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Minutes
	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	21 July 2026

	Zoom details:
	812 7953 3520


Agenda
	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2026 FULL 25827
	EVO756-MIG001: A Randomized, Double-Blind, Placebo Controlled Study Evaluating the Efficacy and Safety of EVO756 for the Prevention of Migraine in Adults
	Dr Rosamund Hill
	Ms Catherine Garvey / Dr Kate Parker

	11:15am-11:45am
	2026 EXP 26254
	 Generation of patient-derived fibroblasts for translational research
	 Professor Justin O'Sullivan 
	 Dr Catriona McBean / Dr Andrea Forde

	11:45am-12:15pm
	2026 FULL 26252
	729-CLP-101: An Open-Label Phase 1 Study to Test a Single Dose of a New Tablet Formulation of TRTL-729
	Dr Paul Hamilton
	Mr Jonathan Darby / Dr Kate Parker

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

	1:15pm-1:45pm
	2026 FULL 25554
	CDX0159-17: A Phase 3 Long-term Extension Study of Barzolvolimab in Participants with Chronic Spontaneous Urticaria who have completed CDX0159-13
	Dr Claire Thurlow
	Dr Catriona McBean / Dr Katrina Gibson

	1:45pm-2:15pm
	2026 FULL 25728
	ProstaCath System for Benign Prostatic Hyperplasia (BPH)
	Professor Peter Gilling
	Mr Jonathan Darby / Dr Katrina Gibson

	2:15pm-2:45pm
	2026 FULL 25978
	COR-PAG-26-101: A Study To Evaluate COR-2003 Safety and Pharmacokinetics as Monotherapy and Co-administered with COR-1004.
	Dr Christian Schwabe
	Dr Anne Phillips / Dr Andrea Forde


Attendance
	Name
	Role
	Appointed  
	Term Expires  
	Apologies 

	Dr Andrea Forde
	Non-lay (Intervention studies) 
	09/06/2025
	08/06/2030
	Present 

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

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

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

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

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

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

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


Welcome
The Chair opened the meeting at 10:00am and welcomed Committee members noting that apologies had been received from Mrs Sophie Woodger.
The Chair noted an observer is attending 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 previous meeting of 16 June 2026 were confirmed.











New applications
	1
	Ethics ref:
	2026 FULL 25827

	
	Title:
	EVO756-MIG001: A Randomized, Double-Blind, Placebo Controlled Study Evaluating the Efficacy and Safety of EVO756 for the Prevention of Migraine in Adults

	
	Principal Investigator:
	Dr Rosamund Hill

	
	Sponsor:
	Evommune

	
	Clock Start Date:
	09 July 2026



Dr Rosamund Hill, Charlene Botha, Polina Bukshpun, Henrik Sonnergren, Nichole Baio and Crawford Davidson were present via videoconference for discussion of this application.
Potential conflicts of interest
The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee discussed whether electronic reimbursement tools would be mandatory for New Zealand participants. The researchers clarified that use of those tools was not mandatory and that sites could use their own preferred payment administration method. The Committee accepted this explanation because direct bank transfer was described as the usual preferred New Zealand site method and the explanation reduced concerns about unnecessary exposure to third-party app privacy policies. Furthermore, the Committee noted that should any New Zealand site choose to utilise these reimbursement tools, then a substantial amendment should be submitted which addresses the relevant privacy concerns.
2. The Committee reminded the researchers that New Zealand does not allow for termination of a study for commercial reasons only.
3. The Committee asked if the International Non-proprietary Name (INN) was available and if so, could it be used in participant facing documentation. The Sponsor advised that no INN was yet available.
4. The Committee discussed exclusion of participants with positive blood borne virus serologies. The researchers explained that the investigational product targets the immune system and that participants with ongoing viral infections were excluded as a precaution. The Committee accepted this explanation as a scientific and safety rationale for the exclusion criterion.
5. The Committee discussed review of quality-of-life questionnaire responses. The researchers clarified that the questionnaires would be reviewed as completed and that concerning responses would be discussed with the participant by a doctor straight away. The Committee accepted this explanation because it provided an immediate clinical response pathway for concerning responses.
6. The Committee requested that the Sponsor please give consideration to licensure in New Zealand should the trial prove successful, in the interests of reciprocity.  
7. The Committee noted for future reference that in the Māori cultural section of the submission form it should refer to Article 3 of Te Tiriti rather than Article 1.
8. The Committee noted mention of a legally authorized representative in the submission form and reminded the Researchers that this is not legal for consent in New Zealand.
9. The Committee discussed contraception requirements and the potential for study-related costs. The Committee considered that contraception requirements may create additional costs and equity issues for participants. The Committee requested consideration of whether study-related contraception costs will be covered or reimbursed, and how participants will be advised of this.

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 discussed the proposed compliance expectations for the electronic diary and reimbursement. The Committee considered that the distinction between the 80% eligibility threshold and any additional compensation related to greater diary completion was not sufficiently clear. The Committee requested that the study documents clearly explain the diary completion expectations, the basis for any additional compensation, and confirm that participants will not be disadvantaged if they do not meet the higher compliance metric.
2. The Committee discussed recruitment and advertising. The Committee considered that advertising material had not yet been submitted and that recruitment arrangements needed to be transparent. The Committee requested submission of proposed advertising material for review, with balanced information about the study and its risks.
3. The Committee noted the restriction on live vaccines during the trial and recommend consideration is given to how this would be managed should an outbreak lead to a public health response requiring vaccinations. 
4. The Committee discussed accessibility of study sites for participants with disabilities. The Committee considered that accessibility was relevant to equitable access to participation. The Committee requested confirmation of site accessibility, including wheelchair access and access to sign language interpretation or other support is available where required. 
5. The Committee discussed data and tissue management. The Committee noted an unrelated AstraZeneca reference in the data management plan, required correction.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee requested that the Participant Information Sheet be amended to clarify that there is no planned study drug extension and that participants may not have ongoing access to EVO756 after study completion, even if they benefit.
2. Please amend the future study participation wording, including that the current protocol does not prospectively prohibit later participation in studies involving EVO756.
3. The Committee requested that the Participant Information Sheet be amended to state the timing of quality-of-life questionnaires and how concerning responses will be reviewed and managed.
4. The Committee requested that the Participant Information Sheet be amended to confirm that a study smartphone will be provided if a participant does not have a suitable device.
5. The Committee requested that the Participant Information Sheet be amended to replace references to teaspoons or tablespoons with millilitres.
6. The Committee requested that the Participant Information Sheet be amended to confirm that participants may take usual medicines to treat migraine symptoms once symptoms have started.
7. The Committee requested that the genetic testing Participant Information Sheet and Consent Form be amended to state the sample storage timeframe.
8. The Committee requested that participant-facing material be amended to remove wording describing blood and urine sample disposal as biohazard waste, and to use culturally appropriate language.
9. The Committee requested that the Participant Information Sheet be amended to include a clear lay summary of key inclusion and exclusion criteria 
10. Please correct the typo in the study procedure section referring to urine tests and blood samples.
11. The Committee requested that the Participant Information Sheet be amended to describe that participants can request a chaperone, and/or a clinician of the same gender where preferred.
12. The Committee requested that reproductive risk wording be reviewed to better describe possible male fertility risks and to use the language “pregnancy or outcome of pregnancy” rather than current wording.
13. Please advise participants of any tax implications for study payments.
14. Please refer to ‘investigational medicine’ rather than ‘drug’ to align with New Zealand legislative terminology.

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 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).

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


	2
	Ethics ref:
	2026 EXP 26254

	
	Title:
	Generation of patient-derived fibroblasts for translational research

	
	Principal Investigator:
	Professor Justin O'Sullivan

	
	Sponsor:
	The University of Auckland

	
	Clock Start Date:
	09 July 2026



Professor Justin O'Sullivan Kirsty Storey and Olin Silander were present via videoconference for discussion of this application.
Potential conflicts of interest
The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee discussed whether the application related to a platform study or a single participant. The researcher explained that the intention was a platform study but in discussion with the Committee accepted that the application should be confined to the one identified participant and that future participants would be the subject of further ethics applications as appropriate. The Committee proceeded on the basis of considering the application for the identified participant.
2. The Committee queried whether tissue banking will occur as part of this study. The Researcher advised that the intent is to use the tissue to produce and test fibroblasts, which would be destroyed once testing was complete, which would be within a year, and no ongoing tissue banking would occur. The Committee accepted this explanation because it narrowed the scope of the study and addressed concerns about broader tissue banking.
3. The Committee queried whether the individual has enrolled into an international study at Columbia University which was identified in the application, and whether a tissue sample is required to facilitate this. The Researcher advised that the intended participant has requested enrolment into the Columbia study and has independently provided their genetic sequence, as enrolment is conditional on having a certain genetic mutation, however no tissue collected in this study is to be sent overseas.
4. The Committee note that the peer reviewer is from the Department of Obstetrics, Gynaecology and Reproductive Sciences. The Researchers advised that the peer reviewer is a geneticist within that department.
5. The Committee discussed the purpose and duration of fibroblast use. The researcher clarified that the fibroblasts would be used solely to test antisense oligonucleotides for this participant and that the cells would be destroyed after one year. The Committee accepted this explanation because it provided a defined purpose and storage limit to be confirmed in the protocol.
6. The Committee discussed whether immortalised cell lines or induced pluripotent stem cells would be created. The researcher clarified that only fibroblasts would be used and that there was no intention to create immortalised cell lines. The Committee accepted this explanation because it reduced the ethical concern associated with ongoing cell line creation from a child.
7. The Committee discussed family awareness and support for exploring the research. The researcher stated that the family had been introduced to the team, were aware of the work and were keen for the option to be explored. The Committee accepted this explanation as relevant background, while noting that study documents should still clearly and appropriately support consent and assent.
8. The Committee noted the statement in the submission form about reconsenting the child participant when they turn sixteen “should they have sufficient capacity” and queried whether they anticipate the participant will have capacity to consent. The Researchers advised that they expect the participant to have capacity but note that this study will likely have been completed and fibroblasts destroyed prior to the participant turning sixteen. For future reference please note that a legally authorised representative cannot consent for someone to participate in research.
9. The Committee discussed Māori governance and consultation. The Committee considered that the Māori participation sections were more extensive than required for this one-participant application but may be relevant to future work. The Committee requested that evidence of Māori advisory engagement be provided where relied on for any future application and include clearer Māori governance arrangements.
10. The Committee noted that for future applications it may be appropriate to consult with disability advocacy groups such as Rare Disorders New Zealand.

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 discussed the scope of the protocol and supporting documents. The Committee considered that documents reflected a broader platform, genetic banking potential and future participant approach. The Committee requested that the protocol and supporting documents be revised so that the application is clearly limited to the proposed participant and confirming the use and timeframe for destruction of tissue after one year.
2. The Committee requested that the protocol state the number of participants, where they are being recruited from, the relationship to the Newborn Genomics Programme, information about the punch biopsy including risks, and information about data storage. The aims should be reframed to relate to the individual participant rather than broader future work, which would be in a separate protocol. Please clarify the study end point.
3. The Committee discussed the data and tissue management plan (DTMP). The Committee considered that the DTMP for the newborn genomics programme plan was not sufficiently tailored to this application. The Committee requested a study-specific data and tissue management plan covering punch biopsy tissue, derived fibroblasts, data handling, storage, disposal and governance for this application.
4. The Committee discussed future therapeutic research. The Committee considered and the Researcher agreed that any first-in-person treatment arising from this work would require a separate ethics application. The Committee requested that the protocol and participant documents make clear that this study does not itself involve treatment and that any future therapy would require separate approval and consent.
5. The Committee discussed data sharing particularly of genetic information. The Committee considered that the participant and family should understand any genetic data sharing and the limits of the present study. The Committee requested that the data management plan and participant-facing documents clearly describe what information will be held, where it will be held, who may access it, and for how long.
6. The Committee discussed accessibility and practical support. The Committee considered that the clinic location and travel reimbursement should be clear to the participant and family. The researcher confirmed clinic accessibility for the punch biopsy. The Committee requested clear information about reimbursement of travel costs.
7. The Committee noted the range of Participant information sheets that have been submitted and that for this single participant study only a parental PIS/CF and older child assent form would be required. Much of the feedback for these documents could be applied to the other forms for any future application but in the present study the Committee would only consider and approve (as appropriate) the two relevant PISs and consent/assent forms.
8. The Committee noted that ethnicity data should be collected and reported to HDEC in the study’s final report.
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee sought clarity around whether tissue samples would be sent overseas.
2. The Committee requested that the assent form be amended for the 11–15 age group and revised to use language suitable for the participant’s age and capacity.
3. The Committee requested that the assent form and parent information sheet be amended to explain terms such as whole genome sequencing, punch biopsy and ASO therapy in clear lay language.
4. The Committee requested that the assent form and parent information sheet be amended to explain how the punch biopsy will be performed, who may be present to support the participant, and whether toys, books or devices may be brought to assist comfort during the procedure.
5. The Committee requested that the participant-facing documents consider including visuals of the biopsy tool or biopsy size where this would assist understanding.
6. The Committee requested that the parent consent form be amended to remove references to access to parents’ medical notes where this is not relevant.
7. The Committee requested that the parent information sheet and assent form be amended to state the timeframe for tissue storage and disposal, and the timeframe for data storage.
8. The Committee requested that the parent information sheet be amended so it is clear that the child is the participant and that the parent is considering whether their child will take part.
9. The Committee requested that the assent form separate the questions “Do I have to take part?” and “Can I change my mind?” so that the responses are clear.
10. The Committee requested that the participant-facing documents be amended to show the correct reviewing Ethics Committee after approval and to correct headers, footers and typographical errors.
11. Please state how the study is funded.
12. Please explain what types of analysis the fibroblasts will be used for.

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 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).  
 
After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Catriona McBean, Dr Andrea Forde and Ms Catherine Garvey.

	3
	Ethics ref:
	2026 FULL 26252

	
	Title:
	729-CLP-101: An Open-Label Phase 1 Study to Assess the Safety, Tolerability, and Pharmacokinetics of a Single Dose of a New Tablet Formulation of TRTL-729 in Healthy Adults

	
	Principal Investigator:
	Dr Paul Hamilton

	
	Sponsor:
	Tortugas Neuroscience, Inc.

	
	Clock Start Date:
	09 July 2026



Dr Paul Hamilton, Charlene Botha, Ron Marcus and Alex Epple were present via videoconference for discussion of this application.
Potential conflicts of interest
The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee discussed exclusion of participants with a recent blood donation or blood transfusion in the past year. The researchers explained that blood donations are typically excluded from phase one trials because safety testing and full blood counts may be affected by donation. The Committee accepted this explanation as a safety and interpretability rationale.
2. The Committee discussed management of concerning responses to the C-SSRS and quality-of-life assessments. The researchers explained that acuity would be assessed by the investigator, that acute high risk would be managed by urgent transfer to North Shore Hospital for assessment, and that less acute concerns could be referred to community mental health teams or followed up through the participant’s general practitioner. The Committee accepted this explanation because it described a pathway for managing adverse mental health findings.
3. The Committee discussed the lifetime seizure exclusion criterion. The researchers explained that a previous phase one trial had observed a single incident of myoclonic seizure or seizure activity on EEG and that this was recognised as a potential risk with the CNS-active compound. The Committee accepted this explanation as a precautionary safety rationale.
4. The Committee discussed exclusion of positive blood borne virus serology. The researchers explained that changes in liver function tests had been reported and that the exclusion reduced difficulty interpreting safety findings. The Committee accepted this explanation as a safety and interpretability rationale.
5. The Committee request the Sponsor please consider licensure in New Zealand should the trial prove successful, in the interests of reciprocity. 
6. The Committee discussed contraception requirements. The Committee considered that study contraception requirements may have cost and access implications. The Committee requested clarification of how participants will be supported if contraception is required for study participation. The Researchers advised that they are not requiring participants to start contraception for this study but are rather recruiting individuals who are already on contraception.

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 the upper age limit for inclusion is quite young at fifty-five. The Committee often reviews healthy volunteer studies with participants aged up to sixty-five and request the Researchers consider increasing the upper age limit.
2. The Committee discussed advertising. The Committee considered that the advertising placed emphasis on reimbursement rather than the study objectives and risks. The Committee requested revised advertising that presents the study in a balanced way, including relevant risk information.
3. The Committee discussed reimbursement. The Committee considered that the amount and structure of reimbursement had not been provided and was necessary to assess if it is appropriate, that is whether it may operate as an undue inducement and conversely, whether it is an appropriate recognition of the participants participation. The Committee requested confirmation of the proposed reimbursement amount and that the information be included in participant-facing material, including any benefit or tax implications.
4. The Committee discussed data storage. The Committee considered that the stated “15 to 25 years” storage period was too broad. The Committee requested that the data management plan and participant documents specify a clear storage period.
5. The Committee discussed pregnancy follow-up. The Committee considered that the documents should explain that longer follow-up may be requested if pregnancy occurs. The Committee requested clarification of the proposed pregnancy follow-up and how this will be communicated to participants. 
6. The Committee discussed use of an indwelling cannula for frequent pharmacokinetic blood draws. The Committee considered that the frequency of draws should be clear and that the approach should minimise discomfort. The Committee requested clarification of whether an indwelling cannula will be used and that associated risks be described.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee requested that the Participant Information Sheet be amended to explain GABA activity and related technical terms in plain language.
2. The Committee requested that the Participant Information Sheet be amended to explain clearly that the study is being undertaken to test a new tablet or capsule formulation.
3. The Committee requested that the Participant Information Sheet be amended to include the reimbursement amount once finalised, and any welfare benefit or tax implications.
4. The Committee requested that the Participant Information Sheet be amended to describe food restrictions before and during the study, as outlined in the protocol.
5. The Committee requested that the Participant Information Sheet be amended to explain how adverse mental health or quality-of-life findings will be managed. 
6. The Committee requested that the Participant Information Sheet be amended to identify the formulation by any available INN medicine name rather than relying only on a development number.
7. The Committee requested that the Participant Information Sheet be amended to use “foetus” or “pregnancy” rather than “unborn child”, and to remove mandatory wording such as “must” in relation to pregnancy reporting.
8. The Committee requested that the Participant Information Sheet be amended to state that pregnancy follow-up may be requested for up to 12 months where applicable.
9. The Committee requested that the Participant Information Sheet be amended to clarify whether FSH testing is conducted only if needed.
10. The Committee requested that participant-facing documents include a clear description of the blood draw schedule and, if an indwelling cannula is used, the risks associated with it.
11. Please clarify which are side effects and which are adverse events.
12. Please refer to ‘investigational medicine’ rather than ‘drug’ to align with New Zealand legislative terminology.

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

	4
	Ethics ref:
	2026 FULL 25554

	
	Title:
	CDX0159-17: A Phase 3b Long-term Efficacy and Safety Extension Study of Barzolvolimab in Participants with Chronic Spontaneous Urticaria who have completed CDX0159-12 or CDX0159-13(EMBARQ-CSU LTE)

	
	Principal Investigator:
	Dr Claire Thurlow

	
	Sponsor:
	Celldex Therapeutics, Inc.

	
	Clock Start Date:
	09 July 2026



James Stanley, Crawford Davidson and Charlene Botha were present via videoconference for discussion of this application.
Potential conflicts of interest
The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee discussed participant familiarity with study procedures from the parent study. The researchers confirmed that assessments, including diaries, would be very similar to the parent study. The Committee accepted this explanation because it supported participant understanding of the extension study burden.
2. The Committee discussed EpiPen training. The researchers confirmed that participants were trained in the parent study and that the EpiPen expiry was checked at monthly study visits. The Committee accepted this explanation because it provided ongoing safety oversight.
3. The Committee discussed potential reduction of standard medicines. The researchers clarified that any reduction of background antihistamines or rescue therapy would be discussed with participants and evaluated at study visits. The Committee accepted this explanation because reduction would be individualised and clinically monitored.
4. The Committee discussed long-term data storage. The researchers indicated that data would be destroyed after 25 years. The Committee accepted this explanation provided the participant-facing documents state a definite timeframe.
5. The Committee requested that the Sponsor please consider licensure in New Zealand should the study prove successful.
6. The Committee queried whether SCOTT would review this application as the initial study would have been reviewed by them.
7. The Committee discussed access to treatment after the extension study. The Researcher noted that ongoing access arrangements beyond the study were not clear but are hopeful of compassionate supply or further extension arrangements if participants continue to benefit.
8. The Committee reminded the Researchers that studies cannot be terminated in New Zealand for purely commercial reasons.
9. The Committee discussed Māori engagement. The Researcher’s advised that this will be conducted as part of the locality process.

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 discussed compensation and reimbursement. The Committee considered that the submission and Participant Information Sheet were inconsistent about whether participants would receive payment or reimbursement. The Committee requested confirmation of the amount and structure of compensation or reimbursement, including any Inland Revenue or tax implications be detailed in the PIS and this submitted via amendment.
2. The Committee discussed participant safety if group 2 participants do not show a response. The Committee considered that the timing and basis for review of ongoing treatment should be clearer in the participant information sheet. The Committee requested clarification of when continued treatment will be reviewed and when treatment would stop if there is no adequate response or where risks outweigh benefits.
3. The Committee discussed blood-borne virus exclusion in an extension study. The Committee considered that the rationale and retesting arrangements for participants who had been negative in the parent study should be clarified. The Committee requested the researchers consider the approach to this.
4. The Committee discussed insurance. The Committee considered that the insurance certificate contained multiple companies and currency questions. The Committee requested of the researchers ensure adequate insurance coverage and currency for New Zealand participants.
5. The Committee discussed samples being sent overseas. The Committee considered that this should be transparent to participants. The Committee requested that sample export arrangements be clearly stated in participant-facing documents.
6. The Committee requested that the Medsafe data sheet for epinephrine be used rather than the FDA package insert information.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee requested that the Participant Information Sheet be amended to acknowledge early in the text that participants have already been involved in the parent study.
2. The Committee requested that the Participant Information Sheet be amended to make the differences between Group 1 and Group 2 clear, including the number of visits and participant obligations for each group.
3. The Committee requested that the Participant Information Sheet be amended to clarify study duration for each group, including the 52-week observation period and the 52-week treatment plus 16-week safety follow-up period where applicable.
4. The Committee requested that the Participant Information Sheet be amended to state that the injection is a subcutaneous injection and to specify any post-injection observation time.
5. The Committee requested that the Participant Information Sheet be amended to explain that family or support people may be trained in EpiPen use where this is offered.
6. The Committee requested that the Participant Information Sheet be amended to clarify that a chaperone may be present for physical examination and whether a support person may attend study visits.
7. The Committee requested that reproductive risk information be revised to highlight male reproductive risk, use “contraception” rather than “birth control”, and use “pregnancy and outcome of pregnancy” rather than “baby” or “unborn foetus”.
8. The Committee requested that the Participant Information Sheet be amended to remove mandatory pregnancy reporting wording and instead request that participants report pregnancy.
9. The Committee requested that the Participant Information Sheet be amended to state the definite data storage period 
10. Please state the correct reviewing Ethics Committee.
11. The Committee requested that the Participant Information Sheet be amended to describe optional future research use.
12. Please describe for the optional photos, any measures to protect participant privacy or anonymity in any photos. Please acknowledge tapu of the head if appropriate.
13. The Committee requested that Barzolvolimab and CDX-0159 terminology be used consistently throughout the Participant Information Sheet. 
14. Please advise participants of potential tax and/or benefit implications of any payments.
15. Please state where overseas tissue samples will be sent.
16. Please advise participants about the types of questions that may be asked and their rights to refuse to answer or take breaks if required, address the issue of whakamā, also describe the safety plan.
17. Please clarify side effects versus adverse events.
18. Please refer to ‘investigational medicine’ rather than ‘drug’ to align with New Zealand legislative terminology.

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).


	5
	Ethics ref:
	2026 FULL 25728

	
	Title:
	An Evaluation of the Safety and Performance of the ProstaCath System for Relieving Urinary Symptoms Secondary to Benign Prostatic Hyperplasia (BPH)

	
	Principal Investigator:
	Professor Peter Gilling

	
	Sponsor:
	ProstaCare Ltd

	
	Clock Start Date:
	09 July 2026



Margaret Ross, Liam Thompson and Tash Carah were present via videoconference for discussion of this application.
Potential conflicts of interest
The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Summary of resolved ethical issues
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee discussed changes from the previous device. The researchers explained that the previous two-piece design had difficult insertion and less controlled electrode deployment, and that the new device returned to a one-piece catheter-like design with electrodes deployed directly through the catheter. The Committee accepted this explanation because it clarified the design rationale and safety intent.
2. The Committee discussed preclinical and mechanical testing of the revised device. The researchers explained that mechanical testing, control unit testing, electrical safety and biocompatibility testing had been repeated where applicable, and that clearance by the Singapore Regulator had been obtained. The Committee accepted this explanation as relevant assurance about testing and oversight.
3. The Committee discussed insurance currency. The researchers clarified that the insurance certificate was in Australian dollars. The Committee accepted this explanation provided New Zealand participant coverage remains adequate.
4. The Committee discussed the exclusion criterion about fertility. The researchers clarified that the intention related to preserving fertility and sexual or ejaculatory function rather than pregnancy. The Committee accepted this explanation provided the risks are clearly described to participants.
5. The Committee requested clarification whether any disability-related exclusions would apply. The Researchers advised that provided an individual could give informed consent there should be no reason a disability would preclude them from participating 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 considered that participants need transparent information about previous devices, what has changed, and why the new device is expected to improve safety. The Committee requested that this information be clearly included in the Participant Information Sheet.
2. The Committee discussed participant payment. The Committee considered that the study is onerous and involves multiple visits and potentially an indwelling catheter, with no claimed therapeutic benefit. The Committee requested that the applicant consider an appropriate stipend in addition to travel reimbursement and include the level of payment in participant-facing documents.
3. The Committee discussed MRI procedures. The Committee considered that the MRI requirement was unclear and appeared optional in some places. The Committee requested clarification of whether New Zealand participants will be asked to undergo MRI, whether refusal would affect participation, and when MRI would no longer be required. 
4. The Committee discussed data and tissue management. The Committee considered that the data and tissue management plan referred to Australian and Singaporean law and did not adequately reflect New Zealand governance. The Committee requested a revised New Zealand-specific data and tissue management plan, including governance, server location, data storage duration, future use of data, and sample handling. Please remove any points that are not relevant to this study, such as reference to under sixteen-year-olds.
5. The Committee discussed antibiotic use. The Committee considered there was a contradiction between the protocol and other documents about antibiotics. The Committee requested that antibiotic use be clarified and made consistent across study documents.
6. The Committee discussed cultural support for quality-of-life and sexual function questions. The Committee considered that questions about sexual function may have cultural dimensions for Māori and Pacific participants, such as whakamā. The Committee requested that appropriate cultural support options and safety management for such questionnaires be considered and described. 
7. The Committee advised that a withdrawal form is not required in New Zealand, it is sufficient for participants to give verbal notification of their intention to withdraw.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee requested that the Participant Information Sheet be amended to include a clear explanation of previous devices, the previous New Zealand experience, and the design changes intended to improve safety.
2. The Committee requested that the Participant Information Sheet be amended to include or consider diagrams or pictures of the device and what happens to prostate tissue, using images that are clear and appropriate for the participant population.
3. The Committee requested that the Participant Information Sheet be amended so that study aims clearly outline that the primary objective being studied is the safety of the device, then outline the secondary and exploratory objectives such as efficacy.
4. The Committee requested that the Participant Information Sheet be amended to clarify exclusion criteria in lay terms, including wording about maintaining fertility.
5. The Committee requested that the Participant Information Sheet be amended to describe the unknown impact on fertility and possible sexual, ejaculatory or erectile dysfunction risks.
6. The Committee requested that the Participant Information Sheet be amended to clarify video recording: what will be recorded, whether the participant is identifiable, who will be present, and whether a proctor will attend the procedure.
7. The Committee requested that the Participant Information Sheet be amended to use consistent terminology to ensure there is no confusion between the ProstaCath device catheter and any indwelling catheter that participants may go home with.
8. The Committee requested that the Participant Information Sheet be amended to explain what happens if a participant is unable to void at the one-week follow-up.
9. The Committee requested that the Participant Information Sheet be amended to describe post-treatment pain medication and what can be taken at home.
10. The Committee requested that the Participant Information Sheet be amended to clarify whether the procedure involves local anaesthetic, oral sedation, or any other anaesthetic, and to state any post-sedation precautions such as driving or going home alone.
11. The Committee requested that the Participant Information Sheet be amended to specify where ProstaCare servers are based and the definite data retention period, rather than “at least 15 years”.
12. The Committee requested that the Consent Form be amended to remove the unnecessary yes/no boxes on the withdrawal line.
13. The Committee requested that the Participant Information Sheet be amended to replace “New Zealand Health Authority” with Medsafe.
14. The Committee requested that the Participant Information Sheet be amended to include Māori consultation contact details when available and to correct footer and page numbering errors.
15. Please clarify in what circumstances an MRI is optional.
16. Please be consistent about referring to study doctor, GP, physician or surgeon. 
17. Please remove the statement on page 7 about sharing identifiable information in the case of a threat to public health, as the protocol does not indicate that there is any testing for notifiable diseases. 
18. Please simplify the information about follow up visits, as this is repeated, it could be consolidated.
19. Please state how the surgeon has been trained on the use of the device.
20. Please separate side effects and adverse events.

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 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).  
After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Jonathan Darby and Dr Katrina Gibson.
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Summary of resolved ethical issues
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Committee discussed cohort allocation. The researchers clarified that participants would be enrolled sequentially and advised which cohort they were screening for, and that participants in Part A receive one dose while Part B involves two injections on the same day. The Committee accepted this explanation because it clarified allocation and dosing expectations.
2. The Committee discussed the pre-screening process. The researchers clarified that finger-prick testing would be used selectively and often at the screening visit, and that pre-screening records would remain at the site. The Committee accepted this explanation provided participant-facing information explains what happens to pre-screening data if a person does not proceed.
3. The Committee discussed the definition of mild hypertension. The sponsor explained that the target population includes people with high-normal or elevated blood pressure and stage 1 hypertension without comorbidities or high cardiovascular risk, with ambulatory blood pressure monitoring included to capture any blood pressure effect. The Committee accepted this explanation as a rationale for the population.
4. The Committee discussed contraception support. The site explained that barrier contraception is available on site and that other contraception is typically arranged through participants’ general practitioners, with support considered if needed. The Committee accepted this explanation as relevant to managing study-related contraception requirements.
5. The Committee discussed insurance. The applicant clarified that the certificate covers Australia and New Zealand and is in Australian dollars. The Committee accepted this explanation provided this remains clear in the documents.
6. The Committee requested that the Sponsor please consider licensure in New Zealand should the trial prove successful.

Summary of outstanding ethical issues
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
1. The Committee discussed exclusion of participants with pregnant or lactating partners. The Committee considered that the rationale for excluding participants with lactating partners, and possibly pregnant partners, was not sufficiently scientifically or ethically justified given the sponsor’s explanation of siRNA exposure. The Committee requested reconsideration and rationalisation of these exclusion criteria.
2. The Committee discussed reproductive and developmental risk language. The Committee considered that the contraception appendix and participant documents suggested risks that were not clearly supported, including references to same-sex partners and possible exposure through body fluids. The Committee requested that the reproductive risk and contraception requirements be made consistent, scientifically rational, and clearly explained.
3. The Committee discussed liver toxicity findings. The Committee considered that animal findings of non-reversible rat liver damage should be more clearly communicated to participants. The Committee requested stronger and clearer risk wording in the Participant Information Sheet.
4. The Committee discussed reimbursement. The Committee considered that the study is long and requires substantial compliance, and that payment timing should not place undue pressure on participants. The Committee requested review of the total reimbursement amount and timing, including whether payment should be made in instalments rather than only at study completion.
5. The Committee discussed future use of data and samples. The Committee considered that the application and participant documents were inconsistent about future unspecified or specified use. The Committee requested clarification that future use is specified and related to COR-2003 or COR-1004, or submission of appropriate separate consent material if future unspecified use is intended.
6. The Committee queried accessibility of the site. The Researcher advised that accessibility for people with disabilities includes access through the car park and any assistance required. This is communicated to participants in the screening documentation.
7. The Committee discussed data and sample retention. The Committee considered that “at least 15 years” could imply indefinite retention and that the sample storage periods in the submission and Participant Information Sheet should be consistent. The Committee requested that definite storage periods be stated for source records, local samples, and central laboratory samples.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF):
1. The Committee requested that the Participant Information Sheet be amended to clarify cohort allocation and whether participants receive one dose or multiple doses, including the difference between Part A and Part B.
2. The Committee requested that the Participant Information Sheet be amended to explain what happens to pre-screening information if a person is ineligible or chooses not to proceed.
3. The Committee requested that the Participant Information Sheet be amended to include clearer information about pre-screening visits and reimbursement of travel costs where a separate pre-screening visit is required.
4. The Committee requested that the Participant Information Sheet be amended to describe the animal liver toxicity findings more clearly, including that some rat liver damage was not reversible.
5. The Committee requested that the Participant Information Sheet and contraception appendix be amended to reconcile inconsistent contraception timeframes and requirements.
6. The Committee requested that the Participant Information Sheet be amended to rationalise reproductive risk information, including any requirements relating to pregnant or lactating partners and same-sex partners.
7. The Committee requested that the Participant Information Sheet be amended to clarify whether participants have access to the study drug beyond the study, if relevant to participant understanding.
8. The Committee requested that the Participant Information Sheet be amended to clarify future specified use of coded information and remove wording suggesting indefinite unspecified use unless separate consent is sought.
9. The Committee requested that the Participant Information Sheet be amended to state definite data and sample storage timeframes, including local sample storage, central laboratory storage and source document retention. 
10. The Committee requested that participant-facing materials be reviewed so that group video information sessions do not overstate confidentiality where participants may be identifiable by name or voice.
11. The Committee requested that, if available, that the INN be used in participant facing documentation to aid readability.

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 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). 

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












General business
1.	The Chair reminded the Committee of the date and time of its next scheduled meeting:
Meeting date:	18 August 2026
Zoom details:	To be determined
No additional general business.
Close of meeting
The meeting closed at approximately 3:05pm.
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