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	Committee:
	NTA Health and Disability Ethics Committee

	Meeting date:
	16 September 2025

	Zoom details:
	812 7953 3520


[image: ][image: ]


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

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

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

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

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

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

	Sophie Woodger
	Lay
	15/09/2025 
	14/09/2028 
	Present



 

Welcome
 
The Chair opened the meeting at 11:45 and welcomed Committee members, noting that apologies had been received from Dr Kate Parker. 

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 19 August 2025 were confirmed.








New applications 


	1  
	Ethics ref:  
	2025 FULL 22544

	 
	Title: 
	Endoscopic management of patients with high risk T1a and T1b N0M0 oesophageal adenocarcinoma: a prospective multicenter registry

	 
	Principal Investigator: 
	Dr Anurag Sekra

	 
	Sponsor: 
	Amsterdam University Medical Centre

	 
	Clock Start Date: 
	04 September 2025



Dr Anurag Sekra and Tanya Poppe were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee requested clarification on how the protocol activities differ from standard of care treatment in New Zealand. The Researcher clarified that in New Zealand, standard of care is oesophagectomy or intense monitoring based on clinical judgement. The Researcher confirmed that the study would only be offered to participants who had been determined not to be surgical candidates, following a routine work up including a surgical consult. The monitoring frequency provided in the study matches what is currently offered as standard treatment in New Zealand. The Researcher confirmed that for the surveillance group of participants, all study activities are performed as standard of care treatment.  
2. The Committee requested clarification on whether the treating Gastrointestinal surgeon will be involved in the process of deciding whether it’s appropriate to enrol T1b participants into the study. The Researcher confirmed that the Upper Gastrointestinal (GI) surgeon will have input as to whether they deem it appropriate that the participant is recruited into the study.  
3. The Committee asked if it is appropriate to have a defined age range for inclusion into the study. The Researcher confirmed that the study will be open to all ages but typically participants they will be likely to recruit will be 40+ years old (due to the nature of the cancer).   
4. The Committee queried how long it will take the international team to review participant’s pathology and confirm eligibility for the study. The Researcher confirmed that eligibility is instead reviewed locally per standard of care and any international review occurs later in the study. 
5. The Researcher confirmed that the study was proposed at a regular upper GI meeting, and it was assessed to be valuable with minimal deviation from standard of care treatment. 
6. The Committee queried how researchers had planned to review the optional quality of life questionnaires. The Researcher confirmed that quality of life questionnaires will not be utilized in New Zealand. 
7. The Committee requested clarification on whether the global sponsor could gain commercial benefits from the study. The Researcher clarified that the sponsor would not receive any commercial gain.  
8. The Committee queried how tissue samples would be de-identified when they are sent overseas. The Researcher confirmed that the de-identification process takes place at the hospital, before the sample is sent overseas and is re-coded with participant identifier only 
9. The Researchers clarified that in the Participant Information Sheet (PIS) for the T1b participants, the risk of not having surgery to remove the cancer initially is not included because surgery is not an option for these participants.  
10. The Committee queried why the Researchers will collect follow-up information from participants who have not consented to take part in the study. The Researcher confirmed that for participants who elect not to take part in the study, no information will be collected at the current time. If the Researchers collect data from these participants in future, an amendment will be submitted to HDEC. 
11. The Committee requested clarification on whether participants will have a Computed Tomography scan (CT) scan or a positron emission tomography (PET) scan, in New Zealand. The Researcher confirmed that participants will receive a PET scan. 

12. The Committee queried whether there would be any reimbursement for parking or travel costs. The Researcher confirmed there would not be any reimbursement as the participant is undergoing standard of care treatment.  
13. The Committee requested clarification on why the assessments are inconsistent between the protocol and participant information sheet (PIS) e.g baseline CT and possibility of another biopsy. The Researcher clarified that these activities are part of standard of care treatment, so while they’re documented in the protocol, they are not included in the PIS (and they are not study specific activities). 

Summary of outstanding ethical issues

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

14. The Committee requested that the Data Management Plan (DMP) be updated to align with the study Please also clarify what notifiable disease could be identified as part of the study that haven’t been identified clinically (or remove reference to such). 
15. The Committee requested that General Practitioner (GP) notification is mandatory across the study. 
16. The Committee queried whether the study could lead to more patients opting for disease monitoring (rather than surgery) than what the Researchers usually see in their centres. The Committee noted the pressures on the publicly funded health system and queried whether the system/centre can suitably guarantee the provisioning of the frequency of the endoscopic monitoring. The Researcher clarified that monitoring is the default option for participants who are not eligible for oesophagectomy, so it happens anyway, and they do not anticipate more patients will have the monitoring due to this study. The Researcher confirmed this is normal standard of care practice and would not put additional pressure on the public health services. The Researcher also clarified that this is a unique group of patients, and they do not usually see more than 5 patients per year (as the cancer tends to be very advanced or the patient is not fit enough to have any resections). The Committee requested further clarification across all documentation on how the study differs from standard of care in New Zealand and also requested that Researchers submit a surgical Peer Review from an independent upper GI surgeon in New Zealand. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

17. Please update the document to make it clear how the study activities and assessments differ from what would be offered as standard of care treatment in New Zealand. 
18. Please set out the process for enrolment in the study, including the input from general surgery in the decision making process. Make it clear that the potential study participants have already been determined not to be for surgical management and that the alternative option is not surgery – even if the patient does not enrol in the study they would still get monitoring as standard of care, so the only difference being in the study is the data collection.  
19. Please include a statement about tissue not being returned to participants, even if they request it. 
20. Please update the document to clarify that de-identified endoscopic images will be sent overseas. 
21. In the CF, please change statement wording from ‘understand’ to ‘agree’. 
22. Please use neutral language when outlining the details of the study and explain medical terms such as ‘aggressive characteristics’ in a way that is easily understandable to a lay person.
23. Please include a diagram / timeline of the various monitoring aspects of the study.
24. Please include details as to how participants will continue to be followed up after study conclusion.   
25. Please ensure the stated lifetime risk for cancer is accurate. 
26. Please update the statement regarding Karakia not being available at the time of tissue destruction to remove wording ‘as this will happen overseas’. The Committee felt that this could cause confusion. 

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).  Specifically, please remove references to study activities that will not be occurring in New Zealand.  

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Catriona McBean, Dr Malisa Mulholland. 














	2  
	Ethics ref:  
	2025 EXP 23532

	 
	Title: 
	Te Manawaroa First Responders

	 
	Principal Investigator: 
	Associate Professor Bridget Dicker

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	04 September 2025



Associate Professor Bridget Dicker and Sarah Maessen 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 outstanding ethical issues

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

1. The Committee requested that the Researchers consult with their accredited Institutional Ethics Committee (IEC) as the nature of the study strongly suggests institutional review is appropriate and the Committee viewed the study as out of scope for HDEC review. 
1. The Committee noted the advice that the CI named in the application and supporting documents has resigned, and the implications of this given the primary role of the CI in the study procedures.  The Committee requested a new submission (to the IEC) with an updated protocol once the structure of the study is redefined. Please ensure the protocol meets requirements (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8). 
1. The Committee requested the Researchers consider how participant recruitment will occur with a new CI.   
1. The Committee suggested the Researchers clarify the follow-up period interviews for  participants. 
1. The Committee suggested the Researchers consider how data will be suitably collected and stored for the purpose of research, and what the data life cycle will be. The collection and storage of data on a personal device would not be appropriate. Please refer to National Ethical Standards for Health and Disability Research and Quality Improvement, chapter 12.
1. The Committee emphasised that the PhD student should be suitably equipped for their involvement in the study, that is, appropriate supervision, assistance with engagement with the participants, a role that is clearly defined and suitable procedures for secure collection and storage of data.  The proposed use of data for the PhD student’s other research must be clearly articulated and consented in the documents.
1. The Committee suggested the Researchers consider whether interviews could be conducted in Te Reo Māori. If so, consider how the proposed use of artificial intelligence (AI) will fit (generating interview transcripts). 
1. The Committee suggested the Researchers review use of the HDEC templates for the participant information sheet / consent form (PIS/CF) and data management plan (DMP).  The templates are not suitable (or need to be adjusted) for aspects of the proposed study. 





Decision 

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



















































	3  
	Ethics ref:  
	2025 FULL 23799

	 
	Title: 
	A Randomized, Double-Blind, Placebo Controlled, Multi-centre Study to Evaluate the Safety and Efficacy of FB102 in Patients with Severe to Very Severe Alopecia Areata

	 
	Principal Investigator: 
	Dr Tori Middlemiss

	 
	Sponsor: 
	Forte Biosciences Australia Pty Ltd

	 
	Clock Start Date: 
	04 September 2025



Drs Tori Middlemiss, Thomas Stock and Cheryl Glover were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee queried why participants with blood borne viruses will be excluded from enrolling into the study. The Researcher clarified this exclusionary criterion is in place for safety reasons as the investigational treatment involves immunomodulatory effects. 
2. The Committee requested clarification on the study’s exclusionary criterion and the possible risk of suicidality. The Researcher clarified that suicidal risk is reviewed at screening. If the researchers detect any signals of suicidal behaviour, participants will be excluded from study participation and referred for appropriate care.   
3. The Committee requested clarification on ensuring that identifying features in photos will be blurred/covered. The Researcher stated photographs cannot be fully masked and this guidance is included in the Participant Information Sheet (PIS). If photographs are to be used for publication, the participant can provide/withhold consent to this. 
4. The Committee requested clarification on why there is a younger age cut-off for male participants. The Researcher confirmed that this is related to male distribution of balding. 

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 that the study be registered in a registry prior to commencement. 
6. The Committee requested that the length of insurance aligns for both Australia (currently 72 months) and New Zealand (12 months). 
7. The Committee requested that any issues with JAK inhibitors and Shingrix vaccines will be managed prior to participants enrolling in the study.
8. The Committee encouraged the investigational treatment should be considered for licensure in New Zealand. 
9. The Committee requested that in relation to the quality-of-life questionnaires, participant follow-up is put into place by the Researcher rather than by referring participants back to primary care as timely and specific care may be difficult to obtain in New Zealand.
10. The Committee requested that the Data Tissue Management Plan (DTMP) is updated to align with the study protocol (currently the DTMP refers to ‘under 16’s).  
11. The Committee requested consideration of whether there will be the possibility of cross-over for participants, if the study treatment is effective. 
12. The Committee queried the rationale for mandatory weekly pregnancy testing and asked what the scientific rationale was e.g. be due to concerns about the sensitivity or specificity of the pregnancy testing. 
13. The Committee noted that the study cannot be ended for commercial reasons only.
14. The Committee requested consideration of how the Researchers will approach the cultural safety of Māori participants, specifically related to the touching of heads. Please consider updating the PIS/CF. 
15. The Committee requested consideration for whether the pre-screening form is necessary for this study (given that this is a basic, generic form and the PIS/CF contains relevant study information). It should be explained to participants what happens with their data if they don’t meet eligibility for the study. 

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

16. Please add text to clarify that the investigational treatment has not been licensed by any regulatory authority.
17. Please use the terminology ‘adverse events’, rather than ‘side effects’ where appropriate. 
18. Please review the wording and clarify how it will be determined which participants are at risk for blood borne viruses. 
19. Please update terminology to ‘investigational medicine’ or use the language for the TGA.
20. Please clarify that the reimbursement is in New Zealand dollars (not Australian dollars).
21.  Please update the CF so that it’s explicit what health data the participant will/will not have access to on the study. Please explain in the document why specific blinded data points cannot be accessed by participants, or if the participant does need access to this information, what the implications for continued study participation will be.   Please explicitly clarify that tissue will not be returned to participants even if requested. 
22. Please be more specific/descriptive with terminology used in the assessments explanation. For example, please explain what’s involved for a study ‘alopecia check’.
23. Please change the wording in the early withdrawal section of the PIS, specifically: ‘The study team will ask you to come in for a final visit, to check it is safe for you to leave the study’. The Committee felt that this implied that participant withdrawal is not voluntary and suggests to participants that withdrawal would be unsafe. 
24. Please include an appendix for medications that are not allowed and other eligibility criteria that would be discussed (not listed).
25. Please include information as to whether Karakia will be available upon tissue collection.
26. Please clarify whether data will be stored in New Zealand or internationally.
27. Please clarify whether, and why, pregnancy is an exclusionary criterion.
28. Please replace NZ Health Authority with MedSafe.
29. Please provide cultural safety protocol for Māori and other participants where touching the head is sacred – especially during photography. Touching with permission.
30. Please explain how the additional FB102 doses of 10 mg/kg once a week for 4 weeks, then 3 mg/kg every 3 weeks until Week 12, differ from the main study doses.
31. Please remove “true” from the statements regarding abstinence.
32. Please replace “understand” with “agree” in CF when referencing withdrawal from study.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· 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 21445

	 
	Title: 
	A Phase 1 Dose Escalation Trial to Determine the Safety, Tolerance, Maximum Tolerated Dose, and Preliminary Antineoplastic Activity of IKS014, a HER2-Targeting Antibody Drug Conjugate (ADC), in Participants with Advanced HER2+ Solid Tumors

	 
	Principal Investigator: 
	Dr Yeo Jeong So

	 
	Sponsor: 
	Iksuda Therapeutics, Ltd.

	 
	Clock Start Date: 
	04 September 2025



Drs Yeo Jeong So, Niveditas, Azmeena Sajid was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee requested clarification on what circumstances require pre-screening consent. The Research clarified that the pre-screening consent process allows the Researchers to test for HER2, in participants who have not already got a HER2 result from standard of care testing. 
2. The Committee requested clarification on participant access to the investigational treatment, after the study has concluded. The Researcher clarified that participants continuing with treatment depends on their response, tolerance of the investigational medicine and disease progression. The Researcher confirmed that Sponsors only commit to a certain time period, but if participants are doing well on the investigational medicine, then the Researchers  do negotiate with the Sponsors nearer to study conclusion, to discuss continued access to investigational treatment.  
3. The Committee requested clarification on how tissue will be de-identified before sending overseas. The Researcher clarified that participant identifiers will be removed from samples and pathology report documentation will be redacted. 
4. The Committee queried whether the Researchers considered Koha for participants. The Researcher confirmed that no Koha would be provided but visit costs will be reimbursed. 

Summary of outstanding ethical issues

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

5. The Committee requested the Researchers consider whether pregnant and lactating people could participate in the study, given the potentially life-threatening circumstances some, who otherwise would  be participants may face.  
6. The Committee requested the Researchers consider whether all male participants should use condoms if there is a risk of investigational treatment or excipients or metabolites presence in seminal fluid (and therefore a risk of exposure to exposure to sexual partners). Otherwise please clarify in documentation why condoms are specifically required if a participant’s partner is pregnant or lactating. 
7. The Committee noted that the Researchers have asked for consent to notify the General Practitioner (GP of enrolment in this study. However, as participants in this trial have a terminal illness the Committee suggests that notification cannot be mandated but should be strongly encouraged 
8. The Committee requested the Researchers clarify the options for participants not being able to use contact lenses during the study (will glasses be provided etc). 
9. The Committee requested further justification for why participants are screened for active HIV/Hepatitis and whether that would mean automatic exclusions from the study. The Researcher mentioned that this is related to safety and medications impacting cancer treatment, but the Committee require further explanation.


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

10. Please condense the PIS/CF and avoid repetition of information throughout. The Committee suggested shortening the information for ‘part 1’ given that it will not be possible for NZ participants to participate in part 1. 
11. If Iksuda is not a member of Medicines New Zealand, please remove applicable text. (Please refer to the HDEC template for intervention studies for suitable text).
12. Please amend the sentence ‘You may continue to take the study drug as long as you are tolerating it’. The Committee felt this could be misleading for participants when considering access to the investigational medicine after study conclusion.  
13. Please update to mention mandatory premedication.  
14. Please ensure correct terminology is used, specifically referencing ‘gender’ and ‘sex’, use ‘adverse events’ not ‘side effects’ where appropriate
15. Please ensure the costs associated with the study visits are reimbursed for participants. 
16. Please ensure the PIS and the CF are consistent with each other and consider whether future research should be referenced in the screening PIS (if no consent for future research is collected at this point).
17. Please remove reference to multiple sites given that there will be only one site in New Zealand (e.g. ‘per each site’). 
18. Please update to clarify where data will be stored (New Zealand or overseas). 
19. Please update to clarify HDEC approve ethical aspects of the study (not the whole study).
20. Please update as participants must always be informed of notification to other healthcare professionals (unless there is a legal obligation to break confidentiality).

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.)

	5  
	Ethics ref:  
	2025 FULL 23854

	 
	Title: 
	A Phase 3, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Efficacy and Safety of KarXT for the Treatment of Manic Episodes in Bipolar-I Disorder (BALSAM-1)

	 
	Principal Investigator: 
	Associate Prof Wayne Miles

	 
	Sponsor: 
	Bristol Myers Squibb

	 
	Clock Start Date: 
	04 September 2025



Associate Professor Wayne Miles and Deborah Campbell 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 commended the investigators on their thoughtful response to the previous decline of this application.
2. The Committee requested clarification on the maximum length of time, a participant might be admitted as an in-patient. The Researcher clarified that this could be up to 5 weeks. 
3. The Committee requested clarification on whether all potential participants experiencing a manic episode would be voluntarily admitted to an in-patient facility as standard of care, or whether some may be managed in a community care setting. The Researcher confirmed sometimes patients are managed in a community care setting. 
4. The Committee requested clarification on whether the study will mostly recruit participants who have previously been admitted to and are therefore familiar with an in-patient facility. The Researcher confirmed that this is likely. 
5. The Committee requested clarification on whether participants recruited into the study will be active patients of Associate Professor Wayne Miles. The Researcher confirmed they will not be; participants will have an alternative treating clinician. 
6. The Committee requested clarification on whether the participant’s management plan (including titrating off their medication) will be discussed with their treating clinician outside of the study, at an appropriate time (e.g. prior to a manic episode). The Researcher confirmed that the study team will work closely with participant’s treating clinician as appropriate. 
7. The Committee requested clarification on what the standard of care is for bipolar disorder in New Zealand, noting that the WHO lists lithium bicarbonate as an essential medicine. The Researcher clarified that it typically involves treatment with a mood stabiliser and an antipsychotic agent. There is variation in treatment which means there is no international defined pathway. 
8. The Committee queried how it will be determined that titrating off stable medication for the purpose of study participation, is in the best interest of the participant. The Researcher clarified that most potential participants will likely have issues with the medication regime they are already taking and therefore the motivation to try a new regime.  
9. The Committee requested clarification on whether there is a role for whanau of study participants. The Researcher clarified that yes, it will be encouraged for participants to involve whanau in study discussions. 
10. The Committee requested clarification on the optional digital biomarkers and whether electronic devices could be provided to the participants, if not, what privacy protections are in place for use of personal devices. The Researcher clarified that the participants would receive a watch that they will likely need to return at the end of the study, but the Sponsor decided against smart phone provisioning (as the study activity is optional). The Researcher also clarified that the app would only relay information collected from the smart phone (and nothing else). 

Summary of outstanding ethical issues

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

11. The Committee requested additional New Zealand based Peer Reviews be submitted from both psychiatric services and the unit that will admit participants (in writing). These Peer Reviews should assess planned study conduct. Locality approval should provide assurance as to the safe availability of a bed for participants for the duration of their inpatient-study requirements. The Researcher clarified that the Clinical Director and the Director of Mental Health Services for the region, have provided assurance that study resourcing requirements are reasonable so please provide this in writing.  
12. The Committee requested the Researcher submit the EMA and FDA reports referenced in the study application as supportive to HDEC for review. 
13. The Committee requested the Researchers resubmit the rationale for the non-use of a safety data monitoring committee, or equivalent, with the provisional approval response.  
14. The Committee requested the planned consultation with treating clinicians, whanau etc as part of participant management, be documented in the submission. 

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

15. Please create an additional information sheet for whanau. 
16. Please update to clarify what “deterioration” in the participant’s mental health means and how withdrawal from the study is determined (who is involved in the decision, what is the decision pathway etc). 
17. Please clarify that the participant could be an in-patient for up to 5 weeks to take into account the screening and intervention period (as confirmed by the Researcher). The Committee felt this information was not clear in the document. 
18. The Committee requested the Researchers use the HDEC template for wording around contraception available in New Zealand.  
19. Please correct that blood borne viruses are reported to the Medical Officer of Health. 
20. Please update to clarify that the study team should also be notified as soon as possible after contacting emergency medical care (if the participant experiences serious signs of illness or injury). 
21. Please update terminology: from ‘unborn baby’ to ‘pregnancy’ and ‘outcome of the pregnancy’, and from ‘birth control’ to ‘contraception’, from ‘side effects’ to ‘adverse events’. Please remove reference to ‘safe sex’ when referencing contraception. 
22. Please remove reference to the ‘flip of the coin’ and replace “teaspoon” with correct volume
23. Please update to clarify that participants will need to return the provided technical device, the watch for the optional biomarker part of the study (as confirmed by the Researcher). 
24. Please update to explicitly state what blood tests participants will have. 
Decision 


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

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

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







































	6  
	Ethics ref:  
	2025 FULL 23856

	 
	Title: 
	A Phase 3, Open-label Extension Study to Assess the Long-term Safety of KarXT for the Treatment of Mania or Mania with Mixed Features in Bipolar-I Disorder (BALSAM-3)

	 
	Principal Investigator: 
	Associate Prof Wayne Miles

	 
	Sponsor: 
	Bristol Myers Squibb

	 
	Clock Start Date: 
	04 September 2025



Associate Professor Wayne Miles and Deborah Campbell was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee requested clarification on the difference in study design and the difference in participant management, between the main study (in-patient admission for up to 5 weeks) and the extension study (admission for 3 days) with potential for recruiting de novo participants. The Researcher clarified that at this stage the study will only recruit participants who have rolled over from the randomized, double-blind study (de novo participants are a possibility only if recruitment targets are not obtained). The Researcher also clarified that the randomized study is placebo controlled so participants require intense observation due to inherent risk whereas for the extension study, 3 days of observation was considered reasonable given the safety profile of the agent.     
1. The Committee requested that the extension study is assessed only for participants who have rolled over from the original study. The Researcher agreed to this and clarified that if de novo participants will be recruited in future, an amendment will be submitted to HDEC with an additional participant information sheet / consent form (PIS/CF). 
The Committee requested clarification on which mental health questionnaires will/will not be completed with study staff present, and how will the results be managed for questionnaires completed without study staff present. The Researcher clarified that the participant self-assessments are performed electronically and the results can be reviewed on the day via site tablets.

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 the Sponsor considers licensure in New Zealand.

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

Please update to clarify that the blind is maintained in the extension study (so participants will not know whether they previously received placebo or investigational treatment) and that a re-titration will be required to maintain the blind.  
Please update to clarify the circumstances under which clinicians can withdraw participants (vs temporarily withholding investigational treatment).  
Please add details about provided transportation for participants with disabilities (along with who would cover the associated costs).
Please state that Karakia will not be available at the time of tissue disposal. 

Decision 

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

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

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





























	7  
	Ethics ref:  
	2025 FULL 23736

	 

	Title: 
	A Phase 3, Randomized, Double-blind, Placebo-controlled, Multicenter, Parallel-group Study to Evaluate the Efficacy and Safety of Treprostinil Palmitil Inhalation Powder in Participants with Pulmonary Hypertension Associated with Interstitial Lung Disease.

	 
	Principal Investigator: 
	Professor Lutz Beckert

	 
	Sponsor: 
	Insmed Incorporated

	 
	Clock Start Date: 
	04 September 2025



Mrs Joanna van Zyl and Lachlan Clydesdale were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee requested confirmation that device provisioning will be available for participants completing e-diaries. The Researcher confirmed that this will be the case. 

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 the study is registered in a registry prior to commencement.
1. The Committee requested confirmation that no comparator is available in New Zealand. 
1. The Committee requested the Researchers confirm whether participants will have access to the investigational product after the study has concluded. Please clarify what happens after the open-label extension. 
1. The Committee requested the Sponsor considers licensure of the investigational product in New Zealand. 
1. The Committee requested confirmation that there are no other further risks associated with treprostinil palmitil inhalation powder (TPIP), other than those already documented in the submission.
1. The Committee requested clarification on whether there will be any cut-off age for participation in the study. 
1. The Committee requested clarification on screening for blood borne viruses (BBV) and whether this would lead to the routine exclusion of persons with BBV from the trial, and if so, why.
1. The Committee requested clarification on what happens in the event of mental health concerns and whether the plan will be to simply refer participants back to the primary care system. Please also clarify what safety plans are in place for responses to quality-of-life questionnaires. The study team should ensure that they have a documented plan that does not solely rely on publicly funded health services. 
1. The Committee requested participants be reimbursed for their time (especially as some of the procedures are considered to be significant by the Committee). 
1. The Committee requested an update to the data management plan (DMP) to clarify where data will be stored and how long for (25 years stated in submission).   
1. The Committee requested the insurance policy has New Zealand as a covered territory. Please also review the policy currency (currently it is New Zealand dollars and not US dollars). 
1. The Committee requested clarification on whether there is any US federal funding. 
1. The Committee requested clarification on whether the inhaler (a device) is already licensed as a device in NZ or where it is licensed. 
1. The Committee requested clarification that for participants completing e-diaries using their own phone or other device, the nominated app is secure and private. 


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

Please update to clarify what the ‘dry powder’ used as placebo is, so that participants are fully informed as to what they are inhaling.  
Please create a separate appendix to clarify what the exclusion medications are (or other exclusionary criteria that must be met). 
Please provide more information about what the screening tests are (particularly the right heart catheterisation). 
Please consider the wording in the optional right heart catheterisation PIS stating, ‘you may be given some medicine to numb the area of the cut’ to make clear that all participants will be given local anaesthetic. 
Please update to clarify where data will be stored. 
Please update ‘Health Authority’ to MedSafe.
Please review and update contraception information as the document currently states condoms are required even in the case of male/female sterilisation, and therefore, as written, it suggests all sexual partners may be exposed  to the investigational product. If that is the case please advise participants that that is the risk.
Please review and update the information about Māori data sovereignty per the HDEC template HDEC Participant Information Sheet Templates 
Please use correct terminology when referencing gender and sex. 
Please update the participant responsibilities section to recommend storing inhalers and investigational medicine away from children. 
Please explicitly state that unknown risks include life threatening risks. Please replace “understand” with “agree” when referencing withdrawal from study.

Decision 

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

Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
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	Ethics ref:  
	2025 FULL 23803

	 
	Title: 
	A Phase 1, Randomized, Double-Blind, Placebo-Controlled, Multi Part, Single Ascending Dose and Multiple Ascending Dose Study to Assess the Safety, Tolerability, and Pharmacokinetics of ATTO-3712 in Healthy Adult Volunteers and Patients with Atopic Dermatitis

	 
	Principal Investigator: 
	Dr Penelope Montgomery

	 
	Sponsor: 
	Attovia Therapeutics, Inc

	 
	Clock Start Date: 
	04 September 2025



Drs Penelope Montgomery, Cheryl Glover, Ruth Lucas, Sauda Binte Sunjida and Hubert Chen were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee queried the exclusion criterion of major depression and suicide attempts (given the disease in question can be associated with significant psychological distress). The Researcher clarified this is related to the intensive nature of the protocol in terms of the PK collections and visit schedules. 
The Committee queried why participants with blood borne diseases are excluded. The Researcher clarified that participants with blood borne diseases are typically excluded during early phase trials until the safety pathway of the investigational treatment is established. 
The Committee requested clarification on whether there would be likelihood of crossover, and what the study team’s plan is if the investigational treatment is effective. The Researcher established there would not be any crossover in this early phase Ib trial, and participants are fully informed of study design (along with their options after the study) during the informed consent process.  
The Committee requested clarification on how the Researchers will de-identify images taken for review by medical monitors. The Researcher clarified that they are using an experienced vendor that will perform the de-identification. 
The Committee requested clarification on whether device provisioning services will be available for participant completion of e-diaries. The Researcher clarified they have a couple of devices available in case they are needed.
The Committee requested clarification on whether emollients will be provided to participants by the study team. The Researcher confirmed this is the case. 

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 in writing that there is no US federal funding for the study. 
1. The Committee requested the Researchers increase the insurance value. It is suggested that $10,000,000 (NZD) is too low for 2 years.
1. The Committee requested clarification on what cell line the MAB for the novel recombinant agent is grown in.  
1. The Committee suggested that the researchers add quality of life questionnaires to the study design, as the participants are required by the protocol to stop taking their usual medicines and the disease may cause significant psychological distress. Please include a safety plan on what would happen if a participant experienced a major deterioration in their mental health.   
1. The Committee requested that licensure of the investigational product be considered for New Zealand. 
1. The Committee requested a New Zealand specific appendix in the protocol to inform how the photographs will be managed when there is no on-site dermatologist, and how the standard imaging equipment provided is different to other sites.  
1. The Committee noted that if photographs will be used for other purposes (e.g. recruitment) this needs to be consented to by the participant. 
The Committee requested the Researchers assess whether and why barrier contraception would  be recommended, in addition to alternative forms of contraception, particuarly when participants use highly effective contraception 
1. The Committee requested confirmation that the apps used on participants’ own devices (for e-diary completion) are secure and privacy protection is in place to sure no access to data from other areas of the participant’s device or track the device. 
1. The Committee requested clarification on why the reimbursement amount is stated as ‘up to’, and requested certainty for participants. 

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

Please replace “NZ Health Authority” with “MedSafe”.
Please update to ensure that significant risks and study exclusions (i.e. live vaccines) are clearly stated and match the protocol. 
Please update terminology from ‘side effects’ to ‘adverse events’ as appropriate. 
Please update wording as male participants cannot consent to the follow-up of a pregnancy (or neonate). Neither is it mandatory for pregnant participants/partners to consent to the follow-up of a pregnancy (or neonate). This must be by consent.
Please update terminology to clarify that data will be sent to other regulatory agencies (rather than government agencies), as appropriate. 
Please update the possible risks section of the PIS/CF, as participants must always be informed of notification to other healthcare professionals (unless there is a legal obligation to break confidentiality). 
Please update to clarify how the reimbursement will be taxed.
Please update so that it’s explicit what health data the participant will/will not have access to on the study. Please explain in the document why specific data points cannot be accessed by participants, or if the participant does need access to this information, what the implications for continued study participation will be.    
Please update to explicitly state that unknown risks include life threatening risks
Please update the wording around premature withdrawal from the study. The Committee feel that the current wording suggests it will be unsafe for participants to leave the study and could be perceived to be threatening. Please clarify. 
Please update the ‘Who can take part in the study?’ table (or create an appendix) so that all possible eligibility criteria is documented in writing for the participants (currently the document states that other eligibility criteria will be discussed). 
Please update to detail what the rescue medications are, or review how the paragraph is worded.  
Please update wording for clarity that HDEC only provides approval for the ethical aspects of the study.
Please replace “Gross” to “Before Tax”.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Catriona McBean and Dr Andrea Forde. 
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	Ethics ref:  
	2025 FULL 23746

	 
	Title: 
	A Phase 1 Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of Single and Multiple Ascending Doses of TLC-1180 in Healthy Subjects and an Open-Label Assessment of the Relative Bioavailability of, and Effect of Food on, a Tablet Formulation of TLC-1180

	 
	Principal Investigator: 
	Dr Rinki Murphy

	 
	Sponsor: 
	OrsoBio, Inc.

	 
	Clock Start Date: 
	04 September 2025



Dr Rohit Katial, Kayla Malate and Samantha 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.

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

Dr Jennie Harre Hindmarsh declared a potential interest and observed but did not participate inthe discussion of the 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 that part C is dependent on the results from parts A and B, and queried whether part C should be detailed in the current protocol or submitted as a later protocol amendment. The Researcher clarified that this study is identical to a first-generation study currently going into its part C phase. The submission is the same as the initial study submission (parts A, B and C). 
The Committee requested clarification on how participants will be pre-screened in groups, and how the privacy of the participants will be protected. The Researcher clarified that a pre-screening video call will be performed in a group, where the study team provide participants with information and participants can ask questions. No personal data will be shared during the group session. 
The Committee requested clarification on why participants over 55 years old are excluded from study participation. The Researcher clarified that this is Sponsor’s standard requirements, but the Researchers may request an increase in the upper limit of the eligibility criteria. 
The Committee requested clarification on why participants with HIV/Hepatitis are excluded from study participation. The Researcher clarified that this is related to concomitant medication interference. 
The Committee requested clarification on whether the reimbursement wording is appropriate (metropolitan vs nonmetropolitan). The Researcher clarified that after careful review (including by other committees), it was deemed to be appropriate and that participants will be advised about  exact reimbursement costs for travel etc during informed consent. 
The Committee requested clarification on whether participants who stopped smoking more than 90 days prior to first study dosing, are eligible for enrolment. The Researcher clarified that this is the case if other relevant criteria is met (smoking test).
The Committee requested clarification on whether participants with managed/previous mental health issues will always be excluded from study participation. The Researcher clarified that this will be based on clinical judgement and a discussion with the participant during the informed consent process. 
The Committee queried whether the participant information sheet / consent form (PIS/CF) should detail that the study was approved by the Northern A HDEC Committee. The Researcher clarified that it’s documented elsewhere in the PIS that HDEC approval has been received. 
The Committee requested clarification on why the data from the sub- study will be uploaded to the University of Auckland’s cloud storage, and confirmation that the data will not be used for secondary purposes. The Researcher clarified that the data will be stored at the University of Auckland as the University provides the device needed for the study, and that the data will not be used for secondary purposes. 

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 requested clarification on the toxicity effects in animal studies and the concern there is no follow-up planned in the study on sperm quality or fertility testing. The Committee requested that the minuted SCOTT discussion be provided to HDEC for review. 
The Committee requested a protocol update after the Researcher clarified that resolved Hepatitis C should not be an exclusion criterion. 
The Committee requested the final data management plan (DMP) be uploaded for HDEC review (currently only the draft is submitted). 
The Committee requested a review of the terminology use ‘non-primates’, when describing animal species in the PIS/CF. The use of plain English would suggest that the names of the species used be added.
The Committee requested the DMP be updated be aligned with the PIS for the sub-study, in that it should detail the data upload to the University of Auckland. 

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

Please update the risks section to clearly state the potential risks to fertility and the implications of the animal studies. To aid clarity for participants this information also needs to be detailed in the reproductive risks section. 
Please update to provide a lay definition of  ‘mitochondria’ and clarify that mitochondria are inherited through the female line.  
Please update to clarify that participants are not required to provide personal data in the group pre-screening session. 
Please update the ‘who can take part in the study’ section to list prescription/over the counter medications where exceptions apply. A separate appendix can be created to keep the PIS concise. 
Please update to clarify that participants will/will not be allowed out when they are in-clinic. 
Please update to clarify that non-active smokers (where nicotine has been discontinued for 90 days) are eligible to enrol into the study. 
Please ensure it is clearly stated if Karakia will / will not be performed at the time of tissue destruction for tissue staying in New Zealand / sent overseas. 
Please ensure consistent terminology is used throughout the document when referencing tissue disposal / destruction. 

Decision 


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

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

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







































General business

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

	Meeting date:
	21 October 2025

	Zoom details:
	




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

The meeting closed at 17:45
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