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	                  Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	24 March 2026

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:15am
	
	Secretariat Update
	
	

	10:15am-10:45am
	
	Committee Welcome
	
	

	10:45am-11:15am
	2026 FULL 25261
	Resubmisssion - Intranasal steroid delivery in Children with Glue Ear: A preference and Compliance Study
	Dr Harry Cheng-Hao Wu
	Ms Joan Pettit / Dr Patries Herst

	11:15am-11:45am
	2026 FULL 23013
	Online Cognitive Stimulation Therapy - A clinical trial of a telehealth treatment for dementia mate wareware
	A/Prof Hamish Jamieson
	Dr Andrea Furuya / Ms Sandy Gill

	11:45am-12:15pm
	2026 FULL 24892
	M25-268-A Phase 2a Multicenter Platform Study of Investigational Products for the Treatment of Adult Subjects with Idiopathic Pulmonary Fibrosis- Substudy 1- ABBV-142 VS PLACEBO
	Dr Benedict (Ben) Brockway
	Ms Jessie Lenagh-Glue / Dr Patries Herst

	12:15pm-12:45pm
	
	Break (30 mins)
	
	

	12:45pm-1:15pm
	2026 FULL 24651
	Cool Kiwi Kids
	Dr Amy Kercher
	Dr Cordelia Thomas / Dr Rebekah Jaung

	1:15pm-1:45pm
	2026 EXP 25364
	Development of an AI-based tinnitus therapy version 3
	professor Grant Searchfield
	Dr Andrea Furuya / Ms Sandy Gill

	1:45pm-2:15pm
	2026 FULL 24925
	Improving Early Detection of Heart Disease for Māori
	Dr Anna Rolleston
	Mr Russell Opland / Dr Rebekah Jaung

	2:15pm-2:45pm
	2026 FULL 25204
	Chiropractic Care for Cerebral Palsy in Aotearoa
	Dr Imran Amjad
	Mr Chris Bernhardt / Dr Rebekah Jaung



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

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

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

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

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

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




Welcome
 
The Chair opened the meeting at 10:00am and welcomed Committee members, noting that no apologies had been received. 

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 24 February 2026 were confirmed.








New applications 


	[bookmark: _Hlk225177093]1  
	Ethics ref:  
	2026 FULL 25261

	 
	Title: 
	Optimising intranasal corticosteroid delivery for Tamariki with OME: A crossover trial comparing fluticasone metered-dose inhaler (MDI) versus aqueous fluticasone nasal spray.

	 
	Principal Investigator: 
	Dr Harry Wu

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	12 March 2026



Dr Harry Wu 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.

Dr Rebekah Jaung declared a potential conflict of interest and the Committee decided to excuse her from the discussion and decision for this application.

Summary of resolved ethical issues 

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

1. The Committee queried what current standard of care is regarding steroid treatment, for children with glue ear and how the 8-week time frame was decided upon. The Researcher advised that the 8-week time frame is the study time frame and that children with glue ear receive steroid treatment from their appointment with the Ear nose and throat specialist until their surgical appointment.

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 queried how compliance will be measured. The Researchers advised they will weigh the devices to determine how many doses have been used. The Committee recommend having a participant diary to record when doses are taken. Additionally, the Committee suggested adding a question to the questionnaire specifically about how well the child complied with taking the doses during the study.
3. The Committee requested that the Data Management Plan is updated to remove reference to quality-of-life questionnaires which are not being used in this study and future research if this is not intended. Additionally, remove from 7.3 references to anonymising data, as data will be coded in this study.
4. The Committee suggested considering how the koha is distributed between the parent and the child.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
5. Please make clear that the adapter is the investigational aspect of the study, not the medication, and that the adapter is not available outside of the study. Please provide an explanation for why the researchers believe that this adapter could be more effective.
6. Please highlight the importance of use of the medication and explain that if it can resolve the glue ear it could mean the child may no longer require surgery.
7. In the parental PIS please clarify that parents will be participants and that this will involve answering a questionnaire. In the consent form there should be a statement acknowledging that the parents are consenting to participate, alongside their child. Additionally review to ensure that the correct people are referred to throughout, whether that is “you”, “your child” or “you and your child”.
8. Please clarify on page 4 of the parents PIS, that contact may be made by phone during the study.
9. Please amend the statement on page 5 to reflect that HDEC only approve ethical aspects of the study.
10. On page 5 please add information about identifiable data, such as where this is stored, for how long and who has access.
11. Please change “care giver” to “guardian”.
12. In the younger child assent form information appears to be doubled up, please remove the duplicated information.
13. Please refer to the PIS and assent forms for children as “younger” and “older” rather than specifying age, as comprehension levels can differ regardless of age.
14. Please amend the older child’s PIS to advise them to tell a member of the study team if they wish to withdraw.
15. Please change “I am happy” to “I agree” in the assent forms.
16. On page 4 of the main PIS please add that the child must give assent. Remove parent from the statement “parent or legal guardian”, as parents are legal guardians.
17. Please correct references to the “Health and District Ethics Committee” to “Health and Disability Ethics Committee”.
18. Please revise the sentence on page 6 about compensation and insurance, as it currently does not make sense.
19. Please add that participants have the right to request correction of information held about them or their child.
20. Please acknowledge tapu of the head and the potential for participants to feel whakamā. 
21. Please explain what happens at the end of the study, in terms of ongoing steroid use, placement on the surgical list, and whether the participant can continue to use the investigative adapter if they found this preferential. 
22. Please add to the consent form a statement asking if participants wish to receive a copy of the results of the study and remove all other tick boxes.
23. Please state the specific koha parents and children will receive.
24. Please amend the statement about the retention of data to remove reference to New Zealand legislation and state that data will be retained for ten years after completion of the study or when the youngest child turns sixteen, whichever is longer.

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 Patries Herst.
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	Ethics ref:  
	2026 FULL 23013

	 
	Title: 
	Virtual Cognitive Stimulation Therapy - pragmatic randomized Controlled Trial & Health economic assessment

	 
	Principal Investigator: 
	Associate Professor Hamish Jamieson

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	12 March 2026



Associate Professor Hamish Jamieson, Associate Professor Gary Cheung and
Hans Ulrich Bergler 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 noted that the Participant Information Sheet (PIS) states, “please read” and queried how the Researchers will determine that potential participants have the literacy and cognitive ability to read and understand the PIS/CF. The Researchers advised that this will be determined by the study assistant during the consenting process and if necessary, they will read the PIS to the participant and explain as required.
2. The Committee queried whether support people will be compensated for participation. The Researchers advised that neither the participants with Dementia nor their support people will be compensated. Instead, payment will be made to the Dementia support organisations.
3. A Committee member offered to provide guidance on amending the documents in response to the Committees feedback. Please contact the Secretariat if you wish to take up this offer. hdecs@health.govt.nz

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 noted that the quality-of-life questionnaires are collecting mental health information and that there needs to be a safety plan in the protocol that documents how any concerns will be acted upon.
5. The Committee noted that the Data Management Plan (DMP) states that data may be used for future research, but this is not in the PIS/CF. If there is no intention to use the data for future research, please remove this from the DMP, alternatively if data will be used for future research, please include this in the PIS/CF.
6. The Committee noted that the Zoom instructions are very complicated and requests that this be simplified, and that the tablet be set up to make it as easy as possible. Additionally, the Committee requests that participants be given some in-person instruction if they are unfamiliar with Zoom.
7. The Committee requested that it be made clear in the protocol that HWW is not part of this study and will be assessed in a separate study.
8. The Committee requested that the investigator provide a documented safety plan for home visits.

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

9. Please state in the PIS that the interview will be audio and video recorded and that the Zoom session will be recorded.
10. Please state participants were selected for the study because they have dementia and that they were referred by a dementia support organisation. Explain that CST is standard of care and the rationale for virtual CST. Describe the purpose of the study.
11. Please state that during the group sessions the other participants will be aware of your diagnosis. 
12. Participants should be advised of the type of questions that will be asked and what potential actions could be taken based on answers provided.
13. Please clarify what is meant by the tablet being “locked”. Additionally, clarify that participants will not be able to keep the tablet after the study.
14. Please clarify who will provide ongoing support once the study ends, and what this support will include.
15. Please correct reference to “Human Disabilities Ethics Committee” to “Health and Disabilities Ethics Committee”.
16. Please clarify that the home visit is in person and not online.
17. Please complete the sentence that “vCST might not be as effective” to state “as in person CST”.
18. Please amend the statement about who has access to the participants information.
19. Please add that participants have the right to request correction of their information.
20. In the support person PIS please rephrase the statement about referral to disability services.
21. Please make GP notification mandatory.
22. Please add to the consent form a statement that the participant is consenting to the Researchers asking the participants support person questions about them.
23. Please add to the consent form a statement that the participant is agreeing to keep confidential the information disclosed in the group session by other participants.
24. Please state in the support person PIS, that if they choose to withdraw this will not affect the person with dementia participation. 
25. Please clarify whether there will be any breaks during the sessions.
26. Please specify what health data will be linked.

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 Andrea Furuya and Ms Sandy Gill.
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	Ethics ref:  
	2026 FULL 24892

	 
	Title: 
	A Phase 2a Multicenter Platform Study of Investigational Products for the Treatment of Adult Subjects with Idiopathic Pulmonary Fibrosis- ABBV-142 Monotherapy

	 
	Principal Investigator: 
	Dr Ben Brockway

	 
	Sponsor: 
	AbbVie Pty Ltd

	 
	Clock Start Date: 
	12 March 2026



Dr Ben Brockway, Jan Cowan and Anita Ariyarajah 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 acknowledged that today’s application is a platform study and the first sub study. Additional sub studies will need to be submitted as separate applications, ideally to the same HDEC Committee. The Researchers confirmed that participants will consent separately to each sub study, rather than the study as a whole.
2. The Committee sought clarification about whether the sponsor would receive identifiable or coded data. The Researchers confirmed that the sponsor will only receive coded data and that the site will retain the identifiable data.
3. The Committee noted that advertising materials have been provided but the submission indicates that advertising would not be used. The Sponsor advised that these will be removed.
4. The Committee noted in the case that a participant becomes pregnant an amendment should be submitted with a separate consent form to follow up on the pregnancy and again for any resulting baby.
5. The Committee queried what data the watch will be collecting and whether this will be coded. The Reserarchers advised that it is a fitness watch collecting data such as steps and heart rate, and that this will be coded data.

Summary of outstanding ethical issues

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

6. The Committee noted that a safety plan needs to be documented in the protocol for how disclosure of mental health issues will be managed.
7. The Committee noted that the master protocol describes pooling data to use across sub studies to reduce the number of placebo controls required. Participants would need to consent to this and to any other ways their data might be used as described in the master protocol. Please either detail this in each sub study PIS/CF or create a separate PIS/CF that relates to the master protocol. 
8. The Committee requested that to manage the conflict of interest, the approach for recruitment should be done by a research nurse, rather than the patient’s clinician. 
9. The Committee requested that the requirement for participants to provide receipts is removed, due to the extra burden this places on participants. Instead, the Committee recommends giving a standard per visit payment to reimburse for costs.
10. The Committee requested an explanation of the rationale for excluding individuals with Hepatitis or HIV, noting that there should be a specific scientific or safety reason for this, rather than a routine exclusion.

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

11. Please add a box on the front page to highlight that this is the first time this medication will be used in Idiopathic Pulmonary Fibrosis. See the HDEC template for an example. Participant Information Sheet templates | Health and Disability Ethics Committees
12. Please remove duplicated information to reduce the overall length of the PIS.
13. Please include advise about the type of questions that will be asked and what processes are in place to respond to mental health concerns.
14. On page 3 please amend “Southern however” and correct the statement regarding age.
15. On page 6 please clarify what “accessories” refers to.
16. On page 13 please state the current incidences for each of the listed potential side effects. Also, clarify where this data has come from, for example studies in healthy volunteers or animal studies.
17. Please state which countries coded data will be sent to.
18. Please use gender neutral language throughout.
19. Please refer to ml’s of blood, rather than spoons.
20. Please clarify that “local doctor” means GP.
21. Please state that karakia will not be available at the time of tissue disposal as samples will be sent overseas.
22. Please state the ethical aspects of the study have been approved by the Central HDEC.
23. Please rephrase “treatment period”, as this is research.
24. Please remove reference to randomisation being like rolling some dice.
25. Please add an option on the consent form for participants to indicate if they wish to receive a lay summary of results at the end of the study.
26. In the data section please remove references to types of data that are not relevant for this study, for example photographs.
27. Please align the reproductive risks information on pages 15 and 17, currently it is contradictory regarding risks for males.
28. Please make notification of the GP mandatory.
29. Please amend the statement that participants may be withdrawn at any time for any reason.
30. Please provide more details with regard to Māori data sovereignty. 

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 Jessie Lenagh-Glue and Dr Patries Herst.
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	Ethics ref:  
	2026 FULL 24651

	 
	Title: 
	Cool Kiwi kids - a pilot anxiety intervention for primary-aged children

	 
	Principal Investigator: 
	Dr Amy Kercher

	 
	Sponsor: 
	Te Whatu Ora Waitematā

	 
	Clock Start Date: 
	12 March 2026



Dr Amy Kercher 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 noted that children involved in this study will miss a lot of class time and queried whether any consideration has been given to conducting the visits outside of class time. The Researcher advised that it will be up to each school as to whether visits will be during class time or after school and noted that overseas studies had found better compliance when conducted during class time.
2. The Committee queried how the potential for stigmatisation will be managed. The Researcher advised that the feedback they have received from the education sector is that this is less of an issue than it used to be and currently it is common for students to come out of class for a variety of different programs. 

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 noted that currently the consent process is described as occurring online and recommended that there is an in-person interaction where people can ask questions about the study prior to giving consent. The Committee suggested that a hui at each school could be a good way to approach this. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.16 – 7.17).  
4. The Committee requested that information outlining how the intervention has been adapted from the international program to the New Zealand context, particularly regarding responsiveness to Māori, be provided in the protocol and PIS. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.8).  
5. The Committee requested that information about which process decisions sit with which stakeholders should be outlined in the protocol, for example, each school deciding whether visits should occur during school time or after school.
6. The Committee advised that the protocol needs to clearly articulate the process for each of the three possible settings for this study. That is, in school, after school and at the CAMHS site.
7. The Committee requested a flow chart be included in the protocol, that illustrates the different pathways that children can take through the study, from recruitment to the intervention.
8. The Committee requested that the protocol clarify which parts of the screening process are standard of care and what is undertaken specifically for the study.
9. The Committee noted that the safety plan will need to include a process other than contacting whānau, should the child raise issues regarding the whānau. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4 – 8.6).  
10. The Committee requested that an analysis plan be detailed in the protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).  
11. The Committee requested that page numbers be added to the protocol.
12. Please provide more information about the content of the study sessions.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15): 

13. Please provide language in the PIS addressing the risks and benefits associated with each local school decision regarding when the sessions will occur.  If during the school hours, please describe how participants will catch up missed content from the standard curriculum.  Compliance may be better from the researcher’s perspective, but consideration should be given to what the cost is to the participants for higher compliance.  If after school, there may be inconvenience associated with later pickup from school or participants may miss out on other after school activities.  
14. Please provide language for those participants who will attend via the CAMHS sites.
15. Currently there is a lot of information missing, for example, information about ACC, a Māori cultural statement and Māori cultural support contact information. Please use the HDEC template to ensure that all relevant information is included. Participant Information Sheet templates | Health and Disability Ethics Committees
16. Please include information about what will options are available to those children who are not eligible for the study but are still experiencing anxiety.
17. Please describe your safety plan should a child disclose they are experiencing abuse.
18. Please ensure that parents are advised of the potential for stigmatisation.
19. Please explain that due to the group setting, other participants will be aware that your child has a high anxiety score.
20. Please provide more detail about what will happen during the sessions.
21. Please check that “you” and “your child” are used in the appropriate places.
22. Please create a PIS for the interviews, as currently there is only a consent form for the interviews.
23. Please acknowledge the potential for participants to feel whakamā. 
24. Please state that participants have the right to request information held about them and that they have the right to request correction of information held about them.
25. Please include page numbers and footers.
26. Please add notifying the participants GP as an option.

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 EXP 25364

	 
	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: 
	12 March 2026



Ke Mao 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 queried whether the developer of the software has any commercial interest in the study. The Researcher advised that there are no commercial interests in the study.
2. The Committee queried mention of a database and whether these individuals have given consent to be contacted about research. The Researcher advised that they will not be using the database but will recruit via advertising.
3. The Committee noted that the PIS states that if participants are experiencing distress because of their tinnitus that support is available and queried what this support is. The Researcher advised that the co-supervisor is a psychiatrist who participants can be referred to if necessary. 

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 noted that recruitment will be via advertising, but no advertising has been submitted to date. All advertising materials must be submitted for review by the Committee prior to use. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  
5. The Committee noted that a $20 koha will not go very far for covering participants costs, as no additional travel reimbursement is being provided, please consider whether this amount can be increased to avoid financially disadvantaging participants. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20a, 11.21).  
6. The Committee requested that in the Protocol please write the full name the first time an acronym is used.
7. The Committee recommended removing point 7 from ‘3.2 inclusion criteria Tinnitus participants’ and noted that the Inclusion Criteria for Controls (Section 3.4, page 10) says "no physical pathologies in any system" which is very broad and vague and recommend refining this, to something which is more specific and will be easier to assess.
8. The Committee recommended rephrasing 5.1.2 of the protocol, to clarify that you are not choosing your participants but rather ensuring that they meet the inclusion criteria. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.9a).  
9. The Committee requested that both the Protocol and the Data Management Plan include information about the flow of data, specifically where the QCore server is and how the data gets to and from it, and how researchers access it, where the InMotion server is, and how the data flows. Please state where the AI model is hosted and what the data flows are. Please describe how TrueSilence will access the data. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 12.15a).  
10. The Committee noted that due to the biosensor data, The Biometric Processing Privacy Code 2025 likely applies to this research, so compliance would be required.
11. The Committee recommend seeking support from the University’s research office and request that the Principal Investigator attend any future application review.
12. The Committee requested that references to anonymised data and individuals under sixteen, are removed from the data management plan, as this does not appear to be applicable to this study. If data linking will occur, please provide details.
13. The Committee requested that the hypothesis is rephrased in the protocol as it is currently unclear. Additionally, please clarify what “future system” refers to.
14. The Committee identified some discrepancies about the number of participants between documents, please ensure that this figure is aligned.
15. The Committee requested the text for the email to invite participants please be provided to the Committee for review. Please advise who this email will come from. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.7.d). 
16.  The Committee noted that the protocol should explain how the sample size was determined and whether this is sufficient for assessing efficacy. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).  
17. The Committee queried which quality of life questionnaires will be used, as COSIT is stated but DASS 21 has been provided.

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

18. Please ensure that the purpose of the study is clearly explained, outlining the different components of the study, QCore and iMotion, and that they are not currently used in clinical care. Please clarify that AI is not used until part 3 and that the focus of this study is to gather data to create a new AI tool.
19. Please review the PIS for clarity and ease of understanding for participants. Please consider utilizing the HDEC template. Participant Information Sheet templates | Health and Disability Ethics Committees
20. Please add to the inclusion criteria on page 3, the following statement from the Protocol inclusion criteria “Participant has an overall score of ≥ 30 on the TFI at the Screening visit.”.
21. Please ensure that all relevant points from the protocol are included in the PIS, for example 7 exclusion criterion in the protocol but only 5 in the PIS.
22. Please clarify what the adjustment is, in case of claustrophobia. 
23. Please clarify who will carry out the EEG and ECG.
24. Please clarify whether it is the earphones and the software that participants can keep or if only the earphones please state this explicitly.
25. If data will be sent overseas, please add this to the consent form.
26. Please explain what ‘biosensor’ means in lay terms. Additionally, the way biosensors are mentioned on page 4, involving white noise, does not align well with how biosensors are then described on page 5 involving EEG. Please revise these descriptions.
27. Please rephrase the exclusion criteria on page 4 of the tinnitus group PIS, as “ongoing therapy is known as potentially tinnitus inducing” does not make sense in this context.
28. Please expand the safety plan on page 7 to explain that the participants can be referred to a psychiatrist if required.
29. The risks are repeated on page 6 and 7 of the tinnitus group PIS. Please only include once.
30. On page 9 of the tinnitus group PIS the linking file should be retained for ten years and one day as it is health information.
31. Please ensure that the correct approving HDEC is referenced.
32. Please ensure that any points on the consent form are first described in the information sheet, for example commercial purposes, future unspecified research and GP notification.
33. Please describe what type of data may be used for unspecified future research, for example identifiable or deidentified.
34. In the control PIS please provide a description of tinnitus as these participants will not have experienced it.
35. If data linking will occur, please provide details.
36. In the consent form please state which products TrueSilence Therapeutics are providing.
37. Please state whether the three measures conducted at baseline, week 6 and week 12 are standard of care or for research purposes only.
38. Please acknowledge tapu of the head.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	2026 FULL 24925

	 
	Title: 
	He Aronga Hou: Reimagining Early Detection of Heart Risk for Māori

	 
	Principal Investigator: 
	Dr Anna Rolleston

	 
	Sponsor: 
	Manawaora Integrate Health and Research - The Centre for Health

	 
	Clock Start Date: 
	12 March 2026



Dr Anna Rolleston, Tasha Burton and Rob Doughty 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 whether pregnant people are excluded from the study or just excluded from the CT scan. The Researchers advised that pregnant people are excluded from the study due to the lack of data about the biomarker used in the study, during pregnancy.
2. The Committee noted the purpose of the study states that it is to assess whether the procedures are helpful and acceptable for Māori but queried how the comparison will occur. The Researchers advised that the study has had a co-design approach and discussion has already occurred but acknowledged that this statement could be amended.

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 noted that there are discrepancies in the protocol regarding the age stratification. Please ensure that the descriptions and diagram are aligned.
4. The Committee note that the justification in 4.2 of the protocol, for including women from age 30 appears inconsistent with the NZ 2018 CVD Risk Assessment document and recommend strengthening the scientific justification for including woman from 30.
5. The Committee noted that the approach to study visit 1 is not consistent between 4.4 and 4.5 of the protocol, please align. Additionally, please include a statement that time should be provided for whānau involvement and that a karakia will be given for the blood draw.
6. The Committee recommend documenting in sections 5 and 6 of the protocol the potential implications of incidental finds and the psychosocial impact. 
7. The Committee recommended including in the protocol, further explanation for why the two biomarkers were chosen, information about what is standard of care and which participants are only receiving tests due to being in the study. Please also clarify how recruitment will be allocated by site.
8. The Committee requested that the semi-structured interview questions and a PIS for clinicians be provided for review.
9. The Committee requested that participants be given a small koha, such as a card, to acknowledge their participation.

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

10. Please clarify that the risks are related to tests that are part of standard of care.
11. Please state that individuals who are considered to have an intermediate level of risk would not normally have access to these standard of care tests. This can be added to the benefits section.
12. Please provide additional explanations for why the two biomarkers were chosen.
13. Please state that heart ultrasound is available in Gisborne as well as Auckland.
14. Please state that a karakia will be given at the time of the blood collection and clarify whether this will occur at the time of tissue disposal.
15. Please remove reference to pregnancy exclusion for CT.
16. Please amend the statement about notification of the GP to align the PIS with the CF about it being optional.
17. Please clarify those with dual Māori and Pasifika ethnicity are eligible for inclusion in this study.
18. Please provide further details about what will happen should a participant be referred to “normal clinical pathways”.
19. Please be consistent with the terminology used to refer to the GP.
20. Please remove the section "will I be told which treatment I received" as this is not relevant.
21. Please remove the statement about risks for a partner becoming pregnant, as it is not relevant to this study.
22. On page 1 please remove "as long as it is practicable to do so", as participants can withdraw at any time.

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 Mr Russell Opland and Dr Rebekah Jaung.
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Summary of resolved ethical issues 

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

1. The Committee queried what feedback was given during consultation. The Researcher advised that the disability advisory group gave guidance on how to effectively communicate via the PIS and how to blind participants to the intervention.
2. The Committee queried whether participants self-selecting to the study could indicate bias towards a preference for Chiropractic care and make it more difficult to completely blind participants to the intervention. The Researcher acknowledged that blinding will be a challenge and advised that it will be a co-variant in the statistical analysis.

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 younger and older child assent forms be created, utilising the HDEC templates. Additionally, a re-consent form will be needed for children that turn sixteen. Participant Information Sheet templates | Health and Disability Ethics Committees (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.27).  
4. The Committee noted that parents will be asked to complete questionnaires, making them participants in the study. This needs to be acknowledged and described in the PIS/CF. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.1).  
For parents of participants who are sixteen, they will not be providing consent on behalf of their child, as at sixteen participants can consent for themselves. These parents will need a PIS/CF which describes their participation only, not their child’s. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.20).  
5. The Committee requested that the membership of the Data Safety Monitoring Committee be described in the protocol, ensuring that this includes individuals with the appropriate range of expertise. Along with a description of how monitoring will be conducted. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25, 11.27a).  
6. The Committee requested that the protocol and PIS describe the safety plan in place should a participant exhibit distress. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4).  
7. The Committee requested considering having a koha for the child, to recognise their participation.
8. The Committee noted parents will be given a petrol voucher, however not everyone may have a car, so an alternative should be available, and this should be detailed in the PIS.
9. The Committee noted that the PISs mention that participants can skip the quality-of-life questionnaires if they find them upsetting. The Committee suggested that consideration be given to changing this to skipping questions rather than the entire questionnaire, to avoid too much impact on results.
10. The Committee requested additional information from the Peer reviewer, with a focus on the safety of the study and potential risks to a child with Cerebral Palsy and address the challenge of blinding the sham procedure. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.28, 9.31).  
11. The Committee noted that the submission form mentions that this has “shown potential to improve motor function in children with Cerebral Palsy” and queried what evidence this statement is based on. The Researcher advised that they have done a previous study which showed this. The Committee requested that the literature review in the protocol provide reference to other relevant studies, especially those which address the safety of chiropractic procedures for people with CP.  (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).  
12. The Committee noted that the advertisement should avoid jargon, such as “baseline”, instead use lay language such as "at the start of the study”. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  
13. The Committee requested that the protocol specify who would undertake the “immediate clinical assessment” in the case of an adverse event and who would provide medical attention if required. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.30a).  
14. The Committee noted that the protocol references the 'Three P's' principles approach to engaging with te Tiriti and that this should be updated to either the articles of te Tiriti or the five principles in the Ministry of Health's Te Tiriti o Waitangi framework.

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

15. Please describe all potential adverse events / risks, including those that are rare.
16. Please refrain from using the term “treatment”, as this is research.
17. Please ensure that the parents PIS uses “me” or “me and my child” in the appropriate places.
18. Please remove reference in the consent form, to health information collected about the parent, as this is not part of the study.
19. Please ensure any points in the consent form and first explained in the PIS.
20. Please state that the study will include quality of life questionnaires which may be upsetting for some participants and then detail how this distress will be managed. Additionally, describe what will happen should a child disclose abuse.
21. Please acknowledge tapu of the head and how this will be managed during the chiropractic sessions.
22. Please acknowledge the participants may feel whakamā. 
23. On page 1 of the child’s PIS please rephrase “what good things might happen”, as this could unrealistically raise expectations. 
24. On page 5, under exclusion criteria, please amend the typo “have uncontrolled whānau epilepsy”.
25. Please clarify if the voucher is per visit.
26. On page 8 where it states, “don’t start any big therapies unless advised by doctor”, please add instructions that if this happens, it is important that you tell the study staff.
27. On page 11 regarding personal insurance please add that participating in the study could affect their cover. Remove reference to life insurance.
28. On page 13 please clarify that HDEC approve the ethical aspects of the study.
29. The children’s assent form needs to explain what the intervention or sham will involve.
30. Please change “caregiver” to “guardian”.
31. Please state whether participants who receive the sham intervention will have access to the study intervention should it prove beneficial.

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 April 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 3:20pm.
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