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	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

	Mx Albany Lucas
	Non-lay (Observational studies)
	22/12/2021
	22/12/2024
	Present

	Ms Jessie Lenagh-Glue
	Lay (Ethical/Moral reasoning)
	15/09/2025
	14/09/2028
	Present

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

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

	Russ Opland
	Lay
	15/09/2025 
	14/09/2028 
	Present

	Chris Bernhardt
	Lay
	15/09/2025 
	14/09/2029 
	Present




Welcome
 
The Chair opened the meeting at 11:30 and welcomed Committee members, noting that apologies had been received from Dr Rebekah Jaung

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 23 September 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 FULL 24204

	 
	Title: 
	Ketamine Plus Prolonged Exposure Therapy for PTSD - Open Label Pilot Study

	 
	Principal Investigator: 
	Professor Paul Glue

	 
	Sponsor: 
	N/A

	 
	Clock Start Date: 
	16 October 2025



Professor Pal Glue, Tess Patt and Linda Hobbs were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Ms Jessie Lenagh-Glue declared a conflict of interest and the Committee decided that she would not attend the discussion. 

Summary of resolved ethical issues 

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

1. The Committee requested clarification on whether the study will recruit participants new to prolonged-exposure (PE) therapy, or whether it will recruit participants who have previously had, or are having, PE therapy. The Researcher clarified the study will recruit participants who are new to PE therapy. 
2. The Committee requested clarification on how the Researchers decided on 12 weeks for the follow-up period. The Researcher clarified that the follow-up period is set to review whether there are sustained effects of the experimental treatment regime, and whether PTSD symptoms occur to the same level as previously experienced by the participant. The 12-week timeframe is based on looking at data for other combination treatments (noted that these are mainly for depression) and the observation that relapses typically occur within this time frame. 
3. The Committee requested clarification on why follow-up visits will be done via phone calls rather than in-patient visits, seeing as some of the visits involve completion of the Columbia-Suicide Severity Rating Scale (C-SSRS). The Researcher clarified that the questionnaire was endorsed by the FDA for its flexibility (completion from home/on zoom) and the quality of the data is not affected by how it is administered.
4. The Committee requested clarification on what would happen if a participant relapsed after the 12-week follow-up period, and specifically what actions the Researchers would take. The Researcher clarified that the participant could go to ACC (if applicable) or possibly a community mental health team. The Researcher clarified that they do not follow participants indefinitely but emphasized they will inform participants where they can get support, after study participation has concluded.




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 clarification on who will deliver the prolonged exposure therapy and what their qualifications will be. A curriculum vitae will ideally be provided to the Committee. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraphs 9.23-9.24.
6. The Committee requested more information on what the manualised program will involve. Please provide specific details. Please see protocol requirements per the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8. 
7. The Committee requested that the Researchers put in place a formal measure for checking that the relationship between the participant and therapist is collaborative. . This should be performed regularly throughout the study.
8. The Committee requested the Researchers consider the sensitivities around sexual abuse and whakama. These concepts should be further explored in the protocol. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 8.8. 
9. The Committee requested the protocol be updated to give clear descriptions of PE therapy. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8.
10. The Committee requested that appropriate Māori consultation be documented in the HDEC submission. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, chapter 3. 
11. The Committee requested the Researchers assess whether they need two questionnaires that ask about suicidality or if these are redundant. 

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

12. Please clarify what PE therapy is and why Researchers think it could be beneficial to add Ketamine to the treatment regime. It is important for participants to have information about what PE therapy is (given that they will not have had it before) so that consent is fully informed.  Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 5.11.
13. Please be explicitly clear what will happen to the participant on the study and why it will happen (e.g. there is currently no mention of using grounding techniques). Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 5.11.
14. Please provide specific information to participants on what they should do if their symptoms reoccur after the follow-up phase has concluded. 
15. Please be explicitly clear that Ketamine will not be available for participants after the study has concluded. 
16. The Committee requested clarification on legal requirements of the Researchers if a participant discloses sexual abuse due to illegal activity. The Researcher clarified that the situation would be victim-led so the victim would decide whether to report the crime to the police, unless the participant was still at risk (e.g. the abuse was ongoing). In which case the therapist would decide how to proceed and who to report the situation to. Please address this in the HDEC submission and inform participants in the PIS. 
17. Please don’t use overly optimistic phrases e.g. “ketamine will make the PE more acceptable”. As this is Research and the outcome is unknown. Similarly, please review the language in the “benefits” section of the document. 
18. Please add in a detailed safety plan that will detail what will happen if the participant becomes triggered by questionnaires etc. Similarly, please add a warning to the PIS that some of the questionnaires may be triggering. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 11.25.

Decision 

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

	2  
	Ethics ref:  
	2025 FULL 24103

	 
	Title: 
	Cerebral Palsy project

	 
	Principal Investigator: 
	Professor Justin O'Sullivan

	 
	Sponsor: 
	N/A

	 
	Clock Start Date: 
	16 October 2025



Professor Justin O'Sullivan, Professor Sue Stott and Jodi Van Dyk 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.

Summary of resolved ethical issues 

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

1. The Committee appreciates that genetic counselling is included in this study and commends the Researchers for providing it.
2. The Committee asked whether data uploaded to the cloud would be de-identified, and the Researcher confirmed that it would.

Summary of outstanding ethical issues

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

3. The Committee requested clarification on how potential study participants will be discussed by clinicians for determining eligibility (as mentioned in the submission). The Researcher clarifies this discussion takes place after the potential participant has expressed interest and gone through the initial screening period. The Committee requested permission is obtained from the potential participant before their information is discussed in a broader setting.  
4. The Committee requested the data management plan (DMP) be updated to clarify the security around the master table and how data will be protected. Similarly, please ensure all of the information in the DMP aligns with the Health Information Privacy Code 2020 (HIPC). Please also rectify as DNA cannot be deidentified. 

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

5. Please prepare two separate PIS: one tailored for adult participants and another for parents or guardians of child participants.
6. Please prepare assent forms for participants under the age of 16 (and remove the signatory collection of 7-15-year-olds on the parental consent form). See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraphs 6.22-6.30. Please see HDEC assent form templates for younger and older children. 
7. The Committee asked whether the Researchers anticipate that some individuals with cerebral palsy may be unable to provide consent. The Researchers sought expert guidance which indicated that capacity for consent will not be an issue, but certain participants may require assistance due to writing difficulties. The Committee requested that Researchers ensure consent documentation explicitly states when someone has signed on behalf of participant / received assistance. The Researchers should consider whether a simplified version of the participant information sheet (PIS) should be available for supported consent. 
8. Please introduce a re-consent process for participants reaching the age of 16, for continued use of tissue and data. 
9. Please remove reference to ethics requiring data be kept for 26 years. Instead, it is a legal requirement that data be kept for 10 years after the youngest participant turns 16. See the National Ethical Standards for Health and Disability Research and Quality Improvement, section 12. 
10. Please refer to koha as a gift rather than reimbursement.
11. Please revise the term “misattributed parentage”, as it may be unclear and potentially offensive to some readers.
12. Please avoid wording that could imply unrealistic promises, such as suggesting researchers can cure participants. The current phrasing may give that impression.
13. Please make clear that the potential benefit of this study is having the genetic testing, which is not available outside the study.
14. The Committee queried whether participants with ACC cover might lose that cover, given that cerebral palsy is currently classified as a birth injury but this study could identify a genetic link. The researcher stated they have sought legal advice and were advised that ACC cover should continue if ACC has ruled the participant is eligible. However, for individuals who have not had ACC cover confirmed, it is possible they may not be eligible for ACC. Please include this information in the PIS so participants are aware that there is a potential risk regarding their eligibility for ACC cover. 
15. Please replace any reference to the NTB committee with CEN.
16. Please include a note about the unique issues associated with whole genome testing, particularly its potential implications for whānau.
17. The Committee requested clarification on what would happen if one parent consents to their child participating in the study, and the other does not. The Researcher clarified if one or both parents decline consent, the child will not participate in the study. The child may be enrolled later when they reach 16 and can provide their own consent. Please add this information to the PIS. 

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 Sandy Gill and Dr Patries Herst. 






















































	3  
	Ethics ref:  
	2025 FULL 23913

	 
	Title: 
	A randomized, single-center, double-blind, placebo-controlled, first-in-human trial with single and multiple ascending doses to determine safety, tolerability, pharmacokinetics and pharmacodynamics of GRT7041 in healthy participants.

	 
	Principal Investigator: 
	Dr Cory Sellwood

	 
	Sponsor: 
	Grünenthal GmbH

	 
	Clock Start Date: 
	16 October 2025



Dr Cory Sellwood, Kayla Malate, Julia O’Sullivan and Samanthia Nie 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.

Summary of resolved ethical issues 

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

1. The Committee queried whether the medicine is new or an existing approved medicine being used, as both options were selected on the submission form. The Researcher confirmed the study drug is a new medicine; midazolam was also ticked as it is used in one arm (though not at the usual dose). 
1. The Committee asked whether the study drug could affect the germline of participants and why are individuals who do not intend to have children are excluded from the study. The Researcher explained that requiring participants to consent to never having children would be too difficult for a small first-in-human study. Especially as it would be expected to offer participants the ability to bank cells and ovum. 
1. The Committee noted the study medication has a similar mechanism of action to suzetrigine, which does not restrict use in women of childbearing potential. The Researcher clarified that the study drug is a new entity and has a different toxicity profile from suzetrigine.

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 sought clarification on why pregnant women are excluded from some parts of the study but included in other parts. The Researcher explained that for phase I, the drug shows early signs of potential interference with foetal development and may reduce contraceptive effectiveness. For phase II this is related to pressor testing and the ability to compare results. The Committee would like further explanation provided in the protocol to detail this justification of inclusion/exclusionary criterion.    
1. The Committee requested Researchers please update advertisement wording to reflect that HDEC approves only the ethical aspects of the study, not the study itself. 


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

Please update the CF to remove the reference to participants becoming pregnant (as people of childbearing potential are excluded from the study). 
Please add justification for why women of childbearing potential are not eligible to participate and disclose findings from the preclinical studies. 
Please update to specify that participant data will be sent overseas (and state countries). 
Please update wording to change ‘the monkey’ to ‘testing in monkeys’. 

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 24190

	 
	Title: 
	GSK 223977: A Phase 2 randomized, double-blind, placebo-controlled study to investigate efficacy, safety, immunogenicity, and pharmacokinetics of GSK3862995B in participants with bronchiectasis

	 
	Principal Investigator: 
	Dr Benjamin Image

	 
	Sponsor: 
	GlaxoSmithKline Research & Development Limited

	 
	Clock Start Date: 
	16 October 2025



Dr Benjamin Image, Paul Hamilton and Charlene Botha 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.

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 clarification on why participants of childbearing age require an additional 10-week follow-up. Please add a brief justification sentence to the protocol and the PIS. 
1. The Committee asked whether the results of the quality-of-life questionnaires will be reviewed immediately and how concerns about the participant will be managed. The Researcher clarified that a visit review will be conducted before the participant is discharged, which includes checking the questionnaires for completeness and any concerning responses. This will involve an acuity assessment at the bedside, with urgent referrals to the crisis mental health team if needed, facilitation of re-engagement with existing mental health support, or contacting mental health services at the local hospital to facilitate an in-patient stay. The Committee requested a detailed safety plan outlining specific steps the researcher should follow if concerns arise, beyond simply reaching out to mental health services. The Committee recommends designating a research-associated contact person who can be reached if needed. Please add relevant details of the safety plan to the PIS. Otherwise, please consider removing the questionnaires from use in the study. 
1. The Committee requested clarification on whether there are any privacy concerns regarding the use of the app for BEST diary completion.  Please check the terms and conditions of app use and make sure you identify any that would affect the participants.
1. Please update the protocol to provide justification for the BMI limit of 35.
1. The Committee requested the Researchers please confirm with the study sponsor that they will cover deductible expenses for all insurance claims.
The Committee recommended that notification to General Practitioners (GP) is mandatory. 

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

Please update the start of the PIS to indicate that this is the first time the study drug has been tested in participants with bronchiectasis (Committee suggest it appears in a bolded box).
Please remove the reference to Greenphire, as it will not be used in New Zealand.
Please update to include details on the payment/stipend amount for participants in New Zealand. Similarly, please clarify the details on reimbursement e.g. what is reimbursed, is it capped, do participants need to keep receipts etc. 
Please do not use the word ‘treatment’ when referring to investigational products.  so ‘experimental drug’ or ‘study drug’. 
In both the Genetic PIS and the main PIS, please clarify that the risks are not the same as for routine blood sampling. Please provide more information about the actual risks for genetic testing e.g. cultural issues, effects on whānau etc. 
Please clarify whether a positive HIV or hepatitis result constitutes an exclusion criterion. The Committee feel that this is not currently clear in the document.   
Please check and correct any changes between second- and third-person references to participants. 
Please elaborate on what a study partner is or otherwise delete reference to it. 
Please list any risks of using the Best Diary app.
Please remove the reference to staff safety when handling blood samples for HIV testing, as the Committee believe it may be perceived as stigmatising. 
Please replace ‘appropriate authority’ with ‘medical officer’. 
Please include a statement noting that the head is considered tapu and confirm that the team will seek permission before any contact, such as for nasal brushing.
Please clarify in the wording if the study can be halted because of all participants. 

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 Sandy Gill and Dr Patries Herst. 









	5  
	Ethics ref:  
	2025 FULL 23456

	 
	Title: 
	COG AALL2131: An International Pilot Study of Chemotherapy and Tyrosine Kinase Inhibitors with Blinatumomab in Patients with Newly-Diagnosed Philadelphia Chromosome-Positive or ABL-class Philadelphia Chromosome-Like B-cell Acute Lymphoblastic Leukaemia

	 
	Principal Investigator: 
	Dr Siobhan Cross

	 
	Sponsor: 
	Children's Oncology Group

	 
	Clock Start Date: 
	16 October 2025



Dr Siobhan Cross and Amanda Taylor 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.

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 asked if US-based funding might affect the study considering recent developments in the United States. The Researcher explained that reimbursement costs for participants will no longer be provided, and these will now be covered by the New Zealand government. The Committee requested the Researchers appropriately document these implications. 


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 on whether it’s necessary for tissue samples being sent overseas to have all identifiers attached. The Researcher clarified this is necessary as they help to inform treatment decisions.
1. The Committee requested clarification on whether the study will be conducted exclusively in Christchurch or in both Christchurch and Auckland. The Researcher clarified that it will be run in Auckland and Christchurch.
1. The Committee requested clarification on where the sponsor contact is located. The Researcher clarified the sponsor contact is in Australia.
1. The Committee requested clarification on whether the researchers could disclose the side effects associated with the combined use of these drugs, rather than those of each drug individually. The Researcher explained that understanding and explaining combination side effects would change global chemotherapy consent practices and so would not really be possible. However, they will clarify to participants when side-effect monitoring occurs more closely.  


Summary of outstanding ethical issues

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

Please make it more understandable which aspects of the study are investigational, and which are considered standard of care. The Committee felt that this could be broken down into more accessible language.  
Please add a statement that blinatumomab has regulatory approval for other Acute Lymphoblastic Leukaemia (ALL) subtypes in New Zealand but be explicitly clear that participants with this specific subtype will only receive access to this medication by participating in the study. 
Please clarify that for bone marrow sampling there will be no extra procedures, only more marrow taken through the same needle during the usual standard-of-care procedure. Please clarify that the risks specific to the study procedure are limited to taking the extra volume. 
If cerebrospinal fluid (CSF) samples will be taken for study purposes, please ensure it is mentioned in the PIS and that consent for this procedure is obtained in the main consent form. 
1. Please clarify the statement indicating that taking blinatumomab will result in fewer side effects. The Researcher explained that this is likely, not due to Blinatumomab itself, but because participants will have a break from their other treatment. Please make this clear in the wording. 
1. For the statements around FDA approval of blinatumomab and NGS tests, please clarify whether they are also Medsafe approved. 
1. Please add a statement advising parents to consult their doctor if they are breastfeeding a participant, or if they themselves are participating in the study and breastfeeding, due to potential associated risks.
1. The Committee felt the wording is confusing because it switches between ‘some children’ and ‘you’. Please use ‘you’ consistently and add ‘may’ where the statement does not apply to all children.


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).









	6  
	Ethics ref:  
	2025 FULL 22693

	 
	Title: 
	Does the addition of 10 weeks of real-time continuous glucose monitoring to a diabetes self-management education programme improve glycaemia and cardiometabolic indicators in people with late prediabetes and type-2 diabetes in the short- and longer-term?

	 
	Principal Investigator: 
	Dr Timothy Salmond

	 
	Sponsor: 
	N/A

	 
	Clock Start Date: 
	16 October 2025



Dr Timothy Salmond 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.

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 details on how Researchers will determine participant allocation to the exploratory group and whether participants who decline the exploratory study can still join the main study. The Researcher clarified that participation in the exploratory subgroup is optional and that participants may take part in the main study regardless.
The Committee requested clarification on the number of devices received by intervention group participants. The Researcher clarified it is one device that offers the ability to blind receivable data. 
The Committee requested clarification on why participants are only required to visit the site every 14 days and not more frequently given the device functions for approximately 10 days. The Researcher clarified that it is to avoid using more devices than necessary, provide a 4-day break to participants (where the device lasts for 10 days) and avoid participant burnout. 
The Committee requested clarification on how the researcher will manage responses to the quality-of-life questionnaires e.g. if a participant appears anxious. The Researcher explained that the consent process includes permission for researchers to notify General Practitioner (GP) if concerns arise.
The Committee requested clarification on how the ethical concern of withholding a potentially beneficial intervention for research purposes will be addressed. The Researcher noted that participants find it challenging to finance this intervention in real-world settings because of its high cost. They also seek to uphold research integrity to encourage funding if the intervention succeeds.  


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 recommended that the pilot study be submitted to HDEC prior to any further steps. 
1. If the pilot study will be submitted to HDEC separately, a dedicated protocol should be prepared. Otherwise, additional details about the pilot study should be included in the main study protocol. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 9.8.
1. The Committee requested clarification on the anticipated participant numbers and the recruitment methodology. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraphs 11.7-11.19.
The Committee requested the Researcher please update the protocol and the participant information sheet (PIS) to detail device contraindications, warnings, precautions, risk of site infections etc (as specified in the device user guide). Please clarify that the device is funded in New Zealand for type 1 diabetes, but not for type 2 or pre-diabetic. 
The Committee expressed concerns about participant data privacy in the diet diary app and requested consideration of an alternative that does not rely on this app.
The Committee requested clarification on how the researcher will address the issues identified by the peer reviewer (hawthorne effect). 

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

Please prepare a separate PIS and informed consent form specifically for the pilot study.
Please update the PIS to accurately indicate that the device penetrates the skin. It may also be helpful to add a visual, such as a photograph or diagram.
Please create a simple diagram of the study outline. 
Please provide a more detailed cultural statement about the process of taking blood samples. Please see the HDEC template. 
Please remove any mention of penalties for choosing alternatives to participation. 
Please ensure tick boxes are removed from the consent form unless they represent an optional choice.


Decision 

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












	7  
	Ethics ref:  
	2025 FULL 24105

	 
	Title: 
	A Clinical Pilot Study to Evaluate the Safety and Clinical Utility of Retreatment with the Nectero EAST System for Stabilization of Abdominal Aortic Aneurysms

	 
	Principal Investigator: 
	Associate Professor Andrew Holden

	 
	Sponsor: 
	Nectero Medical Inc.

	 
	Clock Start Date: 
	16 October 2025



Associate Professor Andrew Holden, Cindy Corne and Mangesh Kharjul 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.

Summary of resolved ethical issues 

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

1. The Committee requested clarification on the researcher’s participant recruitment strategy. The researcher explained that participants would be recruited from those involved in the first-in-human study who meet the eligibility criteria for this trial. Consent would be obtained before reviewing medical records to confirm eligibility, and the researcher noted that maintaining a record of this consent request aligns with standard procedures.
The Committee requested information on how many participants from the initial Phase I study experienced aneurysm regrowth. The Researcher clarified that this is up to 80% of participants but they are interested in rate change of regrowth rather than regrowth itself. 
The Committee requested clarification on whether there is a maximum number of times this catheterisation procedure can be performed. The Researcher clarified that they are unaware of the effects of multiple ‘retreatments’ but they suspect it would be limited as they would not continue performing procedures that were not beneficial. 
The Committee asked if any tissue sampling is undertaken to assess for PPG. The Researcher clarified tissue would not be sampled.  
The Committee queried whether participants should be informed that the second treatment will not be applicable for participants who are too close to the threshold requiring surgery. The Researcher clarified that they will not approach participants for recruitment who are close to the threshold, so therefore do not feel it appropriate to include in the participant information sheet (PIS). 
The Committee queried the rationale for excluding individuals of childbearing age from participating in the study. The Researcher explained that, in this instance, there are no participants who would meet the exclusion criteria, as recruitment will be limited to individuals who have already taken part in the first-in-human study.
The Committee noted that the insurance policy expires in February 2026 and requested assurance that the researcher will renew it. The Researcher clarified that the sponsor has included this study under the existing certificate for the other study, so all insurance policies will be renewed together rather than taking out an additional policy.
 


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 participants could meet the sponsor’s representative, who will be present during the surgery, prior to the procedure, and that consent for that person to be present be reaffirmed.
1. The Committee questioned why researchers plan to retain identifiable data for at least 15 years, noting that this duration seems particularly long.

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

Please reword the PIS for an informed audience.  Similarly, please revise the wording to be simpler and more personable for participants (given the Research team has existing relationships with participants). Please include any additional risks associated with performing the procedure for the second time. 
Please refrain from using terminology ‘retreatment’ as ‘treatment’ implies proven benefits, whereas this is research. The Committee suggest instead using ‘second procedure’. 
Please clarify that the second procedure will be for the same abdominal aortic aneurysm and not a newly developed one. Please explain why they need a second procedure. 
The Committee suggested the Researchers inform participants that the results of the first in human study will be published shortly and add a suitable short summary of outcomes e.g. how many participants experienced progression, how many participants experienced a period of non-progression. 
Please rephrase the wording to clarify whether reimbursements can be made for supporting family members. 

Decision 


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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Joan Pettit and Dr Andrea Furuya. 

	8  
	Ethics ref:  
	2025 FULL 24208

	 
	Title: 
	A Feasibility Study of the ULTRA Embolic Device

	 
	Principal Investigator: 
	Associate Professor Andrew Holden

	 
	Sponsor: 
	Fluidx Medical Technology, Inc

	 
	Clock Start Date: 
	16 October 2025



Associate Professor Andrew Holden, Cindy Corne and Mangesh Kharjul 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.

Summary of resolved ethical issues 

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

1. The Committee asked if US-based funding might affect the study considering recent developments in the United States. The Researcher clarified that they have no concerns regarding funding. 
The Committee noted that studies cannot be stopped for commercial reasons e.g. loss of funding (referencing Researcher’s answer to E8 of the submission form). The Researcher clarified that this answer was in error, and they agree that the study cannot be stopped for commercial reasons.
The Committee asked about the risk of an allergic reaction to tantalum and whether this should be detailed in the participant information sheet (PIS). The Researcher clarified that the specific contrast with the device is very stable (and therefore low risk to participants). 
The Committee asked what the alternative standard of care would be for participants and what the benefit of the ULTRA device is if it ultimately dissolves. The Researcher clarified there are a range of embolic products e.g. coils, plugs, particles, alternate liquid embolic etc. The Researcher clarified that the indications it would be used in, are carefully selected to respond well to the specific properties of 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.

The Committee asked the Researchers consider how they intend to obtain consent to access participants’ medical records for recruitment purposes, given there is no existing relationship with potential participants.
1. The Committee requested that participants meet the sponsor’s representative, who will be present during the surgery, prior to the procedure, and that consent for that person’s presence during study procedure be reaffirmed.

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

Please revise the wording so that it’s clear that this is the first time the ULTRA Embolic Device has been used in humans. The Committee felt the current wording is misleading. 
Please clarify under what circumstances participants would receive a commercially available embolic agent alongside the Fluidx ULTRA. 
Please clarify that if the blood vessel is not successfully blocked and the procedure fails; the participant would undergo a re-embolism procedure with a routine embolic product (not study product). 
Please assess whether the wording about notifying the Medical Office of Health in the event of a positive result is relevant, given the study will not involve testing for notifiable diseases. 
Please revise the ‘yes/no’ tick box for the sponsor representative being present during the surgery, given that this is non optional for study participation. 

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).






















General business


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

	Meeting date:
	25 November 2025

	Zoom details:
	To be determined




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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 16:45 pm. 
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