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	                  Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	12 August 2025

	Zoom details:
	812 7953 3520




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:00am-10:30am
	
	Committee Welcome
	
	

	10:30am-11:00am
	2025 FULL 22567
	The PACIFIC EDGE Study
	Dr Justin Harvey
	Dr Maree Kirk / Dr Nicola Swain

	11:00am-11:30am
	2025 FULL 23249
	PACES - Physiotherapy Airway Clearance in the Education Setting
	Ms Laura Jane Rensford
	Ms Neta Tomokino / Dr Geoff Noller

	11:30am-12:00pm
	2025 FULL 23116
	A study assessing the safety and effectiveness of EVO756 in Adults with moderate to severe Eczema
	Dr. Purnima Olu De Rozario
	Ms Dianne Glenn / Dr Nicola Swain

	
Break (30 mins)

	12:30pm-1:00pm
	2025 FULL 23530
	Reverse-Engineering of Exclusive Enteral Nutrition (RE-EEN) in Pediatric Crohn’s Disease: A Multi-Center Trial
	Dr Stephanie Brown
	Dr Maree Kirk / Dr Tristan Sames

	1:00pm-1:30pm
	2025 FULL 23603
	How Clear Aligners Affect Breathing Problems During Sleep: A Study Comparing Different Treatments in the Same People"
	Professor Mauro Farella
	Ms Neta Tomokino / Dr Nicola Swain

	1:30pm-2:00pm
	2025 FULL 23591
	NATIONAL DATABASE FOR FAMILIAL LIPID DISORDERS IN NEW ZEALAND
	Dr Jocelyne Benatar
	Ms Dianne Glenn / Dr Tristan Sames

	2:00pm-2:30pm
	2025 FULL 23284
	Total Neoadjuvant Therapy in Early-Stage Low Rectal Cancer
	Dr Sze-Lin Peng
	Ms Neta Tomokino / Dr Matthew Moore

	2:30pm-3:00pm
	2025 FULL 23402
	An in vivo study to assess suitability, safety, and tolerability of a new uterine cervical device in healthy volunteers
	Dr. Adel Mekhail
	Dr Maree Kirk / Dr Geoff Noller



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Tristan Sames
	Non-lay 
	09/06/2025
	08/06/2028
	Present

	Dr Nicola Swain
	Non-lay (Intervention/Observational studies)
	09/06/2025
	8/06/2030
	Present

	Ms Dianne Glenn
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present

	Ms Neta Tomokino
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present

	Dr Maree Kirk
	Lay (Consumer/Community perspectives)
	03/07/2023
	02/07/2026
	Present

	Dr Geoff Noller
	Non-Lay
	03/03/2025
	02/03/2029
	Present

	Dr Matthew Moore
	Non-Lay
	09/06/2025
	08/06/2028
	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.

Neta Tomokino provided a karakia.

Confirmation of previous minutes

The minutes of the meeting of 8 July were confirmed.








New applications 


	1  
	Ethics ref:  
	FULL 22567

	 
	Title: 
	Product Assessment and Collection Initiative For Innovation in Cancer, Evaluation, Development, and Genomic Exploration

	 
	Principal Investigator: 
	Dr Justin Harvey

	 
	Sponsor: 
	Pacific Edge ltd

	 
	Clock Start Date: 
	31 July 2025



Justin Harvey, Tony, Alexis, Joanne Kepple 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 Researchers explained that all urine donations are voluntary and not every participant is expected to provide every sample and that this will not compromise the study’s analytical validity or outcomes.
2. The Researchers confirmed that any significant incidental finding will be reviewed by the study’s laboratory director and followed up with the participants general practitioner (GP).

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 the researchers re-evaluate the approach of not informing participants’ managers about their study involvement. While the intent is to protect participant privacy in a small office and to avoid “unblinding”, the Committee is concerned this may not be practical. Employees may not be comfortable leaving the workplace for 15–20 minutes without explanation. Cultural considerations, particularly in Pacific culture, need to be taken as participants may feel uncomfortable or unable to refuse requests or hide information from supervisors. The Committee recommended that the consent process and participant materials should include guidance that is practical for a workplace environment and culturally suitable, to help participants avoid any misunderstanding or pressure regarding participation in study activities.
4. The Committee noted that there currently is no participant compensation in recognition of participant participation. The Committee highlighted that a koha for participants in recognition of their contributions over the study’s 10-year duration may be appropriate. A gesture such as a small voucher, would acknowledge participants’ effort and encourage retention.
5. The Committee requested that the Data Management Plan be updated to include explicit data storage timeframes and destruction methods for deidentified participant data.
6. The Committee requested clarification of the study’s inclusion criteria to explicitly confirm that all company employees and contractors are eligible to participate and that no additional inclusion or exclusion criteria, such as age or health status, apply beyond employment. Additionally, include explanation that there is no supplementary community recruitment plan at this stage.
7. The Committee requested improvements in the cultural support provided for Pacific participants. In the documents, the only guidance for Pacific Island participants who want cultural support is a suggestion to talk to their family or community leaders. The Committee found this insufficient and noted it could place the burden on participants to find their own support. They recommend that the researchers provide direct contacts or resources for Pacific cultural support (for example, a Pacific liaison person or advisory service connected to the study so that participants can easily access culturally appropriate guidance
The Committee requested that the correct locality be consistently provided across all study documentation. 

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

8. Please update the Participant Information Sheet to clearly state the expected length of and how often samples will be collected over the study. Explain how often over the 10 years participants would be expected to give samples.
9. Please include clear information on the maximum expected frequency of sample collections. Additionally, the Committee noted that each sample donation is voluntary, and participants will not be required to provide a sample every time they urinate. This voluntary aspect should be emphasized to ensure participants do not feel obligated to contribute a sample at every opportunity and to underline that not providing a sample will not negatively affect their standing in the study.
10. Please include stronger Māori cultural measures in the participant information and consent forms as they currently lack sufficiently detailed Māori cultural statements. The Committee requested that an explicit cultural statement or section to be added offering participants the option sample collection or destruction with a karakia, describing how biological samples will be handled or disposed of in line with tikanga, and providing contact details for Māori cultural support or advice if participants desire it.
11. Please ensure it is clear to participants that any publications maintain the confidentiality and privacy of their data.
12. Please use standard injury compensation language in the Participant Information Sheet and Consent Form to match the standard HDEC-approved text.
13. Please revise the section instructing Pacific participants that if they require cultural support to consult their whanau or community leaders to instead provide direct contact details for a Pacific cultural support person or service associated with the study. Additionally, include language that explicitly assures participants that choosing not to participate is acceptable and will not negatively impact on relationships with the researchers or their employer.


Decision

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

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






	2  
	Ethics ref:  
	FULL 23249

	 
	Title: 
	Physiotherapy Airway Clearance in the Education Setting (PACES) for the management of children with bronchiectasis aged 5 to 12 years living in Counties Manukau.

	 
	Principal Investigator: 
	Ms Laura Jane Rensford

	 
	Sponsor: 
	Aotearoa Clinical Trials Trust (ACTT)

	 
	Clock Start Date: 
	31 July 2025



Laura Rensford 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 Researcher confirmed that they are aware of how the child and family, and school relationship could be stressed if a school declines to participate and clarified that it is clearly stated to families that participation is contingent on schools agreeing to participate. The Researcher highlighted that the study could take ownership where required so that the school and family relationship is not damaged. Additionally, for families whose schools decline to participate their children can still participate in the control group, for which there is still increased monitoring.
2. The Researcher clarified that qualitative interview data will be coded by themself with input from Māori and Pacific advisors to ensure cultural perspectives are respected, and that their supervisor will review the coding to validate the findings.
3. The study was described as “mixed methods,” and the researcher clarified that it will be carried out in two phases, quantitative outcome data collection followed by qualitative interviews, with combined interpretation of the results. The Researcher acknowledged the need to frame this approach appropriately in the documentation to avoid any misunderstanding of the methodology.
4. The Committee noted that the Researcher could utilise resources from the local sponsor Aotearoa Clinical Trials Trust (ACTT), and the cultural support resources available at Middlemore for some guidance to strengthen some of the gaps noted by the Committee during the application review.
5. The Researcher acknowledged how contacting families before reaching out to schools could result in setting expectations for participation with the families and what the impact of a school then declining to participate could have. However, highlighted that they do not have access to what schools children go to in the screening data, and do not feel that they can reach out to the schools about a child without consent from the families first.
6. The researcher explained that the purpose of the diary is to ensure both the intervention and control groups continue their standard care at home and acknowledged it may be burdensome. The Researcher is exploring ways to simplify the diary, such as using check-boxes, to reduce participant burden while still collecting necessary data. The Researcher also acknowledged that there is not an expectation that all of the diaries will be filled out completely. 

Summary of outstanding ethical issues

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

7. The Committee requested that the protocol and other study materials clearly indicate the project’s status as a PhD research study.
8. The Committee requested clarification in the protocol regarding the description of Māori and Pacific clinicians, and their roles in providing cultural support and advice. The Committee noted the distinction that needs to be made between clinical advisors giving medical advice and cultural advisors giving advice on values and cultural support specifically.
9. The Committee requested the inclusion of a consent process for school staff involved in the intervention. It was noted that school personnel such as teachers, teacher aides, or school nurses who will be carrying out the in-school physiotherapy exercises must explicitly consent to their role in the research. The Committee expects to see a dedicated consent form and procedure for these individuals to ensure they understand the research and agree to participate. These forms should be held by the Researcher and the school.
10. The Committee requested that the study documentation place a greater emphasis on the agency of the child and child receiving healthcare. The Committee was concerned that the project appeared too focused on schools rights. The Committee advised reframing the narrative to make it clear that the child’s health needs are the primary focus and that, if a school chooses not to participate, it should be evident that this does not impact the child’s standard care.
The Committee noted that while screening that is done from a clinician perspective looking to refer to the study, as opposed to a researcher perspective.

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

11. Please include in the PIS a statement that the child’s participation in the study is contingent on their school’s agreement to take part. Families should be made aware from the outset that if a school does not consent to the program, their child cannot join this particular study though standard medical care will continue as usual. 
12. Please revise the parent/guardian PIS to clearly explain how the physiotherapy sessions will be carried out during the school day. This should include how often and how long the child will be taken out of class for the exercises, and who will accompany, run and supervise the child during these sessions. It should also reassure parents that sessions will be scheduled to avoid the child missing important class learning time.
13. Please clarify in the PIS who could be involved in delivering the physiotherapy intervention. Parents should be aware that this may be done by a teacher, teacher aide, or nurse depending on the availability at the school. Additionally, it should be clear that this will be someone who has been trained to administer the intervention in a safe and private place with adequate safety protocols in place. Be clear that children can ask for a break and still feel part of their class community.
14. Please include a health contact and the education contact in the ‘who do I contact’ section of the PIS
15. Please use consistent terminology referring to either “school” or “education setting”.
16. Please revise the labelling of the child assent forms to refer to ‘older children’, and ‘younger children’
17. Please revise the tick box in the assent form confirming that someone has read it to the child, as this may not always be necessary.
18. Please revise wording indicating that a ‘teacher’ will conduct the therapy as this is not always going to be the case.
19. Please include that there may be supplementary information for specific schools and provide such specified information.
20. Please include pictures or diagrams in the child assent forms.

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 Neta Tomokino and Dr Geoff Noller.





	3  
	Ethics ref:  
	FULL 23116

	 
	Title: 
	A Randomized, Double-Blind, Placebo-Controlled, Dose-Ranging Study Evaluating the Efficacy and Safety of EVO756 in Adults with Atopic Dermatitis

	 
	Principal Investigator: 
	Dr Purnima Olu De Rozario

	 
	Sponsor: 
	Evommune, Inc.

	 
	Clock Start Date: 
	31 July 2025



Purnima Olu De Rozario, Mark Jackson, Polina Bukshpun, Jessica Nuel and Jill Capps-Abbey 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 Researchers clarified that participants with moderate-to-severe eczema will not be left without care during the 14-week washout period. Participants may continue using moisturisers and other allowed “rescue” therapies to manage symptoms while off their regular eczema medications at the discretion of the investigators.
1. The Researchers confirmed there is genuine uncertainty about whether the new oral eczema treatment is more effective than standard care or placebo. Because the experimental treatment’s benefits are unproven, both the treatment arm and the placebo arm are considered to have potentially equal benefit. This assurance of equipoise addressed the Committee’s ethical concern.
1. The Researchers confirmed that they are collecting disability data, however, do not expect to see any higher prevalence of eczema in any disabled groups.

Summary of outstanding ethical issues

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

1. The Committee requested that the Pacific Clinical Research advertising materials be reviewed and corrected for typos and formatting errors.
1. The Committee noted that the Southern HDEC approve only ethical aspects of the study not the entirety of the study.
1. The Committee requested clarification on whether there is any United States government funding for this study.


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

1. Please update the Participant Information Sheet to clearly explain the reimbursement and allowances participants will receive. This should explain the payment of NZD $150 per study visit with the nine expected visits would total approximately $1,350 NZD. It should also be explicitly stated that a diary cost of $275 and any travel reimbursement will be provided.
Please clarify in the Participant Information Sheet whether the participant payments may be subject to income tax.
Please include photographs from the advertisements in the PIS.
Please ensure that all of the consent forms have a signature for interpreters if they are utilised

Decision

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

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






	4  
	Ethics ref:  
	FULL 23530

	 
	Title: 
	Reverse-Engineering of Exclusive Enteral Nutrition (RE-EEN) in Pediatric Crohn’s Disease: A Multi-Center Trial

	 
	Principal Investigator: 
	Dr Stephanie Brown

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	31 July 2025



Dr Stephanie Brown 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 researcher clarified that participants will be provided with a Vitamix blender at the start of the study so participants do not need to purchase a smoothie maker or keep receipts for reimbursement.

Summary of outstanding ethical issues

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

1. The Committee requested that the Data and Tisue Management Plan (DTMP) explicitly state that stool samples will not be sent overseas.
1. The Committee requested that the emergency contact phone number provided to participants be a mobile number that is monitored 24/7 as opposed to landlines which may not be monitored after hours. This number should be included in the PIS.

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

Please ensure the age ranges on the assent and consent forms are consistent with the age ranges identified in the protocol. Additionally, provide appropriate assent forms for younger children and older children, an information sheet and consent form for those over the age of 16 to consent for themselves, and parent consent forms for their children. Noting that both parents are not needed to give consent for their child, only one is necessary.
Please remove United States (US) specific references from all study documents. Replace terms like “Social Security number” and any mentions of US insurance or agencies with New Zealand appropriate terms. Additionally, remove HIPAA/PHI privacy language, replace US child services with New Zealand care language.
Please correct the HDEC contact phone details in the Participant Information Sheets and ensure consistency
Please specify the sample storage details in the Participant Information Sheet. Indicate clearly where the samples will be stored and for how long they will be stored. If the samples will be stored indefinitely, please state this explicitly and provide what will happen to the samples if a participant withdraws from the study or when the study concludes.
Please incorporate more study specific cultural considerations into the PIS regarding biological samples. For example, include a statement acknowledging Māori perspectives on tissue storage and sovereignty, outline how and to what degree these cultural considerations will be followed during sample collection, storage, and disposal.
Please update the consent forms to include information about ACC coverage. Participants should be informed that any injuries incurred during the study are covered by New Zealand’s ACC, and provide them with instructions or contact information on how to get support from ACC if they have an ‘injury’ as opposed to an adverse event.
Please clearly state in the participant information who is funding the study. Identifying the sponsor or funding source will increase transparency for participants.
Please add potential food allergy and food safety information to the risk section of the Participant Information Sheet. For instance, inform participants that the smoothie intervention could pose a risk if they have any food allergies or if any food handling issues arise, and explain how such risks will be mitigated. Ensure this is clear on any differences between age groups.
Please clarify the intended future use of data and samples in the consent materials. If participants’ data or samples might be used in future research or stored in a database or biobank, explicitly mention this and allow participants to consent, or not, to that future use.
Please include a schedule of assessments that can be included in a patient information sheet.

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).
Please update the data and tissue management plan, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a, 14.16&14.17).

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Maree Kirk and Dr Tristan Sames.



	5  
	Ethics ref:  
	FULL 23603

	 
	Title: 
	Effect of Clear Aligners in Sleep-Disordered Breathing: A Crossover Study

	 
	Principal Investigator: 
	Prof Mauro Farella

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	31 July 2025



Professor Mauro Farella 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 Researchers clarified that although the primary researcher is a PhD student, the study is supervised by a registered orthodontist, ensuring proper clinical oversight.
The Researchers explained that phase 1 and phase 2 are parts of one overall study, phase 1 being a preliminary pilot and phase 2 the main intervention and that participants might complete one or both phases. The committee suggested merging of protocols and documents. 
The Researchers confirmed they have a robust analysis plan and expertise including advanced time-series analysis for breathing and sleep data that can be included in the protocol for completeness.

Summary of outstanding ethical issues

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

1. The Committee requested that more detail be provided on who the Māori health advisers are. 
1. The Committee requested that the Data Management Plan be reviewed for accuracy and typographical errors.
1. The Committee requested that the Data Management Plan and the consent materials regarding any future use of data be reviewed for consistency. The Data Management Plan mentioned that additional written consent would be sought for optional reuse of data. If the researchers intend to possibly use the data for future research or share it beyond this study, include an explicit optional consent clause in the consent form for this purpose. If no such future use is planned, remove the reference to optional data reuse consent from the Data Management Plan.
1. The Committee requested an updated Data Management Plan that includes information about any external data storage and ensures participant privacy. Clarification of how study data will be stored and whether the study is using cloud-based systems or external systems. Researchers confirm that proper data security measures are in place, such as the use of unique participant codes instead of names on these systems, and verification that the external providers have appropriate cybersecurity and data privacy protections
1. The Committee requested a more comprehensive plan for addressing Māori cultural needs in the study. The researchers are asked to provide a fuller explanation of how they will respect Māori customs and ethics, including specific tikanga. For example, consider sensitivities such as the tapu of the head and acknowledging potential whakamā. The Committee also expects details on how Māori participants will be supported without identifying plain language materials as a key consideration for accommodating Māori participants.
1. The Committee requested clearer detail on the consultation and accommodations for Pacific participants. The researchers should explain how they are engaging with Pacific cultural advisors or protocols, for instance, working with the University’s Pacific research advisor as mentioned, to ensure the study is culturally appropriate for Pacific communities. This includes specifying whom they will consult and how Pacific values or needs will be incorporated into the study procedures.
1. The Committee requested that the participant recruitment advertisements be revised for clarity and consistency. The current ads contain technical language and variable compensation amounts, which could confuse potential participants. The researchers must rewrite the ads in plain language to clearly state the purpose of the and ensure the reimbursement amount is stated clearly and consistently across all advertising materials. If there is discrepancy between reimbursement for phase one and phase two these should be separated for clarity.
1. The Committee noted that, , only one participant information sheet may be required in the current application and an additional PIS for participants who are signed up to phase 2 only.

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

Please review the Participant Information Sheet for typographical, grammatical, formatting, and consistency. Ensure the page numbering runs in order so that the document flows logically. 
Please clarify the age eligibility in the Participant Information Sheet. Instead of the phrase “over 20 with no upper limit,” revise the inclusion criteria wording more clearly to state “20 years and older” to avoid any confusion about the minimum age for participants.
Please simplify the information in the Participant Information Sheet to use lay terms to explain technical procedures and be sure to describe any processes in simple terms relevant to a New Zealand context.
Please clearly state what costs will be reimbursed and the amount. Ensure this information is kept consistent throughout all documents. The Participant Information Sheet should specify the reimbursement amount and use the same figure everywhere to avoid confusion.
Please include all relevant potential risks or inconveniences in the Participant Information Sheet. The committee noted that the protocol mentions possible transient jaw discomfort, extra saliva/drooling, or minor speech changes when using the device, but these were not clearly outlined in the PIS.
Please update the participant Consent Form to respect participant autonomy regarding medical findings. The form currently states that any significant abnormal result will be reported to the participant’s GP. This should be revised to reflect that the researchers will first discuss any important or concerning findings with the participant, and only with the participant’s permission would they contact the participant’s GP.
Please remove any sections or statements in the PIS that do not apply to this study to avoid confusion. For example, remove the section “What will happen to my samples?” from the PIS/CF if no biological samples are being collected. Additionally, remove the statement “This payment is not subject to tax” regarding participant reimbursement.
Please ensure that any checkboxes in the consent form are included only for optional components that truly require separate consent.
Please provide complete contact details in the Participant Information Sheet and consent form for the PhD student who will be directly interacting with participants.

Decision


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

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the participant information sheet and consent form, taking into account feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
Please update the study protocol, taking into account the feedback provided by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
Please update the data management plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Neta Tomokino and Dr Nicola Swain.






	6  
	Ethics ref:  
	FULL 23591

	 
	Title: 
	NATIONAL DATABASE FOR FAMILIAL LIPID DISORDERS IN NEW ZEALAND

	 
	Principal Investigator: 
	Dr Jocelyne Benatar

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	31 July 2025



Dr Jocelyn Benatar 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 Researcher confirmed that informed consent will be obtained from all participants and their guardians for minors, with re-consent at 16 years of age, rather than using a waiver of consent. This decision was based on the long-term implications of the genetic data. The Committee queried whether requiring consent could exclude vulnerable individuals and threaten the completeness of the registry. The Researcher noted that families have been overwhelmingly willing to participate when informed of benefits to their children and wider whānau
1. The Researcher explained that while the project does not specifically target disabled people, it will collect disability information to ensure those with disabilities receive equal access to testing and treatment

Summary of outstanding ethical issues

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

1. The Committee requested that the child assent forms be provided in addition to adult consent forms and parent consent forms.
1. The Committee requested that the “Sponsor’s Representative” section of the application be signed by an appropriate institutional instead of by the applicant.
1. The Committee requested the applicant provide the registry’s governance document and the data management and security plan for review.
1. The Committee requested that the applicant consider including participants’ iwi affiliation in the registry data, in consultation with Māori advisors. This addition would support Māori data sovereignty and ensure the registry can address iwi-specific health outcomes if appropriate.

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

Please simplify the language and presentation of the PIS and consent form. Use plain, lay-friendly wording and consider adding visual aids such diagrams and a link or a QR code linking to more detailed information in order to enhance participant understanding.
Please add a statement to the PIS indicating that an interpreter or translation will be made available for participants with limited English proficiency or other language needs.
Please check PIS for typographical errors and repetition.
Please include an explicit optional checkbox in the consent form regarding potential contact for those on the registry for future research.
Please provide “Risks” section separately to the “Security and Storage” section it is currently under
Please revise the wording indicating that HDECs have approved the registry, as HDEC only approves ethical aspects.

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 Dianne Glenn and Dr Tristan Sames.





	7  
	Ethics ref:  
	FULL 23284

	 
	Title: 
	Total Neoadjuvant Therapy for Organ Preservation in Early-Stage Low Rectal Cancer: The EARLY-TNT Trial

	 
	Principal Investigator: 
	Dr Sze-Lin Peng

	 
	Sponsor: 
	Royal Adelaide Hospital

	 
	Clock Start Date: 
	31 July 2025



Zachary Bunjo 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 Researcher explained why the study is structured as an interventional trial rather than a purely observational study. Although patients are opting for a non-surgical treatment regimen, chemotherapy and radiotherapy instead of surgery, this approach is still investigational. An interventional trial design was deemed necessary to rigorously evaluate the outcomes, such as avoiding surgery and stoma formation and assessing treatment efficacy.
The researcher confirmed that patients who choose the non-surgical treatment approach for early-stage rectal cancer can do so regardless of study participation. Declining to join the study will not prevent a patient from receiving the alternative therapy.

Summary of outstanding ethical issues

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

1. The Committee requested that the protocol be strengthened to better reflect the New Zealand context. This includes adding detailed cultural engagement strategies for participants at the South Auckland site, who are predominantly Māori and Pacific peoples, and clearly outlining the collaboration plan between the Australian and New Zealand investigators. The Committee requested that a dedicated section addressing local cultural considerations acknowledging any cultural sensitivities around medical procedures and evidence that the New Zealand Principal Investigator is actively involved in the study’s design and implementation. The Committee noted that responses regarding New Zealand specific revisions would be best received from the New Zealand based investigator. Additionally, please ensure that any changes made in the protocol are reflected accurately in the Participant Information Sheet (PIS).
1. The Committee requested that the researchers update the protocol to address New Zealand ethical guidelines and standards. Any references the Australian NHMRC ethics standards needs to be revised to demonstrate compliance with New Zealand standards. This may involve adding an appendix or section that outlines how the study meets local ethical obligations such as data privacy law compliance and cultural safety standards in New Zealand.
1. The Committee requested confirmation of the total number of participants to be enrolled in the study, and consistency across all documents. Ensure that it is clearly stated in the protocol and PIS what the intended sample size for both total enrolment across Australia and New Zealand is and what numbers are expected for the New Zealand cohort.
1. The Committee requested assurance that accurate ethnicity data is collected as required for studies in New Zealand.
1. The Committee requested a clearer description in the protocol of how any signs of severe psychological distress among participants will be handled. The Committee requested that the process outlined by the researcher during the meeting be explicitly documented, explaining that distressed participants would be managed by the clinical care team and that escalation procedures are in place if required. The protocol should specify how researchers will identify participants with high distress and what support or referral will be provided.
1. The Committee requested clarification regarding how participants are approached and consented. The protocol outlined that the treating surgeon would recruit participants, while the submission referenced a non-treating surgeon carrying out recruitment and referral. It should be clearly stated who will invite eligible patients to join the study.
1. The Committee requested additional information about data management, particularly to ensure data sovereignty concerns are addressed. The Committee expressed preference for study data from New Zealand participants be stored onshore in New Zealand if possible, otherwise handled in a manner consistent with New Zealand data protection expectations. A copy of the CRF or a detailed list of all data points to be collected should be provided.
1. The Committee requested confirmation that the treatment regimen being studied is in line with current standard of care in New Zealand. The protocol should be explicit about how common this non-surgical approach is locally. Additionally, the Committee requested that the protocol clearly highlight the deviation from usual care in the form of MRI and sigmoidoscopy halfway through chemotherapy as opposed to standard timepoints. This early assessment, which is not typical in standard practice, should be justified in the protocol and explained in the PIS. Highlighting its purpose and possible benefits in allowing participants to avoid unnecessary additional chemotherapy.
The Committee requested that the application materials be updated to list local sponsor and locality details for New Zealand.

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

Please update the Participant Information Sheet to include a New Zealand based contact person for the study and any available local support contacts. The New Zealand based Principal Investigator, or another local team member be listed as the primary contact for participant questions or concerns. Additionally, consider listing local hospital support services such as Māori or Pacific health support staff at Counties Manukau if participants have cultural or social support needs.
Please ensure that the Participant Information Sheet is focused on the risks and requirements of the research itself, rather than detailing the general side effects of the standard treatment. Participants will already have been informed by their clinicians about the side effects of chemotherapy and radiotherapy when choosing the non-surgical treatment. It is not necessary for the PIS to list all those treatment side effects again, since they are not caused by the research.
Please ensure that the PIS clearly explains what is involved in participating in the research. Detail does not need to be provided around the treatment itself.



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 Neta Tomokino and Dr Matthew Moore.
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	FULL 23402

	 
	Title: 
	An in vivo prospective study to assess suitability, safety, and tolerability of a new uterine cervical drug delivery device in healthy volunteers
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	Dr Adel Mekhail

	 
	Sponsor: 
	University of Otago Research and Enterprise
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	31 July 2025



Jaydee Cabral 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 Researcher clarified how the cervical patch device attaches and detaches, highlighting that it uses small biodegradable “wing” components to secure to the cervix initially, which then gradually dissolve over a few weeks. This means the device will be easier to remove and should not require a surgical procedure for detachment

Summary of outstanding ethical issues

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

1. The Committee requested that the protocol, Dat Management Plan (DMP) and Participant Information Sheet (PIS) be reviewed for consistency. Currently there are discrepancies and errors such as the data retention period being listed as 2 years in some places versus 10 years in others. Additionally, the Committee requested the full study protocol be uploaded with the application, as it was missing in the current submission (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17; 9.7-9.8; 12.15a).
1. The Committee requested corrections to the Data Management Plan and related materials to ensure they accurately describe study procedures. For example, the submitted Data Management Plan contained an irrelevant reference to biological tissue collection, which the researcher confirmed is not part of this study. The Committee emphasized that any such incorrect or copy-pasted content must be removed or updated so that all described procedures align with the actual study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
1. The Committee requested that the inclusion criteria rationale be clearly explained. Explain state why the study is limited to participants who are sexually active or have had prior sexual experience (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested clarification of the study’s eligibility criteria, specifically regarding the requirement that participants be “sexually experienced.” They want the researcher to provide a rationale for why participants need to have prior sexual experience to take part in the trial. Additionally, the Committee requested that eligibility be inclusive in respect to age and disability, assuming those factors are medically and ethically appropriate for this study. Any exclusions should be clearly justified (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7-9.8).
1. The Committee requested consistency in how participant compensation is described. It was noted that the recruitment advertisement mentioned a “$200 supermarket gift” for participants. This amount should be consistent with the reimbursement information provided in the Participant Information Sheet and Consent Form (PISCF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 11.12).
1. The Committee requested that the study use inclusive language in all recruitment and participant-facing materials. Specifically, they noted that the current wording “identifies as female” could be improved. The Committee recommended explicitly inviting “individuals with a cervix, including women, trans men, and non-binary people” to participate, rather than using language that might unintentionally exclude or confuse (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15-7.17; 11.12).
1. The Committee requested that any information provided to participants around tax be checked against expectations from IRD (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
1. The Committee requested continued engagement with Māori and Pacific advisors to build trust with participants from these communities. The concept of having a foreign object placed in one’s body can be particularly sensitive in Pacific cultures, and building trust may require more time and communication. The Committee urged the researcher to incorporate any additional cultural guidance into the study design and materials. This includes clearly explaining why the research is important for the community in a way that resonates culturally, as well as possibly allowing extra time or meetings for participants who may need it to feel comfortable with the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 4.11; 4.13).

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 – 7.17).

Please revise and proofread the Participant Information Sheet for clarity and lay language. Simplify the information so that it focuses on what participants will experience during the study. Remove any unnecessary technical or clinical and remove any duplicated or repetitive text in the document.
Please explicitly state the data handling and privacy details in the PIS, add a sentence to inform participants that their data will be de-identified and that no identifiable information will be placed in any public registry or database. Additionally, clarify who will have access to their de-identified data so participants know how their information will be used and protected.
Please include specific information about potential side effects such as possible vaginal discharge, any impact on sexual activity while the device is in place, and the risk of infection. For each potential risk, provide guidance on what participants should do if certain symptoms occur. If there are any recommendations for participants’ sexual partners, include that guidance as well.
Please include a cultural safety statement in the PIS, use respectful, culturally appropriate language when discussing the cervical device and procedure. Clearly inform participants that female health professionals will be available to perform any study-related examinations or procedures if the participant prefers. Also, explicitly state that participants are welcome to have a support person or whānau present during procedures for comfort.
Please adjust the wording about the device’s approval status. Ensure the PIS explains that the cervical patch is an investigational device being used in humans for the first time in this study. Mention that prior testing has been done in the laboratory on animal tissue, but it has not yet been used in people or approved by Medsafe.
Please provide clear instructions on what participants should do if they feel the device needs to be removed before a scheduled visit. This should include a 24-hour contact phone number for the study team or on-call clinical staff. Explain what situations would warrant an immediate call. Also, give practical guidance such as what to do if the device falls out at home, for instance, instructing participants to keep the device if feasible, note the time and circumstances, and contact the study team as soon as possible.
Please remove any non-applicable checkbox options from the consent form.
Please inform participants about study registration and follow-up. Please include in the PIS information about the study’s registration and results dissemination plan. Let participants know that the trial will be registered ant to which registry. Explain that summary findings will be made available to them upon completion of the study. 
Please include a statement providing that GPs will be notified of participation in the study.
Please provide a clearer illustration of the device in the PIS. Include an improved image or a simple diagram of the cervical patch device so participants can clearly see what it looks like. Along with the image, add a brief description emphasizing that the device is small and lightweight.
Please ensure that it is clear in the PIS that this is a first in human trial.

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:
	9 September 2025

	Zoom details:
	To be determined




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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business

Closing karakia was delivered by Neta Tomokino

The meeting closed at 3:00pm.
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