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	                  Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	20 January 2026

	Zoom details:
	812 7953 3520





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00 - 10:30am
	
	Committee Welcome
	
	

	10:30am-11:00am
	2025 AM 0952
	The SHIVERS Study
	Prof Sue Huang
	Catherine / Nicola

	11:00 - 11:30am
	2025 EXP 24532
	Suprapatellar versus semi-extended lateral tibial antegrade nailing for tibial shaft fracture (SuPASTAN): a single blinded pilot randomised controlled trial comparing postoperative recovery  
	Dr Wayne Hoskins
	Cordelia / Andrea

	11:30am - 12:00pm
	2025 EXP 24286
	Characterization of Mid-term Post Market Clinical Follow Up of GORE® TAG® Thoracic Branch Endoprosthesis Facilitated Aortic Arch and Descending Aorta Intervention
	Dr Manar Khashram
	Jonathan / Sharon

	12:00 - 12:30pm
	2025 FULL 23380
	CREAATE PHA022121-C308
	Dr Anthony Jordan 
	Anne / Nicola

	12:30 - 1:00pm
	
	Break (30 mins)
	
	

	1:00 - 1:30pm
	2025 EXP 24335
	AI-Using Artificial Intelligence to improve detection and treatment decisions for eye infections
	Dr Selassie Tagoh
	Jonathan / Andrea

	1:30 - 2:00pm
	2025 FULL 23476
	Gentamicin-Saline Wash During Kidney Stone Surgery: Is It Safe and Does It Reduce Infection Risk?
	Mr Flavio Ordones
	Sophie / Kate

	2:00 - 2:30
	2025 FULL 24399
	CSL624_2001 FERROCLEAR - A study to evaluate the effectiveness and safety of vamifeport in adults with a hereditary condition of too much iron in the body
	Dr Ian Rosen
	Catherine / Sharon

	2:30 - 3:00pm
	2025 FULL 24383
	Flowpresso and Lymphoedema Treatment 
	Dr Masoumeh Hesam 
	Cordelia / Kate



	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
	Apology 

	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
	Apology

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

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

	Dr Jennie Harre Hindmarsh
	Lay
	15/09/2025 
	14/09/2029 
	Apology

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

	Ascc. Prof Nicola Swain
	Non-lay Intervention/Observational studies)
	22/12/2021
	08/06/2030
	Present

	Dr Cordelia Thomas 
	Lay (the Law) 
	15/09/2025 
	14/09/2029 
	Present 

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



Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that apologies had been received from Dr Anne Phillips, Dr Katrina Gibson, Dr Catriona McBean, Dr Malisa Mulholland, and Dr Jennie Harre Hindmarsh 

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Cordelia Thomas, Dr Sharon Kletchko and Dr Nicola Swain confirmed their eligibility and were co-opted by the Chair as members of the Committee for the duration of the meeting.


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 18 November 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 AM 0952

	 
	Title: 
	Southern Hemisphere Influenza and Vaccine Effectiveness Research and Surveillance (SHIVERS)

	 
	Principal Investigator: 
	Professor Sue Huang

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	8 January 2026



Professor Sue Huang, Dr Tom Hills, Kate Ormerod, and Dr Colin McArthur were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Dr Andrea Forde declared a potential conflict of interest. Dr Forde remained present but did not participate in the discussion and decision.

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 the attendance of Dr Hill and Dr McArthur and their contribution to the discussion of this sub-study led by Prof Huang. The Committee confirmed with the researchers that both the SHIVERS IV and the REMAP-CAP protocols require amendment to reflect the sub-study aims and procedures.
2. The Researchers clarified that ICU patients outside of REMAP-CAPwill not be approached. This is considered an additional sub-study for those who are already participants in REMAP-CAP. As is the case with the REMAP-CAP enrolment participants will either be enrolled in the sub-study prospectively, or through a best interest’s approach and with consent for ongoing participation for those who regain capacity. The REMAP-CAP researchers expressed that the findings are intended to be of value within the REMAP study and are not solely collected for analysis under the SHIVERS VI protocol.
3. The Researchers explained that samples collected are processed separately, however, they will be taken from laryngeal or bronchial aspirate that would otherwise be discarded as part of standard treatment i.e suction of respiratory secretions s in ICU, or as a small additional volume for blood tests already taking place. No new invasive procedures or venipunctures are introduced solely for research purposes. The Researchers consider that this imposes minimal burden on participants and would not be a burden to them or their families.
4. The Researchers clarified that consent for SHIVERSs participants gained prior to the use of SHIVERS for public health surveillance indicated consent for future use of data and will be utilised in SHIVERS VI on the basis of that consent. They also reiterated that no new samples are being taken from SHIVERS participants for this study, only comparison of data with the proposed new hospital cohort.

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 including only those in the hospital cohort with severe influenza who can give informed consent could be included within this sub-study. The Researchers outlined that, if they were to only include those who could give informed consent in the study, they would not be able to collect data from people who died, the group that would potentially benefit the most from any findings on potential therapies. The Committee requested that the research team submit protocol amendments for both the Shivers study and the REMAP-CAP trial to formally document how the sub-study falls within REMAP-CAP and within the best interest’s enrolment for non-consenting participants, and the importance of collecting data on immune response in participants with severe cases.
6. The Committee requested that the language in the SHIVERS application and Protocol accurately reflects that there is the potential for enrolment of hospital participants from the REMAP-CAP study on the basis set out in that study but removes reference to proxy consent or similar.
7. The Committee requested amendment to the Data Management Plan reflecting the limited data collected from participants in the REMAP-CAP study, specifically excluding the extensive data linkage that is consented for SHIVERS participants.  
8. The Committee requested that public health surveillance aspect of data collection be clearly explained.

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

9. Please update the participant information sheets and consent forms to reflect the means of enrolment of the hospital participants in the sub-study.
10. Please ensure that it is clear, for those enrolled under best interests, that discussion with family or whānau is not consent on their behalf.
11. Please ensure the PIS is clear in indicating any additional tests being done on routinely collected samples, including any retention of samples for analysis pending consent.

Decision


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

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Nicola Swain.






	2  
	Ethics ref:  
	2025 EXP 24532

	 
	Title: 
	Suprapatellar versus semi-extended lateral tibial antegrade nailing for tibial shaft fracture (SuPASTAN): a single blinded pilot randomised controlled trial comparing postoperative recovery

	 
	Principal Investigator: 
	Dr Wayne Hoskins

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	8 January 2026



Dr Wayne Hoskins was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researcher clarified that this project is looking at comparison of a technique with the same positioning as the suprapatellar technique with a different entry point, as opposed to a comparison between suprapatellar and infrapatellar techniques.
1. The Committee clarified that the Researcher was seeking a waiver for accessing of medical records as part of research screening. 
1. The Researcher confirmed that given the demographic structure of the area served by Whangarei hospital, and the nature of the injuries needing treatment, it is likely that the  group enrolled in the study will have an over representation of  Māori males and  as such the Committee indicated a preference for the provision of preliminary discussions with Māori groups to have taken place in the early stages of development of this study to provide input into study design. The Committee acknowledges that further consultation will take place as part of locality approval requirements. 
1. The Researcher confirmed the pain scale is validated and widely used internationally.
1. The Researcher confirmed that the nail used in the study is in stock and that the Manufacturer, Stryker, as aware of the study but has no involvement in the study.

Summary of outstanding ethical issues

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

1. The Committee requested that the inclusion criteria be revised to clearly state that the participants must be walking independently and weight bearing beforehand so people with mobility restrictions are excluded for that reason. Please ensure this information is also provided in the PIS/CF.
1. The Committee requested further information around the wearable watch provided to participants as part of the study. This should outline how data is accessed and uploaded, how privacy is protected, and what is required of participants. This information should be provided in both the protocol and the PIS/CF. Some instructions to participants regarding how long they are asked to wear the watch and when it should be removed should be included.
1. The Committee requested confirmation in the protocol that GPs will be notified of participant involvement in the study, as there is a difference between clinical care and research, and that GPs will be notified of any abnormal findings. This information should also be given to participants in the PIS/CF.
1. The Committee requested confirmation in the protocol of how study related questionnaires will be administered and by whom. 
1. The Committee requested the peer review be revised and resubmitted with more detail and justification behind the study design, patient numbers, and methods for this study.
1. The Committee requested that the protocol clarify that the single blinding applies to those involved in collecting outcome measures and acknowledge that participants may identify their surgical approach and so not be blinded. 
1. The Committee requested clarification in the protocol on the nail to be used in the study, that it is an off the shelf product and that the manufacturer is not involved in the study. This information should also be provided in the PIS/CF.
1. The Committee requested more detailed clarification of the term ‘neurocognitive conditions’ in the exclusion criteria and recommended more specifically providing what conditions would be excluded and the reasoning why. 
1. The Committee requested a clear justification for the exclusion of persons with opiate dependency or abuse.
1. The Committee requested further detail on the data governance be provided in the data and tissue management plan. 
1. The Committee requested that the protocol include, as clarified by the Researcher in the meeting, that there is daily review of participants post-surgery and was confident that soc practices would identify any adverse events. The Researcher further suggested that with 1-2 cases a month they considered formal monthly review to be adequate.

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

Please revise the PIS to consistently refer to the participant throughout.
Please review for lay language throughout the PIS/CF.
Please ensure there is a clear option for participants to indicate whether they would like to receive study results in the CF.
Please provide information in the PIS describing the when, where, and how questionnaires will be completed and that the questions cover extent of pain participants experience.
Please make sure that the PIS/CF clearly explains all possible surgical techniques that may be used on participants. Including a diagram could help improve understanding.
Please state that participants are able to keep the watches provided to them as part of the study.

Decision

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

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a). 

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Cordelia Thomas and Dr Andrea Forde.







	3  
	Ethics ref:  
	2025 EXP 24286

	 
	Title: 
	Characterization of Mid-term Post Market Clinical Follow Up of GORE® TAG® Thoracic Branch Endoprosthesis Facilitated Aortic Arch and Descending Aorta Intervention

	 
	Principal Investigator: 
	Dr Manar Khashram

	 
	Sponsor: 
	W. L. Gore & Associates, Inc. Medical Products Division

	 
	Clock Start Date: 
	8 January 2026



Dr Manar Khashram and Mary La Pine were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researchers explained that eligible patients, once it is decided they would be scheduled for standard graft surgery, will be approached to be made aware of the surgery and will receive the Participant Information Sheet (PIS) to review the information. The team may also contact patients by phone to discuss the study. Participants will be consented prior to the surgery.
1. The Committee noted that the peer reviewer for this application is an employee of the CRO and is not independent. The Committee suggested that, in future, further explanation of the peer reviewer’s role and independence be provided.
1. The Researchers clarified that while the participants will be patients of the PI, the recruitment process for the Registry is such that information is provided in advance of meeting and with discussion with research staff outside the immediate clinical setting. Patients are informed prior to admission and given the opportunity to ask questions and decide before coming in for surgery.
1. The Researchers noted that explaining the procedure and the device in the PIS is important for participant understanding, as the registry outcomes are directly related to that procedure.

Summary of outstanding ethical issues

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

1. The Committee noted that New Zealanders have a different baseline for quality-of-life scoring compared to the United Kingdom. The Committee encouraged the Researchers to seek expert advice on how to interpret and integrate results if a different national value set is used, to ensure valid comparisons across countries.
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

Please include the diagram of the graft device in the Participant Information Sheet as shown on page 11 of the study protocol was suggested. 
Please ensure there is a clear safety plan outlined in the PIS for handling cases where a questionnaire indicates that a participant is acutely distressed or in need of support, to reassure participants that immediate support will be provided if needed.
Please indicate that role of ethics committee is consider Ethical aspects of the study, the HDEC does not review how the registry operates day to day.
Please correct the explanation of the registry and the medical device in the PIS as the registry collects data about the device/procedure outcomes, not directly from the device itself.
Please revise the PIS for consistency regarding how long participants will be in the registry. The PIS states in separate instances that data will be collected for a total of 10 years after the surgery and that participants will ‘be in the registry for up to two years.
Please remove or reword the paragraph in the PIS about obtaining permission to access information in the event of the participant’s death.
Please remove the compensation statement in the PIS as this is not necessary for a registry.
Please remove the sentence that states participants agree they will not be able to review their records until the study is completed to ensure scientific integrity. Under the Privacy Act 2020 participants have the right to access their own health information at any time. Participants cannot be asked to waive their legal right to review their data.
Please remove references referring to the Ethics Committee (HDEC) as a regulator.
Please thoroughly proofread all study documents including the Data and Tissue Management Plan and any templates used in the application for minor errors.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).




	4  
	Ethics ref:  
	2025 FULL 23380

	 
	Title: 
	A Phase 3, Randomized, Double-blind, Placebo-controlled, 3-Part Study to Evaluate the Efficacy and Safety of Orally Administered Deucrictibant XR Tablet for Prophylaxis and Deucrictibant Soft Capsule for On-demand Treatment of Angioedema Attacks in Adults with Acquired Angioedema due to C1 Inhibitor Deficiency (CREAATE)

	 
	Principal Investigator: 
	Dr Anthony Jordan

	 
	Sponsor: 
	Pharvaris Netherlands B.V.

	 
	Clock Start Date: 
	8 January 2026



Dr Anthony Jordan and Dr Keri-Anne Crowdrey were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The researchers clarified that eligible participants are patients already known through a specialised hereditary angioedema service. These patients will be invited via referrals from their usual care clinicians, rather than through public recruitment.
2. The Researchers identified that, although the study protocol allows enrolment of participants aged 12 and up, the investigators confirmed that there are no known adolescents with the condition to recruit for the trial. They do not anticipate recruiting any participants under 18 at this time.
3. The Committee expressed concern around how participants will make urgent treatment decisions during an angioedema attack. The Researchers clarified that participants follow a known clinical standard regarding the self-treatment of attacks using their existing action plans. For study purposes ‘validation’ will be done retrospectively by the investigators, so the trial will not interfere with or delay real-time medical care for the participant.
4. The Committee asked about the sufficiency of the proposed $200 per visit koha. The Researchers explained that they ran a similar study previously and gathered participant feedback on the amount provided. Based on prior participants’ experiences, including those who travelled long distances and took time off work, the $200 was considered fair and adequate.
5. The Committee inquired about the optional third-party interviews, whether it was necessary for a third party to carry out these interviews and if so, how any actionable information from these interviews would be shared in a timely way with the study team. The Researchers confirmed that the plan is for the external interviewer to share the interview findings with each site after the interviews. Given the very small number of participants, any feedback or issues raised in these interviews will be communicated to the local investigators, ensuring the participants’ trial experience and any concerns can be addressed promptly. The Researchers also indicated that they would inquire with the Sponsor about the interviews being carried out by local study staff.  

Summary of outstanding ethical issues

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

6. The Committee requested that the sponsor consider seeking licensure of the study medicine after the trial and also ongoing access to the study medicine to the participants if the treatment is effective.
7. The Committee requested that any reference to the “Auckland District Health Board” be removed from the DMP.
8. The Committee noted that while no adolescents are expected in this study, if a participant under 16 years old is ever enrolled, the Researchers must provide parental consent and an assent form as an amendment

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

9. Please add a prominent instruction in the Participant Information Sheet stressing that in the event of a severe angioedema attack, they should immediately seek emergency medical attention (call 111) or proceed with standard emergency treatment.
10. Please ensure there is a clear safety plan outlined in the PIS for handling cases where a questionnaire indicates that a participant is distressed or in need of support, to reassure participants that immediate support will be provided if needed.
11. Please include a clear explanation in the PIS of what constitutes a “qualifying attack” in the context of the study. Currently, the criteria for a qualifying attack appear only in the protocol. Providing these details in lay terms within the PIS will help participants understand the study requirements without influencing their medical decisions and ensure consistency with the supporting documentation that is provided for participants. This should include mention of distinctions like laryngeal versus non-laryngeal attacks, since these are clinically important criteria.
12. Please revise the PIS to make it more reader friendly. Moving the summary table of study procedures/visits to an earlier section of the PIS may help participants grasp the study schedule and requirements more easily.
13. Please clarify in the PIS that the study sponsor will cover the costs of any standard care treatments required as part of the study, such as the routine rescue medications for angioedema attacks during the trial.
14. Please revise PIS for the consistent use of the term “medicine” instead of “drug” when referring to the investigational product or treatments.
15. Please modify the consent form/PIS language concerning pregnancy reporting. Participants who become pregnant during the study should be strongly encouraged, as opposed to mandated, to inform the researchers of the pregnancy. Reporting of pregnancy cannot be mandatory. 
16. Please ensure that the description of possible pregnancy outcomes is complete including listing “stillbirth” as one of the outcomes or alternatively use a comprehensive term like “pregnancy outcome” to cover any outcome of pregnancy.
17. Please ensure that koha will be provided in the form of vouchers to participants.
18. Please remove the reference to “NuvaRing” in the contraception section of the PIS if this product is not available in New Zealand.
19. Please clarify the wording in the PIS regarding the collection of information from healthcare in the pregnancy follow-up section is with the participant’s consent.
20. Please add the standard Māori cultural consultation statement to the optional interview information sheet.

Decision 

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

21. Please address all outstanding ethical issues, providing the information requested by the Committee.
22. 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).
23. 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).  
24. Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a). 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Nicola Swain.



	5  
	Ethics ref:  
	2025 EXP 24335

	 
	Title: 
	AI-Driven diagnostics for Infectious Keratitis (IK) to enhance pathogen detection and clinical decision-making

	 
	Principal Investigator: 
	Dr Selassie Tagoh

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	8 January 2026



Dr Selassie Tagoh, Jennifer Zhao, and Mr Francis March were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researchers confirmed that infectious keratitis has an estimated ~10,000 cases per year that would need treatment in New Zealand.
1. The Researchers explained that their AI diagnostic tool is intended to provide quicker preliminary diagnoses from routine eye images, which is especially beneficial in rural or resource-limited areas. Currently, patients in remote regions must often wait for a specialist’s review of images of the affected eye(s). It is hoped that the AI system will be able to analyse these images locally, enabling faster identification of eye infections and more timely treatment.
1. The Researchers clarified that the AI would support rather than replace ophthalmologists’ judgment. The tool is intended as a decision aid to flag likely infections with greater precision, but clinicians will remain involved in every case. Diagnosis will still be confirmed using the gold-standard lab culture of eye samples.
1. The Researchers confirmed the eye images they plan on using to train and validate the AI model are each linked to a known pathogen result from laboratory culture.
1. The Researchers clarified that a student may assist with data collection as part of a summer studentship. This student’s role will be under the supervision of the investigative team.

Summary of outstanding ethical issues

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

1. The Committee requested an independent clinical peer review from a qualified ophthalmologist not directly involved in the study. 
1. The Committee requested robust consultation with patient groups and patient support groups, including Māori perspectives, regarding the use of existing patient eye images without individual consent. The Committee acknowledged the Researchers’ justification for a waiver of consent, however, the importance of engaging with the community to address concerns of unconsented data use for training of AI and separately, Māori data sovereignty was emphasised. Input from this consultation about using de-identified clinical images for research should be sought and the feedback incorporated into the protocol. Any changes to the protocol need to be clearly articulated.
1. The Committee requested a more comprehensive description of the AI’s deep learning architecture and data handling procedures in the study documentation. The protocol and Data Management plan should detail how the AI model will be developed and used and should ensure all data management and privacy safeguards meet ethical standards.
1. The Committee requested that the researchers provide a justification for including ethnicity as a variable in the AI model if they intend to use it as a predictive feature. If patient ethnicity is planned to be included in the algorithm, it must be explained why and how ethnicity is relevant to predicting eye infection outcomes. If there is no strong clinical rationale, the team should reconsider using ethnicity to avoid any risk of unwarranted or biased conclusions.
1. The Committee noted that ‘patient’ consent for clinical review of records or images is not consent for ‘Future Unspecified Research’ on those records or images.

Decision

This application was provisionally approved. The decision was not by consensus and Dr Kate Parker recommended declining the application.

The Provisional approval is subject to the following information being received:

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).  
1. Please supply evidence of Māori consultation with patient groups and any feedback resulting in updates to the protocol New Zealand context (National Ethical Standards for Health and Disability Research and Quality Improvement, para 13.6).  
1. Please update the data management plan, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey, Mr Jonathan Darby, Dr Andrea Forde and Dr Kate Parker.




	6  
	Ethics ref:  
	2025 FULL 23476

	 
	Title: 
	Assessing the Safety and Efficacy of Gentamicin-Saline Irrigation during Retrograde Intrarenal Surgery (RIRS): A Randomised Controlled Trial

	 
	Principal Investigator: 
	Mr Flavio Ordones

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	8 January 2026



Mr Flavio Ordones was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researcher clarified the process for recruiting and consenting patients in acute versus elective surgery situations. Severely ill emergency patients will not be recruited, as the study intervention is not indicated in such cases.  Only stable acute patients will be approached for consent.
1. The Researcher clarified that the submission form indicating Kaupapa Māori methodology was ticked in error. 
1. The Researchers confirmed that the study will be registered in a clinical trial registry before it commences.
1. The Researchers clarified that they will not specifically be investigating any secondary objectives as part of this study.
1. The Committee discussed with the researchers that there are specific safety reasons for excluding pregnant women, and although not as specific, also breastfeeding women in this study. 

Summary of outstanding ethical issues

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

1. The Committee requested that all study documents be aligned for consistency regarding data retention and to reflect legal requirements for data storage for at least 10 years. Currently, the Participant Information Sheet indicates data will be stored indefinitely, the research summary indicates that data will be stored 10 years post-study, and the Māori specific information sheet indicates that data will be deleted at study end.
1. The Committee requested a single, clear statement of the study’s duration. There was an inconsistency noted as the research summary described a 24-month study period while other documents indicated 18 months.
1. The Committee requested that the researchers use New Zealand English conventions and correct te reo Māori spelling and grammar in the protocol.
1. The Committee requested clarification on how the researchers will monitor potential gentamicin-related toxicities. More detail needs to be provided in the protocol or safety plan about monitoring Gentamicin related risks. If the research team does not plan to perform these safety tests due to the method and dilution of Gentamicin being used in the study, justification for not doing so needs to be provided, and aligned with the rationale for the exclusion of pregnant and breastfeeding women. Relevant changes should also be reflected in the PIS, either to be specific about what tests will be conducted, or to remove any statements that imply these health aspects will be actively monitored if that is not the case. If hearing tests are to take place participants need to be informed how their hearing will be tested and monitored.
1. Please indicate whether the any tissue taken could be returned and whether karakia is available at time of tissue disposal.

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

1. Please revise the participant withdrawal wording on the PIS/CF documents to clearly state that participants can withdraw from the study at any time. Any qualifying phrases like “at any appropriate time” or “at any practical time” should be removed.
1. Please clarify in the Participant Information Sheet about which procedures are standard of care, and which are being done solely for the research. In the current PIS, the description of what will happen could be misinterpreted. The researchers should explicitly state what would normally happen as part of routine treatment and what additional procedures or tests are due to the study participation.
1. Please ensure that te reo Māori version of the Participant Information Sheet contains the same information as the main version (that is, all elements required for informed consent). The Committee noted that the Māori-language information provided was significantly shorter and missing details compared to the main PIS. 
1. Please correct any typographical errors in the Participant Information Sheet and remove or replace any leftover template text.
1. Please clarify what a “wash” means in the context of this study and in lay friendly terms in the Participant Information Sheet.
1. Please specify in the Participant Information Sheet how long blood tests will continue. It should be made clear that these blood tests are done only while the participant is in the hospital.
1. Please revise references to the health authority in the participant documents to Health New Zealand | Te Whatu Ora.
1. Please add Yes/No checkboxes to the consent form for the truly optional consent items.
1. Please remove the statement in the consent form about future pregnancy risks and contraception if it is not applicable to this study.

Decision

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).
1. 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 Mrs Sophie Woodger and Dr Kate Parker.
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	Ethics ref:  
	2025 FULL 24399

	 
	Title: 
	A Phase 2, Multicenter, Randomized, Placebo-controlled, Double-blind Study of the Efficacy and Safety of Vamifeport in Adult Subjects with HFE-related Hereditary Hemochromatosis (FERROCLEAR Study)

	 
	Principal Investigator: 
	Dr Ian Rosen

	 
	Sponsor: 
	CSL Behring LLC

	 
	Clock Start Date: 
	8 January 2026



Dr Ian Rosen, Tanya Poppe, Amy Tong, and Sonya Abraham were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researchers clarified that only patients who are not responding well to the standard therapy or who cannot tolerate it will be enrolled. Patients doing well on standard phlebotomy treatment are excluded from the study.
1. The sponsor confirmed that because this is a Phase 2 proof-of-concept trial, there is no provision for participants to continue receiving the investigational small-molecule treatment once the study ends. If the drug shows promise, a Phase 3 trial is planned where an open-label extension might be considered.
1. The Committee noted the detailed list of ingredients in the placebo capsules provided in the Participant Information Sheet (PIS) and noted that providing technical details may be alarming to participants with a lay perspective. While providing this information may be alarming there should be consideration in providing all ingredients to participants that they may be taking as part of the study. The Committee suggested that an appendix could be provided with detailed ingredients of the placebo and study medicine, and that participants are encouraged to ask expressly about this if concerned.
1. The Committee noted that the study’s insurance certificate is set to expire in July 2026 and will need to be renewed during the study.
1. The Researchers explained that at each study visit, participants will complete mental health questionnaires that are reviewed immediately by the study team. If any responses indicate significant distress or potential psychiatric issues, the study doctor will discuss these with the participant on the spot and arrange an appropriate referral before the participant leaves the site.
1. The Researchers explained that hereditary hemochromatosis can involve liver changes, and the study is measuring liver iron outcomes. Including participants with other conditions that affect the liver or who are on treatments for those conditions could confound the results and make it difficult to interpret the drug’s effect.
1. The Researchers clarified that any remote monitoring will happen via secure access to the site’s systems. External monitors may review electronic medical records through a remote connection, but no identifiable data will be downloaded or removed from the site’s system.

Summary of outstanding ethical issues

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

1. The Committee requested that clarification around a participant stipend given the high burden on participants time in addition to travel reimbursement. The PIS/CF should be updated to clearly include details of any stipend or travel coverage for participants.
1. The Committee requested that notifying each participant’s GP of their study involvement and any clinically significant findings be mandatory. The DTMP currently provides that GPs will be notified of ‘results of clinical significance’ at the investigators discretion. This should be revised.

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

1. Please prominently highlight the statement that this is the first study of how the medication works in people with hereditary hemochromatosis at the beginning of the PIS.
1. Please revise the PIS section that discusses medications and foods to avoid such as the reference to “some medicines and foods like grapefruit juice that can change how your body works with other medicines”. This wording should be made clearer for a lay perspective and advise participants to talk to their study doctor about any other medications or supplements they are taking.
1. Please ensure the terminology regarding disposal or destruction of biological samples is used consistently throughout the PIS/CF.
1. Please add a statement to the PIS informing participants that they are welcome to have a support person present during study or visits and that interpreter services are available if needed at no cost to the participant.
1. Please clarify the wording in the optional biobanking consent section of the PIS/consent form as it suggests new blood draws. It should be clear that no extra blood will be taken specifically for the optional future research.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	2025 FULL 24383

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

	 
	Principal Investigator: 
	Dr Masoumeh Hesam

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	8 January 2026



Dr Masoumeh Hesam, Tasha Burton and Anna Rolleston was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of outstanding ethical issues

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

1 The Committee requested a more recent peer review of the revised protocol. 
2. The Committee requested clarification of the total compensation participants will receive, including reimbursement, koha, and treatment costs, to assess any risk of undue inducement. 
3. The Committee requested that the role of the KMQOL as part of the study be considered, noting that the data collected in these tools are not required by or to be provided to the University research team. Related to this the Committee requested that the clinical safety processes currently in place for the Centre of Health also be described in the protocol in relation to participants completing quality of life questionnaires as part of the study. This information should also be provided in the PIS/CF.
4. The Committee requested evidence of the University’s insurance policy to cover compensation for this trial. 
5. The Committee requested that an ethics reference be added to the submitted advertising materials.
6. The Committee requested that the DMP be finalised and updated to clearly specify where and how data will be stored, who will have access, and how long data will be kept.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
1. Please clarify the eligibility criteria in the PIS to explain that prior experience with the Flowpresso therapy does not exclude someone from participating. Please list clearly the conditions under which a person cannot take part, such as those with active skin infections, and that these exclusions are due to exclusions for Flowpresso, not the research device.
1. Please ensure the PIS contains details on how the Flowpresso suit and the pressure sensor garment will be cleaned or sterilised between participants.
1. Please revise the “Risks” section of the PIS to separate the risks of the Flowpresso therapy sessions from the potential risks of the research device, with information regarding the pilot use of the device. Any discomforts or risks for the Flowpresso sessions ca be provided.
1. Please revise the “Benefits” section of the PIS to clarify that the study will focus on a measurement device, so there are no direct personal benefits from being in the research for the participant. Potential benefits from receiving the Flowpresso therapy can be provided, however, it must be made clear that these are possible effects of the therapy.
1. Please include a clear safety plan statement in the PIS regarding the questionnaires. This could include a statement: “Some survey questions might be distressing. If you become upset by any questions, a qualified member of the research team will be available to support you. Please ensure that the safety plan addresses the timeliness of review of the questionnaires and provision of support.
1. Please ensure the PIS clearly describes what type of questions will be asked as part of the quality-of-life surveys. This should clarify that some of these questions may be distressing or raise issues. This section should also include the safety plan processes described in the protocol.
1. Please ensure that it is clear to participants that any information collected from the quality-of-life surveys will not be used by the University for the device research.
1. Please update the Participant Information Sheet and Consent Form’s section on compensation for harm to remove any statements suggesting ACC will cover injury. Clarify that the sponsor’s insurance will cover study-related injuries.
1. Please describe the study procedures in plain language in the PIS. This should include an explanation along with a picture or diagram of what the L-Dex measurement and the skin fibrometer measurement involve.
1. Please ensure the Participant Information Sheet explicitly says that participants will receive three Flowpresso sessions at no cost to them as part of the study, alongside any reimbursements and koha. Please consider including reference to subsequent sessions (post study) being at a cost to the participant.
1. Please remove the wording indicating that GPs being informed of participation ‘because of HDC’.
1. Please ensure the Participant Information Sheet includes a brief summary of the prior pilot testing of the pressure sensor device and what the findings were.
1. Please replace the 0800 Ethics number with the Ministry of Health contact number from the HDEC template.

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).
1. 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 Mrs Catherine Garvey, Dr Cordelia Thomas and Dr Kate Parker.

General business


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

	Meeting date:
	17 February 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. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 3:00.
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