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	Committee:
	CEN Health and Disability Ethics Committee

	Meeting date:
	23 June 2026

	Zoom details:
	812 7953 3520



	[bookmark: _Hlk118192453]Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Joan Pettit
	Lay (Intervention Studies) (Chair)
	08/07/2022
	02/03/2030
	Present

	Mrs Sandy Gill 
	Lay (Consumer/Community perspectives) 
	22/05/2020 
	02/03/2030 
	Present 

	Dr Patries Herst 
	Non-lay (Intervention studies) 
	22/05/2020 
	02/03/2030 
	Apology 

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

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

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

	Mr Russ Opland
	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 Dr Patries Herst, Dr Andrea Furuya and Mr Russ Opland. 

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

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 26 May 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25665

	 
	Title: 
	BG-85738-101: A Phase 1a/1b Study Investigating the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Preliminary Antitumor Activity of BG-85738, Alone or in Combination with Other Antitumor Agents, in Patients with Advanced or Metastatic Solid Tumors with RAS Mutations

	 
	Principal Investigator: 
	Dr Sanjeev Deva

	 
	Sponsor: 
	BeOne Medicines NZ Unlimited

	 
	Clock Start date: 
	11 JUNE 2026



Dr Sanjeev Deva, Mrs Ruta Padalkar, Frederico innocenti, Anna Kim, Mrs Mamta Gupta and Anna Be 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 the apparent inconsistency between the protocol and the Participant Information Sheet (PIS) in relation to whether colorectal cancer was included in the study population. The researcher clarified that colorectal cancer technically fell within the broader category of advanced solid tumours but would not be targeted for recruitment initially because the single-agent activity of the investigational product in that setting was uncertain. The Committee were satisfied that no update to the PIS was necessary. 

Summary of outstanding ethical issues

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

2. The Committee noted there was a lack of clarity in the PIS regarding the study design. The Committee noted that the protocol contained a more coherent explanation of the possible dose levels in the dose-escalation plan, the dose-expansion phase and the gastric-acid-reducing-agent sub-cohort, but that this was not translated into participant-facing information. Please update the PIS to add this information and to clarify; how many cycles are involved, how long each phase will take, add a description of how participants will be assigned to a phase and how participants will be invited to the gastric study. Please consider setting out all the procedures common to both phases and then describe the procedures that are different to improve readability of the document. Overall, please consider simplifying the language to support informed consent for participants. 
3. The Committee considered that the PIS did not sufficiently explain the treatment context outside the study. In discussion, the Researcher indicated that participants in the dose-escalation phase would generally have exhausted standard therapy in New Zealand and that the investigational medicine would not otherwise be available to them outside the study. The Committee considered that where access to a study drug may itself constitute a possible benefit of participation, the PIS should explain this transparently and should also explain what alternatives, if any, would be available outside the study.
4. Please clarify the wording regarding first-in human status of the study drug. The Committee noted that the study was the first time the drug had been given to humans (not just for this specific indication) and considered that this should be stated prominently at the start of the PIS. 
5. The Committee also noted that current wording advising participants not to abuse alcohol or other drugs was vague and insufficiently informative, and that it should instead explain clearly what level of alcohol was acceptable, if any, and whether the restriction referred to recreational substances, concomitant medicines or both.

Decision 

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

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

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



	2  
	Ethics ref:  
	2026 EXP 25529

	 
	Title: 
	RISE-FND: A phase 3, single-site, assessor-blinded, randomised controlled trial of Transcranial Magnetic Stimulation Enhanced treatment to Restore Movement Agency and Walking Independence in people with Functional Neurological Disorder.

	 
	Principal Investigator: 
	Professor Cathy Stinear

	 
	Sponsor: 
	N/A

	 
	Clock Start Date: 
	11 JUNE 2026



Cathy Stinear and Ben Scrivener 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 sought clarification on whether the study focused solely on walking or encompassed a broader range of conditions. The Researcher explained that while walking is the primary entry criterion for participation, individuals with additional symptoms may also be included in the study. 
2. The Committee discussed whether access to physiotherapy through the study could constitute a benefit of participation. The Researcher advised that access to appropriate physiotherapy for this condition is often limited within the public system, and that participants may benefit from specialist input that would otherwise be difficult to obtain. The Committee was satisfied with the Researcher’s opinion that this has been appropriately acknowledged in the Participant Information Sheet (PIS), without overstating the therapeutic benefit of a single session.
3. The Committee suggested that any reapplication be referred back to the Central HDEC Committee for further review.

Summary of outstanding ethical issues

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

4. The Committee’s main ethical concern was that the protocol and PIS did not clearly identify the investigational intervention. Through discussion, it became apparent that the study did not merely compare physiotherapy with or without transcranial magnetic stimulation but rather involved a broader investigational treatment strategy comprising education, preparation and movement-related components, with meaningful differences between the two study arms extending beyond a single active element. The Committee considered that the current study documents did not communicate this clearly and therefore did not allow either the Committee or prospective participants to understand what the intervention, or the study aim, actually included. Please update the study protocol and PIS. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement paragraphs 9.8 and Chapter 7. 
5. The Committee discussed the exclusion of participants living with a parent or guardian who provided assistance. The researcher explained that the exclusion was based on observations from an earlier phase of work in which those living in a highly dependent parent-supported context had been identified as a pattern of non-response. The researcher further explained that the exclusion reflected an ethical concern that individuals should not be recruited into an intervention where there was already a reasonable basis to think they were unlikely to benefit. The Committee accepted this clarification and asked that the rationale for exclusion be added into the study protocol. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement paragraph 9.8. 
6. The Committee had some concerns around the justification for the use of the outcome measure referred to as the Tinetti POMA measure. The Committee accepted the explanation that this was considered the most appropriate available measure but considered that the peer review material and protocol should explicitly address any limitations of the measure in this population and the rationale for its use. The Committee requested additional peer-review comment and clarification in the study protocol. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement paragraph 9.25 and 9.8. 
7. The Committee requested that consistent terminology be used throughout the application when referring to questionnaires and surveys (EQ-5D-5L, for example, is a questionnaire).

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

8. The Committee noted that the PIS did not sufficiently explain the emotional and psychological risks associated with the questionnaires and assessments. The Committee expressed concern that some questions could be upsetting and that the current PIS did not explain clearly enough what support would be available if participants became distressed. Although the researcher referred to a safety plan in the application, the Committee considered that this needed to be more clearly reflected in the PIS. Please update the PIS to identify potential distress, explain what would happen if it occurred, and make clear who held responsibility for ensuring participant safety and follow-up. 
9. The Committee discussed future use of data and noted that it was unclear whether this relates to specified or unspecified Research. Please consider updating the wording to provide greater clarity. Please see the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.57. 
10. Please acknowledge the tapu (sacredness) of the head within the PIS. 

Decision 

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


	3 
	Ethics ref:  
	2026 FULL 25043

	 
	Title: 
	Cost-effective AI-based neuromarkers for evaluating methylphenidate efficacy in ADHD treatment

	 
	Principal Investigator: 
	Dr. K. Jack Scott

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	11 JUNE 2026



Dr Jack Scott and Narun Pat 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 Māori and Pacific participation in the study. The Researcher explained that participant information and consent materials in te reo Māori could be made available on request and that there were institutional resources which may assist with Pacific language translation, while also acknowledging the limitations posed by the absence of validated cognitive tools across the full range of relevant languages. The Committee accepted that these issues had been actively considered by the research team and that the present constraints were not the result of a failure to consider equitable participation.

Summary of outstanding ethical issues

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

2. The Committee noted that participant data will be stored ‘indefinitely’ and requested a separate Participant Information Sheet (PIS) and consent form suitable for participants who would later be re-consented in their own right (at the age of 16) for the continued retention of data, together with an explanation in the protocol or Data Management Plan (DMP) of the steps the Researchers would take to contact such participants and what would occur if they could not be contacted. The Committee further noted that if participants could not be contacted at that later stage, the Research team needs to request in this submission a waiver of consent from HDEC to continue retaining and using the data. The Committee requested that future annual progress reports to HDEC include a breakdown of how many 16-year-old participants re-consented for themselves, how many declined, and how many required the waiver. 
3. The Committee requested that footers be added to both the protocol and the PIS, including page numbers, version numbers, and dates
4. The Committee also considered that the application required a more explicit safety plan for suicidal ideation or other concerning disclosures arising in parent-completed or child-completed questionnaires/activities. The Committee discussed the need for a process whereby relevant responses, particularly the item relating to suicidality, could be checked while the parent remained present so that an acute response could be addressed immediately. Please add a safety plan to the study protocol and include details in the appropriate PIS.   
5. The Committee suggested that the identified cultural support trust be notified that it was being named in the participant information as a point of cultural support, so that it would be in a position to respond appropriately if contacted by participants. The Committee regarded this as important to avoid presenting participants with a support pathway that had not in fact been prepared for the study.

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

6. Please update to clearly state that the reimbursement amount provided to participants is intended to cover travel expenses in all applicable PIS. 
7. The Committee noted that the parent or guardian PIS appeared to refer to the parent as if they were the participant. Please update. The Committee also noted that some wording, such as indicating that the child’s participation was essential, risked being coercive. Please consider alternative language.  
8. Please amend the PIS for parents of controls to ensure it does not refer to completing ADHD questionnaires for children who do not have ADHD.  
9. The Committee suggested that the Researcher use the terms “older” and “younger” assent rather than specifying ages, to better reflect that capacity is not strictly determined by chronological age.
10. The Committee suggested that the term “dependant” be removed from the assent forms. The Committee also requested that the assent forms avoid using terms such as “caretakers, caregivers, guardians” or “nana,” and instead use more appropriate language (e.g. “the grown-up who has brought you in”).
11. The Committee identified the need for a separate assent form for control participants who do not have ADHD, because the existing child assent material contained wording about medication and experiences that was not applicable to control children. Please submit this new assent form to HDEC. 
12. The Committee suggested clear and consistent labelling of all PIS, consent forms and assent forms, including specifying the relevant study group (e.g. “Assent Form for ADHD”) within the document headings. This is to prevent confusion. 

Decision 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 Rebekah Jaung and Dr Cordelia Thomas. 


	4  
	Ethics ref:  
	2026 EXP 26108

	 
	Title: 
	Just-in-Time Adaptive Intervention Artificial Intelligence system in tinnitus digital therapy study

	 
	Principal Investigator: 
	Professor Grant Searchfield

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	11 JUNE 2026



Professor Grant Searchfield and Mr Ke Mao 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 suggested that any reapplication be referred back to the Central HDEC Committee for further review.

Summary of outstanding ethical issues

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

2. The Committee remained concerned about the use of the Depression Anxiety and Stress Scale (DASS). Although the researcher clarified that the DASS was intended to monitor participants’ mental state rather than diagnose anxiety or depression, the Committee considered that its inclusion created a foreseeable risk of eliciting distress or identifying participants with severe symptoms. The Committee noted that the current safety plan was insufficiently concrete, particularly where very severe scores might emerge, and that referral language such as ‘we will refer’ lacked specificity about what would be done, by whom and in what timeframe. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 11.25. The Committee accepted the Researcher’s willingness to remove use of the questionnaire, and replacing it with a less triggering option, in light of the ethical concerns raised. Please update the study documents to reflect this change. 
3. Once you identify the new questionnaire used for screening, please revise the study documents to clarify that study enrolment will be limited to those individuals who meet the express enrolment criteria identified through that screening questionnaire.
4. The Committee further required clarification of inclusion and exclusion criteria relating to anxiety and depression. The discussion revealed uncertainty in the study documents about whether participants with diagnosed but stable and managed anxiety or depression could take part, and about whether commencing medication or therapy during the study would trigger discontinuation. The Committee considered that participants must be given a clear and accurate explanation of eligibility criteria. The Committee requested that the protocol and Participant Information Sheet (PIS) clearly identify who would be eligible, what constitutes stable management, and under what circumstances a participant would need to discontinue the study (and how this would be done). See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraphs 9.8 and Chapter 7. Please align the revised inclusion criteria reqarding permitted stable mental conditions with the protocol provisions on  prohibited psychotherapy and counselling.
5. The Committee suggested that the protocol refer to approval by HDEC generically, rather than naming a specific Committee.

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

6. The Committee’s concern was that the PIS/CF, including the control participant information documents, remained unclear and in places inaccurate following the earlier round of review. The Committee noted that the control participant information sheet still referred to tinnitus and to referral to a tinnitus clinic, despite being intended for people who did not have tinnitus, and that language describing arousal or stress remained insufficiently clear for participants. Please revise. See the National Ethical Standards for Health and Disability Research and Quality Improvement Chapter 7. 
7. The Committee discussed the status of the device-based therapy referred to as Q Core. The researcher clarified that the therapy itself was already available in New Zealand through audiologists and that the purpose of the study was to investigate the mechanisms underpinning the intervention and the changes associated with it, including additional biological measures not present in earlier work. Please provide clearer explanation of the Q Core approval status, whether it should be described as software as a medical device rather than simply an ‘app’ and what is investigational about the study device as opposed to the therapy it delivers.  The Committee also noted that participants would be allowed to retain the Q Core device after study completion and requested the PIS be updated to clarify what will happen to participant data associated with the device after study completion. Please also address any costs associated with that continued use.  See the National Ethical Standards for Health and Disability Research and Quality Improvement Chapter 7.    
8. Please ensure that data storage arrangements are consistent across both PIS/CF, specifically when the 10-year retention period will begin (is it end of the study? etc). 
9. Please replace the term “treatment” with “study intervention” to ensure accurate and non-therapeutic framing in alignment with research activities. 
10. Please ensure that all acronyms be written in full at their first occurrence within the PIS/CF. 
11. Please consistently use first-person language (e.g. “you” and “your tinnitus”) throughout the PIS/CF. 
12. Please review for spelling accuracy. 
13. The Committee suggested that Figure 3 from the protocol be incorporated into the PIS, to enhance clarity and participant understanding of the study procedures. 

Decision 


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


	5  
	Ethics ref:  
	2026 FULL 25960

	 
	Title: 
	A Phase 2b, Multicenter, Randomized, Double-blinded, Placebo-controlled, Parallel-group, Dose-finding Study to Evaluate the Efficacy and Safety of IMG-007 in Adult Participants with Moderate-to-Severe Atopic Dermatitis

	 
	Principal Investigator: 
	Dr Amy Stanway

	 
	Sponsor: 
	Inmagene LLC

	 
	Clock Start Date: 
	11 JUNE 2026



Dr Amy Stanway and other members of the Research team (names unknown) 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 the study safety plan in relation to the suite of questionnaires, including instruments dealing with mood and suicidality. The researcher clarified that if there were concerns about an immediate crisis, participants would be referred in the same way as other patients in the health system, including referral to the crisis team or the emergency department as required, and that a member of the research team would accompany and support a participant if necessary. The Committee accepted that this clarification alleviated concern that participants would simply be directed to generic resources without in-person follow-up. 

Summary of outstanding ethical issues

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

2. The Committee requested that the Data Management Plan (DMP) be updated to clearly specify the data journey for information entered via participants’ smartphones, including where the data will be stored, the modality of data entry, who has access to the data etc. The Committee also requested that information about any third-party vendors involved be identified beyond “suitably qualified”, along with details of their security and privacy policies. 
3. The Committee asked why individuals with Hepatitis B or Hepatitis C are excluded from the study. The Researcher advised that the investigational drug is immunosuppressive, and that including these individuals would pose an increased risk. Please update the study protocol with this justification for exclusion. 
4. The Committee noted that research activities cannot be stopped for commercial reasons in New Zealand, and requested that the protocol reflect that the continuation or cessation of the study is based solely on ethical, scientific, or safety considerations. 

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

5. The Committee required clarification of the apparent inconsistency regarding whether the study drug has been given only to healthy participants or had also been given to participants with dermatitis or alopecia. The Committee considered this ethically important because participants in an investigational medicine study must be able to understand how limited the prior human experience is and what this may mean for uncertainty about risks. Please ensure the information provided in the PIS is accurate. 
6. The Committee requested that the PIS/CF more clearly qualify confidentiality. The current wording indicated that all information would remain confidential, but the Committee considered that this statement was too absolute in circumstances where acute risk to the participant or to others could justify disclosure for safety purposes.
7. Please update the section describing IMG07 as an investigational treatment to clearly state how many human participants had previously received it, because this information appeared elsewhere in the PIS but not where participants would reasonably expect it.
8. Please make further revisions around language, images and rights. Please remove gendered language relating to pregnancy and breastfeeding, provide clearer explanation of restrictions on sunlight exposure and sunscreen use, and give explicit reassurance that any photographs viewed by study staff or sponsor representatives would be masked to remove identifying features. The Committee also noted that participant rights clauses concerning access to personal data during the study were inconsistent with the Health Information Privacy Code and would need to be revised to explain that participants could request their data, although this might require withdrawal from the study. 
9. Please remove the term “treatment” be removed, as it may imply therapeutic benefit for an investigational intervention. The Committee advised that neutral terminology such as “Study Period 1” and “Study Period 2” be used instead. 
10. The Committee requested that any consent to monitor a baby following pregnancy not be sought prior to the child’s birth.
11. The Committee also requested revision of the optional procedure PIS/CF for skin tape stripping. The Committee noted that the description did not explain what tape stripping involves. Please also provide a compensation statement in this document. 

Decision 


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
2. 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).
3. 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 Rebekah Jaung and Ms Sandy Gill. 




















































	6 
	Ethics ref:  
	2026 FULL 26136

	 
	Title: 
	A Phase 3, two-part, double-blind, randomized, placebo-controlled study to investigate the safety and efficacy of efimosfermin alfa injection in adult participants with compensated cirrhosis (stage F4 fibrosis) due to metabolic dysfunction-associated steatohepatitis (NEBULA-2)

	 
	Principal Investigator: 
	Dr Jing Hieng (Jeffrey) Ngu

	 
	Sponsor: 
	GSK Research & Development Limited

	 
	Clock Start date: 
	11 JUNE 2026



Sandra Hargrove, Heather Madsen and Katherine Denton 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 the relationship between the NEBULA-1 and NEBULA-2 study protocols, including the extent of overlap in their target populations. The Researcher clarified that the studies address different research questions, with one requiring biopsy-confirmed stage 4 fibrosis and the other not, resulting in distinct population groups. The Researcher further advised that both studies will recruit concurrently, with site investigators determining which protocol to implement. The Committee was satisfied with this explanation so long as participants who may qualify for both studies are presented with the choice.


Summary of outstanding ethical issues

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

2. The Committee was concerned about the prohibition on initiation of long-term weight-loss interventions, including GLP-1 therapies, for a set period in both studies. The Researchers explained that participants could still undertake diet and exercise measures and that stable pre-existing GLP-1 therapy could continue, but the Committee considered that there remained a significant ethical issue where participants with a condition for which GLP-1 therapy may become increasingly relevant could be asked to delay initiation of that therapy. The Committee considered that a strong explicit justification was required for this restriction, because it directly affects what participants might be foregoing by joining the study and could become increasingly significant as access to weight-loss interventions evolves. 
3. The Committee requested that insurance coverage be maintained for the full duration of the study, ensuring that participants remain protected until study completion. 
4. The Committee asked the Researchers to carefully consider how information about both studies is presented to participants who may be eligible for either protocol. The Committee emphasised that enrolment should not appear to be driven solely by investigator preference,  and requested that participants be fully informed of the differences between the two studies, including the relative duration and associated participant burden. The Committee highlighted this as an ethically important issue, noting that participants must clearly understand the alternatives available to them to support informed decision-making. Please provide some information on this to HDEC.

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

1. Please provide clearer participant-facing explanation of the standard-of-care context in comparison to participating in the study (and if participants would have to forgo any standard-of-care treatment to participate in the study).
2. Please clarify that not all New Zealand sites would be able to undertake every scan listed in the protocol and that only specific sites can perform certain scans. 
3. Please revise the PIS to clarify insurance and compensation wording. The Committee identified an inconsistency between the no-fault insurance certificates and wording in the PIS. 
4. Please revise the restarting treatment PIS to clearly state that any participant restarting the study intervention will do so on the same study arm to which they were originally allocated. 
5. Please clarify whether there is a crossover period / open label extension for placebo participants. 
6. The Committee requested that references to HDEC monitoring the study be revised, as this is misleading. The Committee noted that HDEC does not undertake routine monitoring or auditing of studies and asked that the wording be updated to accurately reflect HDEC’s role
7. Please ensure that any stipend value be clearly specified prior to the commencement of the study. Please correct any contradictory information that currently exists within the document. The Committee also noted the importance of providing koha to participants, including modest gestures of appreciation such as a thank you card, in recognition of participants’ contribution to the research. 
8. The Committee requested that a warning be included in the PIS regarding the potential for emotional distress arising from questionnaire completion, particularly where quality-of-life or similar measures may elicit sensitive responses. Please describe a clear safety plan. 

Decision 


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

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

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
















































	7  
	Ethics ref:  
	2026 FULL 26122

	 
	Title: 
	A Phase 3, double-blind, randomized, placebo controlled, 2-arm study to investigate the safety and efficacy of efimosfermin alfa injection in adult participants with compensated cirrhosis due to metabolic dysfunction-associated steatohepatitis (NEBULA-1)

	 
	Principal Investigator: 
	Dr Jing Hieng (Jeffrey) Ngu

	 
	Sponsor: 
	GSK Research & Development Limited

	 
	Clock Start date: 
	11 JUNE 2026



Sandra Hargrove, Heather Madsen and Katherine Denton 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 the relationship between the NEBULA-1 and NEBULA-2 study protocols, including the extent of overlap in their target populations. The Researcher clarified that the studies address different research questions, with one requiring biopsy-confirmed stage 4 fibrosis and the other not, resulting in distinct population groups. The Researcher further advised that both studies will recruit concurrently, with site investigators determining which protocol to implement. The Committee was satisfied with this explanation so long as participants who are eligible for both studies are given the choice.

Summary of outstanding ethical issues

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

2. The Committee was concerned about the prohibition on initiation of long-term weight-loss interventions, including GLP-1 therapies, for a set period in both studies. The Researchers explained that participants could still undertake diet and exercise measures and that stable pre-existing GLP-1 therapy could continue, but the Committee considered that there remained a significant ethical issue where participants with a condition for which GLP-1 therapy may become increasingly relevant could be asked to delay initiation of that therapy. The Committee considered that a strong explicit justification was required for this restriction, because it directly affects what participants might be foregoing by joining the study and could become increasingly significant as access to weight-loss interventions evolve. 
3. The Committee requested that insurance coverage be maintained for the full duration of the study, ensuring that participants remain protected until study completion. 
4. The Committee asked the Researchers to carefully consider how information about both studies is presented to participants who may be eligible for either protocol. The Committee emphasised that enrolment should not appear to be driven solely by investigator preference, and requested that participants be fully informed of the differences between the two studies, including the relative duration and associated participant burden. The Committee highlighted this as an ethically important issue, noting that participants must clearly understand the alternatives available to them to support informed decision-making. Please provide some information on this to HDEC. 

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

1. Please provide clearer participant-facing explanation of the standard-of-care context in comparison to participating in the study (and if participants would have to forgo any standard-of-care treatment to participate in the study).
2. Please clarify that not all New Zealand sites would be able to undertake every scan listed in the protocol and that only specific sites can perform certain scans. 
3. Please revise the PIS to clarify insurance and compensation wording. The Committee identified an inconsistency between the no-fault insurance certificates and wording in the PIS. 
4. Please revise the restarting treatment PIS to clearly state that any participant restarting the study intervention will do so on the same study arm to which they were originally allocated. 
5. Please clarify whether there is a crossover period / open label extension for placebo participants. 
6. The Committee requested that references to HDEC monitoring the study be revised, as this is misleading. The Committee noted that HDEC does not undertake routine monitoring or auditing of studies and asked that the wording be updated to accurately reflect HDEC’s role
7. Please ensure that any stipend value be clearly specified prior to the commencement of the study. Please correct any contradictory information that currently exists within the document. The Committee also noted the importance of providing koha to participants, including modest gestures of appreciation such as a thank you card, in recognition of participants’ contribution to the research. 
8. The Committee requested that a warning be included in the PIS regarding the potential for emotional distress arising from questionnaire completion, particularly where quality-of-life or similar measures may elicit sensitive responses. Please describe a clear safety plan. 

Decision 


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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Sharon Kletchko and Ms Joan Pettit. 
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	Ethics ref:  
	2026 FULL 26083

	 
	Title: 
	HCXT-2001-PS-1-02: A Phase 1 Clinical Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Immunogenicity of HCXT2001 Tablets and HCXT-2001 Tablets(A) After Single Administration in Healthy Adult Participants

	 
	Principal Investigator: 
	Dr Laura Elliott

	 
	Sponsor: 
	Shanghai Peptidstar Therapeutics Limited

	 
	Clock start date: 
	11 JUNE 2026



Dr Laura Elliot, Charlene Both, Ruth Lucas, Naomi Kmetyk, Fen Liu, xzhang and an additional Sponsor representative (name not declared) 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 the use of the submitted advertisements and sought clarification on which materials would be used by the Research team. The Researcher advised that the advertisements are utilised flexibly at different times (“pick and mix”). The Committee were satisfied that the language and placement of all submitted advertisements were approved. 
2. The Committee discussed the absence of a sentinel dosing plan within the study submission, which is common practice in first-in-human studies for participant safety. The Researcher clarified that a sentinel dosing approach has not been included, as dose levels are informed by an ongoing study of HCXT-2001 in China, where higher doses have already been administered. The Researcher noted that data for the HCXT-2001 (A) formulation and how this can be applied is still pending.

Summary of outstanding ethical issues

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

3. The Committee requested that the Researcher revise the period for retaining identifiable data, noting that 25 years is excessive, and instead ensure that identifiable information is not stored longer than is required. See the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 12.13.
4. The Committee requested that the Researcher remove the statement in the ‘Data and Tissue collection’ section of the Data Management Plan (DMP) where data is described as being collected from questionnaires, interviews, and app downloads, if this is not applicable to the study. 
5. The Committee requested that the Researcher provide further detail in the protocol on the timing intervals between cohorts.

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

6. Please update the PIS/CF to ensure it accurately reflects the study protocol and objectives. This includes clearly referencing HCXT-2001 Tablets (A), explaining the differences between the two formulations, outlining how each may affect participants, and providing the rationale for comparing two formulations containing the same active ingredient, including why both require investigation. The Committee further requested that the Researcher include information about the ongoing study in China, noting that higher doses of HCXT-2001 have already been administered, and to provide a summary of relevant outcomes (including whether any significant adverse events have occurred), to support transparency and informed consent. The Committee considered that the current PIS/CF does not adequately support informed consent for participants (given there is no mention of HCXT-2001(A)) and requested these revisions in line with the National Ethical Standards for Health and Disability Research and Quality Improvement, paragraph 7.15.
7. Please update the box at the beginning of the document that states “Taking part in this research is your choice” to clearly state, in bold, that the study is a first-in-human trial. 
8. Please clarify the duration of the research clinic stay described as “from Day -1 to Day 5,” and revise this to state the actual total number of days.
9. Please revise the wording on page 12 as parental consent cannot be provided on behalf of a baby prior to birth.
10. Please replace references to the “New Zealand Health Authority” with “Medsafe” to ensure accuracy and consistency with the appropriate regulatory terminology.
11. Please clearly specify whether vaping constitutes an exclusion criterion, and if so, under what conditions. 
12. Please provide greater specificity regarding alcohol consumption, clearly outlining what level of intake is permitted and what threshold would constitute an exclusion criterion.
13. Please update the physical examination section to clarify the description of “checking the brain”, including specifying what assessments or procedures this involves. Please also clarify whether participants would be required to remove their clothing for any of these examinations and whether they can have a support person with them if they feel uncomfortable. If they can request a doctor of a specific gender, please state this. 
14. Please provide greater clarity in the responsibilities section regarding which foods, drinks, and activities participants must avoid during the study, including specifying examples (e.g. whether consumption of coffee is permitted). 
15. Please clarify whether coded data will be retained for 25 years or indefinitely, noting that there is conflicting information within the document (pages 15 and 16). Please ensure consistency throughout the document. 
16. Please provide further detail in the Māori data section (page 16), including clarification of what will occur in relation to Māori data, and any specific actions or considerations that will be applied. 
17. Please reconsider how the total blood volume to be collected (300 mL) is presented in the document. The Committee recommended that the amount be broken down by visit, as presenting the total volume alone may be alarming to participants.

Decision 

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








































General business

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

	Meeting date:
	28 July 2026

	Zoom details:
	To be determined




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

The meeting closed at 15:30pm. 
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