who use wheelchairs or walking frames, so this will need to be taken into consideration when recruiting participants for the hotel phase of this study.

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

12. Please include additional information about the key card to access a participant’s hotel room and the process for managing this.
13. Please review and amend as appropriate the compensation wording and reference to the Medicines NZ guidelines to reflect the two aspects of this study, with both a medicine and a device.
14. Please remove reference to an unborn child.
15. Please include some images of the device.
16. Please clarify what is meant by “announce meals”.
17. Please include some information about the findings from the Evolution 2 study to date.
18. Please amend wording to indicate that HDEC approve the ethical aspects of the study.

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).






	2  
	Ethics ref:  
	2026 FULL 24751

	 
	Title: 
	Effectiveness of auditory training after grommet insertion in improving auditory processing skills: a prospective randomised trial

	 
	Principal Investigator: 
	Dr Michelle Pokorny

	 
	Sponsor: 
	Te Whatu Ora Counties Manukau

	 
	Clock Start Date: 
	05 February 2026



Dr Michelle Pokorny and Angela Alexander were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted that the Research assistant will be alone with the child and queried whether they have experience working with children and vetting as appropriate. The Researchers advised that a research assistant will be recruited and that they will be looking for someone with this experience, additionally a student will be involved, and they will be provided with training by the research team.
2. The Committee queried whether there was any risk of stigmatisation for the children. The Researchers advised that they had considered this and discussed with the co-investigators from the education sector, who did not believe this would be an issue.
3. The Committee noted that if a child is diagnosed with an auditory processing disorder that they are asked not to seek treatment outside of the study until after the study and queried whether participants would be informed of their diagnosis and whether a delay in referral could impact treatment. The Researchers advised that all participants will be informed of any diagnosis, noting that if a parent wanted to seek treatment for their child straight away, they are able to withdraw from the study.
4. The Committee sought clarity around whether recruitment would target Māori and Pasifika participants. The Researchers advised that whilst they would not be specifically recruiting by ethnicity, they would ensure that participation is representative of the demographics they see in clinic.
5. The Committee note the exclusion of children with neurodevelopmental diagnoses and recognise that this is due to this being a pilot study but recommend that this exclusion is removed if any larger study results, to ensure equity of access for people with disabilities. 
6. The Committee queried how screening for inclusion criteria will be carried out. The Researchers advised that they have access to the patients records as their clinician. The Committee noted that as a Researcher they will need to apply for a waiver of consent to review records for the purpose of screening. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.28-12.30).


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 that the protocol be amended to include sufficient information about the auditory training program to describe how it has been used previously, how it is being adapted for the New Zealand pilot, and the modules/sessions that are undertaken. This should include reference to how a participant may access and use the programme at home without input from the study team. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8). Please upload the program for the Committee to view.
8. The Committee noted that there needs to be a letter developed to send to schools introducing the study, and a consent form for the Principal or Board. Additionally, teachers will need their own PIS/CF that explains what their involvement in the study will include. The process for selecting schools needs to be detailed in the protocol.
9. The Committee noted that there is reference to questionnaires, and these will need to be submitted for review.
10. The Committee noted that if parents will be completing questionnaires, then they will also be participating in the study, so their PIS/CF will need to be amended to explain that they are consenting for themselves and their child. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
11. The Committee requested that a safety plan is developed to protect the safety of the Research Assistant and the child. This should outline potential risk scenarios and what steps to take in these situations. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.62).  
12. The Committee recommended that parents be reimbursed for travel costs and a small koha be given to the children. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20-11.22).
13. The Committee recommended adding information to the advertising to indicate the number of visits and what is involved. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).

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

14. Please include information about the auditory training program, what is involved, how it works and [what research has been done to date] its investigational nature in this study.
15. Please outline what information the questionnaires will be gathering.
16. Please amend the benefit statement about access. Access to the auditory training program may bring a benefit, but as this is a pilot study this is not known. 
17. Please review the parent/caregivers PIS/CF to ensure that it refers to “your child” rather than “you” in the appropriate places.
18. Please add a line on the consent form with tick boxes to confirm whether the participant consents to having their GP notified of their participation in this study.
19. Please make the assent form more accessible for children by reviewing the language, using larger font and including pictures.
20. Please provide information about what data will be sent overseas, in what form and where to and that this data may be used for commercial purposes. There also needs to be a statement regarding data going overseas on the consent form.
21. Please rename the “home listening group” to reflect that the use of the programme for the control group occurs outside of the study (ie no researcher input and no data gathered).
22. Please ensure it is clarified which clinic visits and assessments are part of standard practice or are specifically for this study, as well as any additional assessments at school. 
23. Please clarify whether any referrals at the end of the study would be to public or private services.
24. Please state that HDEC have approved the ethical aspects of the study.
25. Please ensure that descriptions of what will happen reflect both the intervention and control groups.

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 24836

	 
	Title: 
	ColoSeal™ Intraluminal Colonic Diversion (ICD) System Anastomotic Protection Pivotal Study (CLN0005)

	 
	Principal Investigator: 
	Dr Jesse Fischer

	 
	Sponsor: 
	Averto Medical, Inc.

	 
	Clock Start Date: 
	05 February 2026



Jono Termaat, Julie Jones, Grace Carlson and Matt Hammond were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee requested that the sponsor please consider licensure in New Zealand (NZ) should the trial prove successful.

Summary of outstanding ethical issues

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

2. The Committee requested the FDA approval letter be provided.
3. The Committee queried what training will be provided to clinicians using the device. The Researchers advised that a demo device will be provided for training using a bench model until proficient and all cases in New Zealand will be proctored by an experienced user. The wider colorectal team and ward staff will receive an induction about the study. The Committee requested that the process for training be documented.
4. The Committee queried whether any participants might be sent home with the device in situ. The Researcher advised that the standard length of time in hospital post-surgery in New Zealand aligns with when the device would be removed. The Protocol requires participants in US sites to remain in hospital while the device is in situ and it is likely that NZ will follow this process; the Sponsor indicated a protocol amendment is pending.
5. The Committee noted that the usability questionnaire needs to be submitted for review.
6. Please review the “brief introduction” document for typos, for example the first sentence under “who can join the study”.

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

7. Please provide imagery to illustrate for participants what the device will look like in place.
8. Please provide some information about the procedures that have occurred to date, from the point of view of the participant experience and any impacts on their mobility.
9. Please clarify the reason for excluding pregnancy and requiring contraceptive use is for treatment that would occur as part of standard of care, such as radiation and chemotherapy, rather than risks from the device.
10. Please amend the statement what constitutes highly effective contraception.
11. Please amend the statement on page 5 about living within 120km of the hospital to include the option of staying with family or friends.
12. Please clarify who would pay for hotel accommodation if required. 
13. Please put a time frame on the storage of data, rather than indefinitely. 

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 Dr Andrea Forde.


























	4  
	Ethics ref:  
	2026 FULL 24797

	 
	Title: 
	Optimising intranasal corticosteroid delivery for Tamariki with OME: A crossover trial comparing fluticasone metered-dose inhaler (MDI) versus aqueous fluticasone nasal spray.

	 
	Principal Investigator: 
	Dr Harry Wu

	 
	Sponsor: 
	Te Whatu Ora Te Toka Tumai Auckland

	 
	Clock Start Date: 
	05 February 2026



Dr Harry Wu was present via videoconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
Dr Malisa Mulholland declared a potential conflict of interest and the Committee decided to exclude her from the discussion and decision for this application.

Summary of resolved ethical issues 

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

1. The Committee queried the rationale for investigating usability rather than efficacy. The Researcher advised that they first need to determine whether children can adhere to use of the device, as if they cannot then efficacy will certainly not be achievable. 

Summary of outstanding ethical issues

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

2. The Committee requested that the protocol be updated to include information about the previous trial in adults and for an explanation and justification of how this will translate to a paediatric population. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8)
3. The Committee requested an independent peer review from an appropriate paediatric clinician. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.28)
4. The Committee noted some discrepancies about the number of participants that will be recruited for the study, please ensure that the correct number is consistent across documentation. 
5. The Committee queried whether analysis would be stratified by age group. The Researcher advised that this is the intent provided recruitment allowed for this. This should be documented as part of the analysis plan in the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1b):
6. The Committee noted that the questionnaire will need to be provided for review.
7. The Committee queried whether aim 3 from the protocol is relevant for this study. Either remove or ensure it is communicated in the participant information sheets.
8. The Committee noted that the cross-over design should be described in detail in the protocol, including how this will be managed with participants. This includes provision of the two study devices to participants at the commencement of the study.
9. The Committee noted that the process for recruitment and Māori cultural considerations should be detailed in the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.3)
10. The Committee noted that clear, consistent information about what data will be collected and how this will be used, including any future use, needs to be included in the protocol, Data Management Plan and PISs. Noting that study data must be retained for ten years after the child participants turn 16. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a)
11. The Committee noted there are references to adult kidney disease throughout the documentation which need to be removed as this is not relevant to this study.
12. The Committee requested that evidence of the University of Auckland’s insurance and the PIs indemnity be provided. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1, 17.3, 17.5)

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

13. Please make the assent form more child friendly, ensuring it is consistent with the protocol and the parent’s PIS. Additionally, please consider having an age-appropriate information sheet for younger children.
14. Please state what the koha will be and consider providing something specifically for the child.
15. Please amend the language to clarify that parents are consenting on behalf of their child.
16. Please state in the parents PIS that they are providing consent on behalf of their child but that the child can chose to assent or not.
17. Please review for lay language, ensuring that a parent will be able obtain the necessary information to explain the study to their child.
18. Please include images of the two devices. Please do not use a branded inhaler image unless this is the medication the participants will be using.
19. Please clarify what is standard of care and what is specific to this study.
20. Please remove reference to filter papers.
21. Please provide more information about the 3D printing, such as what materials will be used and what testing has been done on this component to date.
22. Please provide information about who has developed and manufactured the novel device.
23. Please include care instructions for the device.
24. Please advise participants that this is for a Masters project.
25. Please remove the question about ethnicity, as the PIS/CF cannot be used for data collection.
26. Please advise participants that they will not be eligible for ACC due this being a novel device trial and include information about the insurance cover that is in place.
27. Please provide clear instructions to participants regarding use of only one device in each part of the study to minimise the risk of double dosing.
28. Please remove yes/no tick boxes from the consent form unless it is truly optional.
29. Please ensure the current contact information for HDEC is provided. See our template. Participant Information Sheet templates | Health and Disability Ethics Committees

Decision 

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



















































	5  
	Ethics ref:  
	2026 EXP 24658

	 
	Title: 
	Femfit-Enabled Pelvic Floor Training to Improve Urinary Continence in Women With Chronic Respiratory Disease: A Feasibility Study in Aotearoa

	 
	Principal Investigator: 
	Dr Kelly Burrowes

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	05 February 2026



Dr Kelly Burrowes, Jenny Kruger and David Budgett 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.

Dr Kate Parker declared a potential conflict of interest and the Committee decided to exclude her from the discussion and decision for this application.

Summary of resolved ethical issues 

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

1. The Committee sought clarification that the device is currently in use and commercially available. The Researchers confirmed that this is correct in NZ and internationally.
2. The Committee queried whether participants will be able to keep the device at the end of the study. The Researchers advised that the intervention group will get to keep the device.

Summary of outstanding ethical issues

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

3. The Committee noted that the device provider stands to gain commercially from this trial and therefore it would be considered commercially sponsored and participants would not be eligible for ACC, so evidence of insurance will need to be provided. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1)
4. The Committee requested some screenshots of the [participant diary] outputs from the device that are seen by participants and what is seen by the company, to aid in understanding what happens to the data generated by the device.
5. The Committee requested that the protocol and Data Management Plan be updated to include detailed information about the data, including the data generated by the device. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8)
6. The Committee noted discrepancies between documents regarding future use of data, whether data would be going overseas, where data will be stored, what happens to the data if a patient withdraws and the duration of the study. Please ensure these points are aligned across documentation and are clearly articulated to participants. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a)
7. The Committee requested that consideration is given to how the consenting process will occur and whether there is sufficient time and space allowed for this for individual participants, separate to the respiratory group sessions. This should be documented in the protocol.
8. The Committee requested a peer review from a urogynaecologist. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26 and 9.28)
9. Please remove the statement from the advertisement that HDEC have approved for 3 years. HDEC approval does not come with a specific time frame. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12)

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

10. Please include information about the data the device generates and who will have access to this data, including future research and relevant privacy policy information.
11. Please clarify what is standard of care and which aspects are study specific.
12. Please remove the one-month timeframe for withdrawal, as participants may withdraw at any time.
13. Please include advice that the participants will not be eligible for ACC and what insurance is in place. Please see our template for wording. Participant Information Sheet templates | Health and Disability Ethics Committees
14. Please include a picture of the device and a diagram of where it will be placed.
15. Please include more information about what the device does, and an indication of time required daily for use and cleaning.
16. Please state that quality of life questions will be asked and what the process is for reviewing and any follow-up that would occur in response to answers provided.
17. Please ensure that any future unspecified research is explained and is optional, with a corresponding item in the consent form. If this relates solely to the device use and data collected by the company, then this should be stated.
18. Please include risks and possible adverse events that could be associated with the device.
19. Please add to the exclusion criteria any individuals who are unable to physically insert the device or activate their pelvic floor muscles. 
20. Please address issues of stigmatisation and tapu.
21. Please remove yes/no tick boxes from the consent form unless truly optional.

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 24522

	 
	Title: 
	An Open-Label Extension Study to Assess the Long-term Effect of EDG-5506 on Safety, Biomarkers, and Functional Measures in Adults and Adolescents with Becker Muscular Dystrophy

	 
	Principal Investigator: 
	Dr Richard Roxburgh

	 
	Sponsor: 
	Edgewise Therapeutics

	 
	Clock Start Date: 
	05 February 2026



Cheryl Dow, Dr Irene Meng and Michelle Recana 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 any of the participants will be adolescents. The Researchers advised that they will not.
2. The Committee encouraged the sponsor to please consider licensure in New Zealand and/or ongoing compassionate access on completion of this study.
3. The Committee made a reminder that clinical trials cannot be stopped in New Zealand for purely commercial reasons.
4. The Committee referred to the thank you cards and confirmed that they were for participants at the end of the study.  

Summary of outstanding ethical issues

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

5. The Committee requested giving consideration to whether it would be appropriate to provide participants with mobile data to upload information from the device.
6. Please review the Data Management Plan for any errors that have been carried over from the template.
7. The Committee requested that consideration be given to making pro-rated payments rather than participants having to wait until the end of the study.

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

8. Please include information about the privacy policy for the wearable activity monitor.
9. On page 2 please refer to Medsafe.
10. Please ensure that any information about tax implications is accurate and that participants are advised regarding the need to seek advice about any effect payments could have on any benefits they may receive. Please make this statement bold so that it stands out.
11. Please amend the statement about participants calling 111 if they are experiencing suicidal ideation. A process for referring to mental health support needs to be in place.
12. Please clarify the timeframe to which the statement about being excluded if you intend to father a child applies.
13. On page 6 please replace “race” with “ethnicity”.
14. Please make the table on page 6 clearer by swapping the axes and placing an x where the visits will occur.
15. On page 7 please state how much blood is drawn.
16. Please use gender neutral language throughout.
17. Please provide information about the videos, including the purpose for which the videos are required, who will have access and what will be done to protect a participant’s privacy (such as obscuring features) and any future uses.
18. On page 17 please amend the statement about complying with US law, to include New Zealand law.
19. Please ensure that the number of visits is correct as in the submission it variously states 8 or 9.
20. Please amend the statement on page 10 about the risks involved with the use of the apps and ensure that participants can access relevant information about collection and use of their data prior to providing informed consent.
21. On page 9 please remove reference to blinded studies as this is not relevant.
22. Please update the IRD mileage rate to the currently published rate.
23. Please remove the requirement to provide receipts for reimbursement. 
24. Please clarify that the limit on companion costs relates only to food.
25. Please move the disclaimer about the courier to the body of the PIS, rather than on the consent form and consider whether this can be made more concise. 
26. Please consider whether the statement about operating hazardous machinery would be relevant to this study population.
27. Please remove tick boxes from the consent form except for truly optional items.

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 and Dr Andrea Forde.


	7  
	Ethics ref:  
	2026 FULL 24678

	 
	Title: 
	An in vivo Study to Assess Safety, Tolerability, and Suitability of a New Uterine Cervical Drug Delivery Device in Healthy Volunteers

	 
	Principal Investigator: 
	Dr Adel Mekhail

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	05 February 2026



Dr Adel Mekhail and Associate Professor Jaydee Cabral 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.

The application for a closed meeting was declined noting that no members of the public are in attendance today and none of the discussion would divulge any information that is not already in the public domain.

Summary of resolved ethical issues 

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

1. The Committee acknowledged that this is a resubmission of a previous decline and thanked the Researchers for responding to the previous queries.
2. The Committee queried how much force would be required to remove the device if it does not naturally dislodge. The Researcher advised that the pins holding it in place are made from an FDA approved bioplastic that naturally degrades, and they anticipate that little force will be required to remove the device. 
3. The Researcher confirmed a participant may have local anaesthetic for the removal of the investigational device when it is removed because of symptoms, or otherwise because the patient requests this.

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 a new peer review was requested but this has not been provided. Please provide a new (updated) peer review.
5. The Committee requested that a copy of the PIs indemnity be provided.
6. The Committee queried whether having had a cervical smear test should be an inclusion criterion given this is being used as a comparator for any discomfort involved in inserting and removing the device, and the inclusion criteria is from 18 years of age. The Researcher clarified that they will likely recruit participants over 25 and those who have had a smear test. The Committee requested that inclusion criteria is updated to reflect these points in the protocol and PIS and advertising if this amendment is made.
7. The Committee noted that the protocol and PIS should comment on whether the device can remain in situ during menstruation.  
8. Please remove references to use of a drug on the investigational device from the advertising, as this is a device trial.

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

9. Please include advice for what to do if the device breaks or dislodges and any anticipated risks if this occurs.
10. Please advise that should a participant want the device removed early that this can be done, and additionally if they request a local anaesthetic for this removal, it will be provided.
11. Please provide more detail about what information will need to be provided in the diary.
12. Please state that participants may request a female physician to insert and/or remove the device.
13. Please include a schematic to illustrate where the device will sit in the body.
14. Please include dimensions in the image of the device, such as an image with a ruler.
15. Please state that participants will not be eligible for ACC if they are injured in the study.
16. Please do not refer to “important research”, just “research”.  
17. Please revise the wording about the device preventing cervical cancer.
18. Please revise the phrase “you will be helping”. 
19. Please add to the statement that the device is not licenced by Medsafe, to say “or any other regulator”.

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 Dr Kate Parker.
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	Ethics ref:  
	2026 EXP 24075

	 
	Title: 
	Using AI‑Enhanced Digital Pathology to Predict Response to Neoadjuvant Therapy for Rectal Cancer

	 
	Principal Investigator: 
	Professor Tim Eglinton

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	05 February 2026



Professor Tim Eglinton and Dr William Allen 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 information fed into the AI would be accessible to third parties. The Researchers advised that the slide images and data would be stored securely on internal servers and that the AI is a closed loop with no external access.
2. The Committee queried whether there would be any external validation of the AI model. The Researchers advised that for this project it would only be internally validated.
3. The Committee sought confirmation that a pathologist would be reviewing all the slides. The Researchers advised that they have a specialist who will do a quality check on all the slides to ensure that they are suitable for the study.
4. The Committee queried whether ethnicity would have any effect on results and if this is being investigated. The Researchers advised that they believe it would, and they hope to have sufficient numbers to include analysis by ethnicity.

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 queried whether an application had been submitted to NAIAEAG. The Researchers advised that this has now been done. The Committee requested the outcome of this review be provided.
6. The Committee requested that the protocol be updated to articulate that this is a research project for a master’s thesis. Additionally, please describe any future uses that could result if this project is successful. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8)
7. The Committee noted some discrepancies about whether this is a multiple centre study. The Researcher advised that it is a single centre study based in Christchurch and is requested to ensure this is reflected in study documentation. 
8. The Committee queried whether any consumer consultation has been undertaken to understand views about using health data in this manner. The Researchers advised that this has not been undertaken. The Committee note that as this is an emerging area, undertaking consumer consultation is important to provide consumer perspectives in the justification for a waiver of consent. The Committee suggested that consultation with relevant groups such as cancer organisations, patients and their whānau, is desirable. Evidence of consultation should be provided and any resulting amendment to the protocol should be identified. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.29c, 12.30) 
9. The Committee requested a CV for the master’s student. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.23, 9.24a)
10. The Committee note that Māori consultation is generally done as part of locality review but suggest in this case it might be of value to consult earlier in the process and document this in the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.11, 3.11a)
11. The Committee queried whether it is possible that any incidental findings of clinical significance could occur during the pathologist’s review of the slides. The Researchers felt that this would be unlikely but will document a process for addressing this, in the protocol as a precaution. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.30a)
12. The Committee noted that the Data Management Plan needs to be updated including specific data governance policies that will be followed; in section 5 please specify data sources and where the dataset will be stored and please remove the sentence "or for additional purposes that the participant has explicitly consented to" as a waiver is sought. In section 7.2 remove any reference here and in other sections to an imaging vendor. Section 8 contains internal cross references to non-existent sections. In section 8.2 please remove "pharmacovigilance purposes". Section 8.3 please clarify future use intention. Section 10 please state who will be consulted. Section 11 remove reference to a lay summary in the absence of consenting participants but if relevant retain the reference to incidental findings and an appropriate plan. Section 12 withdrawal of data is not applicable. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a)
13. The Committee queried whether there have been changes to treatment modalities over the ten-year period that data will be collected for. The Researchers acknowledged that there have been. The Committee recommends that this is commented on in the protocol and any impact this could have on the model.

Decision 

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


General business

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

	Meeting date:
	[##MeetingNextMeetingInfoDateTimeOnly##]

	Zoom details:
	To be determined



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

The meeting closed at 4:10pm.
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