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	                  Minutes







	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	13 August 2024

	Zoom details:
	965 0758 9841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	10:30 - 11:00am
	2024 FULL 20510
	LTS17704 International treatment-extension study in adult participants with multiple myeloma and who have derived clinical benefit from isatuximab
	Dr Anupkumar George George
	Dominic / Devonie

	11:00-11:30am
	2024 FULL 20839
	Safety and Effectiveness of BGB-16673 in Patients With Relapsed or Refractory B-Cell Malignancies
	Dr Leitch Sophie Leitch
	Dianne / Nicola

	11:30am-12:00pm
	2024 FULL 20308
	BGB-43395-101 Alone or as Part of Combination Therapies in Participants With HR+/HER2- Breast Cancer and Other Advanced Solid Tumours.
	Dr Jennifer McLachlan
	Dianne / Amy

	12:00-12:30pm
	2024 FULL 19521
	MK2870-019: Pembrolizumab With or Without MK-2870 in Resectable NSCLC not Achieving pCR
	Dr Gareth Rivalland
	Maree / Devonie

	12:30-1:00pm
	
	BREAK (30 mins)
	
	

	1:00-1:30pm
	2024 FULL 20926
	IFNAR1 deficiency experiences in Aotearoa New Zealand
	Dr Simone Watkins
	Maree / Nicola

	1:30-2:00pm
	2024 FULL 20764
	Study of ARO-ATXN2 Injection in Adults With Spinocerebellar Ataxia Type 2
	Dr. Timothy Anderson
	Dominic / Amy

	2:00-2:30pm
	2024 FULL 18865
	Study of a New Microcatheter, the Corsair Pro SC, for Treatment of Blocked Arteries in the Heart.
	Professor Scott Harding
	Dianne / Devonie

	2:30 - 3:00pm
	2024 FULL 20457
	D8610C00001: A study to evaluate the efficacy, immunogenicity, and safety of an RSV and hMPV VLP vaccine compared with placebo in participants aged 60 years of age and older
	Dr. Claire Thurlow
	Maree / Nicola




	[bookmark: _Hlk118889729]Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Devonie Waaka 
	Non-lay (Intervention studies) 
	18/07/2016 
	18/07/2019 
	Present 

	Mr Dominic Fitchett 
	Lay (the Law) (Chair)
	05/07/2019 
	05/07/2022 
	Present 

	Ms Amy Henry
	Non-lay (Observational studies)
	13/08/2021
	13/08/2024
	Present

	Dr Nicola Swain
	Non-lay (Intervention/Observational studies)
	22/12/2021
	22/12/2024
	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
	Apologies

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



 

Welcome
 
The Chair opened the meeting at 10:00am with a karakia and welcomed Committee members, noting that apologies had been received from Ms Neta Tomokino. 

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 09 July 2024 were confirmed.








New applications 


	1  
	Ethics ref:  
	2024 FULL 20510

	 
	Title: 
	International, multi-center, open-label, treatment extension study in patients with multiple myeloma who are still benefitting from isatuximab-based therapy following completion of a Phase 1, 2, or 3 parental study

	 
	Principal Investigator: 
	Dr Anupkumar George

	 
	Sponsor: 
	Sanofi-Aventis Australia Pty Ltd

	 
	Clock Start Date: 
	01 August 2024



Dr Anupkumar George and Ms Jenn Dalen 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 Researcher confirmed participants in the parent trial are currently receiving treatment and not due to roll over until later in the year.

Summary of outstanding ethical issues

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

The Committee advised good quality ethnicity data based on New Zealand census categories should be collected at a site-level for final reporting to HDEC. This should be collected in addition to protocol-specified fields which may not be relevant for New Zealand. National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.20).
The Committee requested the Researcher adapt the HDEC Data Management Plan template to comply with the 2019 Standards. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a)
The Researcher confirmed study assessments and dosing details would be included in the participant’s clinical record. The Committee requested this is included in the data management plan. 
The Committee noted the insurance certificate contained a clause that stated countries with mandatory clinical trial insurance would be excluded. The Committee noted ACC-equivalent insurance is mandatory for clinical trials in New Zealand and requested the Researcher consult with the Sponsor and supply a New Zealand specific insurance certificate. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).

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

Please simplify the schedule of assessments table to make it lay-friendly; blood tests can be included collectively as 'safety' blood tests', for example. Uncommonly used acronyms such as AE, AESI, EOT should be avoided.
Please amend the statement regarding access to blood sample results on page 6 to state that the results will become part of the participant's clinical record.
Please amend the statement regarding hepatitis notification; only new cases require notification.
Please re-write the risks section in lay language, particularly information for dexamethasone. 
Please remove underlines from information about participant pregnancy. Clarify that participants may withdraw from pregnancy follow-up, and the collection of infant health information requires optional additional consent.
Significant text has been added to the HDEC-approved compensation statement; some statements are repetitive and should be deleted, while others are contradictory to the statement regarding ACC-equivalent cover. Please use only the commercial compensation statement available from the HDEC information sheet template. 
Please delete reference to radiology staff from the identifiable information section and include clinicians that may review results in order to treat adverse events. These may not be based on-site. Note any data entered into the clinical record will be retained indefinitely; please reflect this in the retention of data section.
Please delete 'with your consent' from the GP notification clause; this is a mandatory component of study participation.
Please remove the bullet-point from the paragraph regarding enquiries to the data controller.
Please remove repetition of the formal study title on page 2.
Please use lay language wherever possible instead of medical terms, e.g. “concomitant” (page 9).
Please replace “may” with “will” in the reimbursement paragraph (page 13).

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 data management plan National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
Please supply evidence of ACC-equivalent clinical trials insurance specifying New Zealand as a covered territory (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Dominic Fitchett and Dr Devonie Waaka.




	2  
	Ethics ref:  
	2024 FULL 20839

	 
	Title: 
	A Phase 1b/2, Open-Label Study of BTK-Degrader BGB- 16673 in Combination With Sonrotoclax in Patients With Relapsed or Refractory B-Cell Malignancies

	 
	Principal Investigator: 
	Dr Sophie Leitch

	 
	Sponsor: 
	Beigene NZ Unlimited

	 
	Clock Start Date: 
	01 August 2024



Dr Francisca Reed, Ms Vanessa Black, Dr Kendra Sweet, Ms Anna Kim and Dr Prasanna Kumar 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 the application form indicated tissue may be returned to participants. The Researcher confirmed this was an error and tissue could not be returned. 
The Researcher confirmed clinical trial registration has been submitted. 
The Committee noted the application did not include a comment on whether the required radiation exposure poses additional risk to participants. The form did not provide useful information regarding important risks of any of the study drugs. The Committee requested future submissions discuss these.
The Committee noted it was difficult to assess large umbrella projects of development under a single approval with subsequent sub-studies submitted via the amendment pathway. HDEC amendments are not reviewed by the full committee. The Committee stated its preference is for a master protocol with one sub-study to be one submission and subsequent sub-studies are submitted as new applications via the full review pathway and not as amendments bundled under the original approval. Please request subsequent sub-studies are reviewed by the Southern Health and Disability Ethics Committee. 
The Committee queried how ongoing follow-up will be provided if a participant is not enrolled with a GP and there are abnormal findings. The Researcher confirmed the site would provide ongoing care if the participant was not enrolled.
The Committee queried when a formal independent safety monitoring committee would be established to monitor the ongoing sub-studies. The Researcher stated this would be established at the beginning of the study.
The Researcher confirmed the study involved genetic biomarker analysis but not whole genome sequencing.

Summary of outstanding ethical issues

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

The Committee requested a member of research staff not involved with the patient’s clinical care is involved in the consenting process, to give potential participants an opportunity to say no to someone who is not their treating specialist. 
The Committee noted the application form states participants will have ongoing access to study drugs on conclusion of the study. The information sheet 'the sponsor does not have any plans to provide the study drug or any other study treatments to you after the end of the study'. The Researcher stated ongoing access will be provided through a continuing or extension study and no participants will be left behind. The Committee requested this statement is changed in all information sheets. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.15)
The Committee advised good quality ethnicity data based on New Zealand census categories should be collected at a site-level for final reporting to HDEC. This should be collected in addition to protocol-specified fields which may not be relevant for New Zealand. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.20)
The Committee requested section 6 of the data and tissue management plan is amended as it states all study-related participant data is de-identified. Please specify that safety assessments and dosing details are retained in the participant’s clinical record in an identifiable form. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a; 14.16)
The Committee requested the information sheets are simplified so participants are not directed to refer to other sheets. The Committee suggested combining the master protocol and sub-study into one document or removing all repeated information from the documents.

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

PISCF MASTER
Please state at the beginning of the sheets that interpreters and accessibility transport are available if required. 
Please undertake a thorough review and delete the significant amount of repetition found throughout the document. 
Please remove the statement regarding wellbeing surveys if these will not be used.  
Please include the Auckland city hospital statement regarding tumour tissue samples in the locality PISCFs into the master sheet.
Please Refrain from using 'treatment' and 'treatment period' to describe the investigational dosing regimens; please use 'study drugs', 'dosing' and 'dosing period'. This is to avoid therapeutic misconception (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c).  
Please delete 'except for the cost of those drugs or tests that you would normally receive as part of your standard medical care' from the statement regarding payment of costs associated with study participation; some tests required per protocol may also be undertaken as part of SOC but should be paid for if part of the study.
Please remove the statement 'This means that samples collected prior to your discontinuation of study whose testing is not complete will still be analysed unless local law does not allow this' if this is not applicable to New Zealand. If this is applicable to New Zealand please state this.
Please amend the statement 'unless the local health authority or the ethics committee indicates otherwise, participants who submit samples will take part in biomarker evaluations' to reflect the situation in New Zealand. 
Please include a statement regarding increasing risk of cancer with increasing radiation exposure.
Please include a statement advising that a karakia will not be available at the time of tissue destruction.
Please delete 'The drug works and does not need further testing' from the list of reasons for terminating the study.
Please Delete 'with your consent' from the bullet point regarding GP notification of study participation as this is a mandatory component of study participation. 
Please delete repetitive statements related to data; these affect most subsections.
Please include an optional YES/NO tick box on the consent form for participants to indicate whether they wish to be informed of study results.


SUBSTUDY PISCFS
Please significantly simplify the schedule of assessment information. Listing every specific blood test is unnecessary. 
Please avoid using technical terms such as 'monotherapy' and use simple lay terms. 
Please amend consent clauses to include only those that are specific to the sub-study information presented.

FUR AND OPTIONAL SAMPLES PISCFS
Please state whether there is any future risk of re-identification due to the matching of genetic data across databases (e.g. law enforcement).

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 data and tissue management plan (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a; 14.16).

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




	3  
	Ethics ref:  
	2024 FULL 20308

	 
	Title: 
	A Phase 1a/1b Study Investigating the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Preliminary Antitumor Activity of the CDK4 Inhibitor BGB-43395, Alone or as Part of Combination Therapies in Patients With Metastatic HR+/HER2- Breast Cancer and Other Advanced Solid Tumors

	 
	Principal Investigator: 
	Dr Jennifer McLachlan

	 
	Sponsor: 
	BeiGene

	 
	Clock Start Date: 
	01 August 2024



Dr Chris Wynne, Ms Kayla Malate, Ms Julia O’Sullivan, Ms Lucy Druzianic and Mr Hamish Prosser 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 the application stated the study had equipoise as everyone receives the same dosing regimen, but this will not be the case. The Committee queried if equipoise will be maintained if parts B and C have an approved agent and part A is monotherapy with an investigational agent. The Researcher stated as data is not available on whether sequential or combined is better, worse or the same the study has equipoise.
The Committee requested the response in the application form that states clinical trials will make drugs available especially to Māori for drugs too costly to access is removed from future submissions.
The Committee requested future applications include a summary in question D19 instead of referring to the protocol.
The Committee noted the response to the cultural section in the form indicated it was unknown if efficacy of the drug would benefit Māori or Pacific populations and advised it is useful to include prevalence of the disease in Māori or Pacific people or to state if this is not known. 
The Committee noted approval would be for the dose escalation phase only as the subsequent phase has not been described. The Researcher agreed a resubmission would be made for the new phase via the full review pathway. 
The Researcher clarified participants would be identified by their treating oncologist and referred to a lead oncologist for discussion regarding the study. 
The Committee queried what follow-up support would be provided to participants without a GP. The Researcher stated it would be unlikely for oncology patients to not have a GP but if a participant did not then the study site would assume responsibility for their follow-up care.

Summary of outstanding ethical issues

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

The Committee queried the timeline for when participants will be informed of their cohort’s participation in the extra sub-studies and how information would be provided to sites about which cohorts will be involved. The Researcher agreed to consult with the Sponsor.
The Committee queried when participants would be informed that they were required to take part in one or more of the sub-studies. The Researcher stated this would be determined in part by pharmacokinetic data generated in the study to determine which cohorts might be suitable. The Committee stated providing participants with excessive information about food effect and skin biopsy sub-studies which may not be relevant to them is burdensome and complicates informed consent. It is preferable to provide supplementary information when it is known which cohorts will be part of the sub-studies. The Committee requested this information is removed from the main PIS and presented as optional sub-study sheets to relevant cohorts only. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
The Committee queried optional tumour biopsies and the statement in the PISCF that they are strongly recommended in all participants. The Committee queried whether the strong recommendation is due to benefit the participant or the sponsor. The Researcher stated it was for the Sponsor. The Committee requested this is amended in the optional information sheet, so it is clear the biopsy is for the Sponsor’s benefit and the participant will not miss out on important information for their care if they decline the optional tumour biopsy.  
The Committee queried if an internal data safety monitoring committee is the most appropriate option for a study involving greater than 100 participants across multiple sites and countries. The Committee queried if the internal data safety monitoring committee would have New Zealand representation. The Researcher agreed to consult with the Sponsor. The Committee noted E6 of the application form had indicated an independent committee had been established. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).
The Committee queried why ongoing access would not be provided to participants judged to be receiving therapeutic benefit from the study drug regiment at the conclusion of the study. This is inconsistent with the National Ethical Standards which state participants who benefit from a study intervention should have ongoing access for as long as it is clinically beneficial to them. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.15).

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

MAIN PISCF
Please conduct a thorough review to remove unnecessary detail and simplify wording where possible.
Please delete 'with breast cancer and other solid tumours' from the black box on p1; this is the first clinical trial of BGB-44395 in any humans.
Please delete 'for the treatment of advanced HR+ / HER2- breast cancer and other advanced solid tumours' from the approval statement on page 1 and replace with 'for any purpose'.
Please simplify the study overview in page 3; it is very difficult to follow all the acronyms used.
Please avoid the use of 'treatment' to describe study drugs / dosing regimen / dosing period. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c).
Please explain the skin tissue biopsy procedure more clearly; who will perform it, where it will be done, and any attendant risks. The risk section currently conflates the skin biopsy with tumour biopsy; it should be discussed separately. As noted above, it is preferable that skin biopsy information be included in a separate addendum rather than in the main body of the PIS.
Please give the same indication of radiation exposure as presented in the application form (approx 8 years of background radiation per PET-CT scan). While there is no known minimum level, it is known that higher levels are associated with increased risk.
The full CMI for anti-estrogen therapy and/or pantoprazole should be appended to the PISCF where applicable.
Please amend the pregnancy statement to acknowledge that pregnancy outcome information will be collected subject to additional consent.
Please review and shorten the cultural statement, which runs to almost a page.
Please delete 'The medication works and does not need further testing' from reasons the study may be halted; this is not applicable to a Phase 1/POC study.
Please delete the final paragraph regarding sending of data overseas; it is unnecessary.
Please review the statement on page 15 advising participants to tell their study doctor if any of the above conditions occur as this does not appear to relate to the information above. 
Please include at the beginning of the sheets that interpreter and accessibility services are available if required. 
Please include a link to the industry guidelines referenced in the compensation section. 
Please include an indication of how long each appointment is expected to take. 
Please include a statement advising participants they will still be under the care of their usual oncologist and include any comment of how participation may affect their regular care. 
Please review the statement on page 19 that participants are responsible for informing their healthcare provider of their participation. 


OPTIONAL BIOPSY PISCF
Please state why the biopsy is 'highly recommended'; there do not appear to be any benefits to the individual participant.

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 supply information on the data safety monitoring committee. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Amy Henry and Ms Dianne Glenn. 



	4 
	Ethics ref:  
	2024 FULL 19521

	 
	Title: 
	Phase 3 Randomized Open-Label Study of Adjuvant Pembrolizumab With or Without MK-2870 in Participants With Resectable Stage II to IIIB (N2) NSCLC not Achieving pCR After Receiving Neoadjuvant Pembrolizumab With Platinum-based Doublet Chemotherapy Followed by Surgery

	 
	Principal Investigator: 
	Dr Gareth Rivalland

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited (MSD), a subsidiary of Merck & Co., Inc., Rahway, NJ, USA

	 
	Clock Start Date: 
	01 August 2024




Dr Gareth Rivalland and Dr Hassendrini Peiris 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 Researcher confirmed participants with pathological complete remission are included in study follow-up. The Researcher explained these patients do well and do not require further treatment. The Researcher stated if the disease returns then Pharmac now funds pembrolizumab so ongoing access will not be a concern. 
The Committee noted the application form responses contained a significant amount of unexplained jargon, which increases the assessment burden for lay reviewers. Please bear this in mind for future submissions and simplify or explain technical terms.

Summary of outstanding ethical issues

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

The Committee requested clarification on who will be provided with the addendum PISCF for an additional year of treatment and how they would be selected. The Researcher agreed to consult with the Sponsor. 
The Researcher confirmed nursing staff will review quality of life questionnaires at the time of completion to respond to any distress. The Committee requested this information is included in the information sheet along with what support will be available if a participant requires it.
The Committee noted the eResearch Technology privacy statement states demographic data, date of birth, gender and initials may be collected and transferred to authorised third parties. The Researcher stated their understanding was it was anonymised data without patient-specific information and quality of life data goes to a third-party vendor that collects the data with demographic data that is shared with the Sponsor. The Committee requested clarification on what is collected and who it may be sent to. The Committee noted date of birth and initials are identifiers that would not normally be sent to the Sponsor. The Researcher agreed to consult with the Sponsor.

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

MAIN PISCF
Please amend the lay title to avoid the use of acronyms.
Please review paragraph 1 on page 1, which repeats 'the study is testing' 3 times. Choose one option only.
Please clarify whether the dosing regimen options before surgery are SOC in New Zealand.
Please refrain from the use of 'treatment' to describe study drug dosing / dosing periods.
Please make it clear what the main criteria is for progressing into the 'trial treatment period'.
Please amend the schema to include the path for those that aren't eligible for the adjuvant dosing (i.e. on-going follow-up in the study). 
Please change 'will be required' to 'may be required' to describe reporting of hepatitis and HIV results to the Medical Officer of Health.
It may be useful to state why alcohol and tobacco are not permitted for those on MK-2870.
Please state whether pembrolizumab has been approved for use in New Zealand.
Please clarify that the $50 reimbursement is per visit and specify if this is inclusive of travel/parking costs.
The use of new technologies section can be deleted as no identifiable information is captured. If this is intended to be captured a justification will need to be provided to the Committee. 
Please amend study arm to study group. 
Please review the number of sites mentioned on page 25. 


ADDENDUM PISCF
Please explain why the participant is being offered an additional year of pembrolizumab.

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 Dr Maree Kirk and Dr Devonie Waaka.




	5  
	Ethics ref:  
	2024 FULL 20926

	 
	Title: 
	IFNAR1 deficiency experiences in Aotearoa New Zealand

	 
	Principal Investigator: 
	Dr Simone Watkins

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	01 August 2024



Dr Simone Watkins 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 clarified that there would be 5 families who have been diagnosed and that there would be recruitment of those families with intent that there would be 2 people with the children who had been diagnosed. This recruitment would extend to the family surrounding these children. The family groups would be interviewed together and there may be children involved in this group.
1. The Committee clarified the identification of certain Polynesian groups in the study documentation was consistent with the nature of the incidence in the potential participant pool.
1. The Committee clarified that the advertising is no longer necessary as the recruitment will be managed through direct referral from Starship.
1. The Committee clarified the researcher had suitable supports in place for grief counselling if required for the participating families.

Summary of outstanding ethical issues

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

The Committee requested that there be a clear lower limit to the age of the young participants in this study and that this be documented in the protocol. The Committee suggested that 16 and above be the limit to the inclusion criteria as this condition can be conceptually difficult to understand and the benefit of having younger child inclusion in the study does not outweigh the risk.
The Committee requested clear protocolisation and detail be provided across all study documentation as to the heritable nature of this condition and the way this may impact the recruitment of other young people into the study.
The Committee noted that the information sheet would not need amending to reflect the change of age groups as if they are capable of consenting, they should be able to understand the information sheet.
9. The Committee clarified that the recruitment process would begin with referral of potential participant names to the researcher who would then be approached at their next visit. This needs to be precluded by the Starship immunology team asking potential participants if they would like to have their information passed to the researcher to learn more about the study. This should be reflected in the protocol.
10. The Committee queried how the researcher would suitably address the identifiability of the 5 families when publishing. The researcher noted that there would be geographical masking of the study group and all potential identifiers relating to the specific Pasifika group that they are belonging to would be stripped. The Committee requested that this be addressed clearly in the information sheet as it should be made clear that while best efforts will be taken to ensure the privacy of individuals is protected that this is an exceptionally small group with quite an identifiable dataset and it may not be entirely possible to make the publication entirely anonymous.
11. The Committee noted that there is a sentence in the protocol referring to potential distress and requested that this be amended to just offer a phone call as “text, call or email,” as a text or an email may be too impersonal for the situation.
12. The Committee requested that a peer review be provided utilising the HDEC template. This should focus on the methodology of the study and be done by someone independent from the study.
13. The Committee requested that the study documentation be consistent in the terminology used when referring to participants and the family. 
14. The Committee requested more detail on the coding of data and how this would be conducted and asked for this to be included in the protocol. 
15. The Committee noted that there was some concern with video interviewing participants given the sensitivity of the topic to be discussed and suggested that it may be more suitable to do these in person unless there were some accessibility issues.
16. The Committee requested that there be a dedicated place for interviews decided at the discretion of the families being interviewed and that this be detailed in the PISCF. 
17. The Committee suggested having a separate PIS for the families who have lost a child that amends the details to ensure sensitivity and the context is appropriate for these families.
18. The Committee noted that there has not yet been sponsor authorization from the University of Auckland and that this should be confirmed before resubmission.

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

Please specify when the interviews may occur, how long they will be and whether food and drink will be provided. This should be consistent with the protocol and either document may need to be updated to do so.
Please include a contact for counselling care if possible. 
Please remove the risk of “self-harm among family members”. 
Please state that an interpreter will be available.
Please remove the statement concerning “participation in the study will not affect your care” or amend to read “affect the care of your child”.  
Please state that the interviews may be video recorded if this method is utilised.

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 Maree Kirk and Dr Nicola Swain.




	6  
	Ethics ref:  
	2024 FULL 20764

	 
	Title: 
	A Phase 1 Placebo-Controlled Dose-Escalating Study to Evaluate the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of ARO-ATXN2 in Adult Subjects with Spinocerebellar Ataxia Type 2

	 
	Principal Investigator: 
	Prof Timothy Anderson

	 
	Sponsor: 
	Arrowhead Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	01 August 2024



Dr Laura Paermentier 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 how participants on warfarin would be managed. The Researcher confirmed their inclusion would be at the discretion of the Coordinating Investigator who would assume responsibility for any follow-up. 
The Committee requested equal access under Te Tiriti should not be cited on the application form in future applications. 
The Researcher confirmed New Zealand ethnicity data is collected at a site level.

Summary of outstanding ethical issues

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

The Committee noted the insurance certificate expired in January 2024 and requested an updated certificate. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).
The Committee queried if a single dose had therapeutic potential for participants in this study. The Researcher stated the lowest dose was based on animal testing which showed 25mg was sufficient and the hope is one single dose might reduce toxicity enough to produce clinical benefit over a period of months. The Committee noted if it is unlikely to change the course of the disease overall then this should be made clear in information to participants.  (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
The Committee queried whether participation in this study had the potential to exclude participants from other therapeutic trials in the future. The Researcher agreed to consult with the Sponsor. The Committee stated if there is the possibility that participants may be excluded from future therapeutic trials this must be explicitly clear in the information sheet. 
The Committee queried if the stipend is inclusive of travel expenses. The Researcher agreed to consult with the Sponsor. 
The Committee queried risks to participants based on preclinical studies. The Researcher stated there have been no human studies but the safety data on animals does not raise concern. The Committee noted there is ongoing safety follow-up and queried if there are potential safety issues based on the protein itself if the level is depressed. The Researcher stated they do not believe so. The Committee requested a statement is included in the information sheet to advise there are no known safety issues associated with lower levels of ATXN2 and follow-up is for the benefit of the study Sponsor. 
The Committee requested confirmation that the data safety monitoring committee is independent, as stated in the application form. The Researcher agreed to consult with the Sponsor. The Committee requested the Researcher supply the charter and information on who is on the committee, whether it is independent or internal. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).
The Committee queried whether participants may withdraw their tissue. The Researcher stated they believe any samples collected may still be used. The Committee requested the Researcher confirm this with the Sponsor as some studies allow participants to withdraw or request destruction of their tissue if they withdraw from the study. 
The Committee requested the brochure refers to the ‘study drug’ rather than ‘medication’ when referring to the investigational product or placebo to avoid therapeutic misconception. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c)

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

Main PIS

Please use the lay title as main title for the PISCF and increase font.
Please delete 'with spinocerabellar ataxia type 2' from the first black box warning and delete the second box. The statement about effects in humans being unknown may be added to the first box.
Please insert a horizontal line above the text on the footer on all pages, to provide a clear separation between the main text and footer text.
Please correct the typo on page 4 – “Day 235” instead of “Day 253”.
There is too much detail in the description of the study assessments on pages 6-8, review and only include the detail required to make an informed decision on participation.
Please include an explanation regarding effect of withdrawal on sample storage (page 10) as the paragraph is currently contradictory: “Please note that at any time, you can ask for any of your stored samples to be destroyed by informing the Study Doctor and still remain in the study, however any information already gathered from the samples will be kept for the integrity of the study. Also, if you withdraw or are discontinued from the study, all the samples collected up to that point will continue to be analysed and stored.”
Please remove the highlighting from sections.
Please move the “Risks of breach of confidentiality” section (page 14) to section 14 if considered necessary.
Please specify what the placebo is (eg saline). 
Please simplify day -56 by referring to it as the screening period. 
Please avoid describing randomisation like the flip of a coin as the ratio is 2:1.
Please refer to active IMP and placebo as 'study drug' not 'study medication' throughout.
Please replace 'treatment' and 'treatment period' with 'dosing' and 'dosing period' throughout.
Please refer to groups rather than cohorts (unnecessary complexity).
Please include a comment that ongoing monitoring is not for safety purposes related to suppression of ATXN2. 
Please delete the information about genetic testing as the application form states this is not applicable to NZ participants (genetic testing already performed per standard of care).
Ethnicity / race is not considered sensitive personal information in New Zealand. Please delete this from page 18.
Please replace personal data with 'Identifiable' data to more readily distinguish between identifiable and coded data. 
Please deleted repeated information regarding ownership rights and data collection, risk of privacy breach (noted 3 times in the PIS) and risk of data being sent overseas.
Please add the GP to those with access to identifiable personal data.

FUR PISCF ADDENDUM
Please submit a separate information sheet for Future Unspecified Research.
Please explain what DNA and genes are.
Please explain the breadth of genetic analysis and potential risks of reidentification / database matching (eg by law enforcement).

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 supply the charter for the data safety monitoring committee.  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Dominic Fitchett and Ms Amy Henry.
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	Ethics ref:  
	2024 FULL 18865

	 
	Title: 
	Evaluation of the Performance of a New Microcatheter, the Corsair Pro SC, in Percutaneous Coronary Intervention (PCI) for Chronic Total Occlusions (CTO).

	 
	Principal Investigator: 
	Professor Scott Harding

	 
	Sponsor: 
	Bio-Exel (New Zealand) Ltd

	 
	Clock Start Date: 
	01 August 2024



Prof Scott Harding and Ms Maureen Blakemore 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 Researcher confirmed the only deviation from standard of care is the investigational device itself. 
The Researcher confirmed this is an elective procedure and participants will have sufficient time to consider participation.
The Committee noted first-in-human drug studies typically employ sentinel dosing with an interval between the first and second dosing to allow for any unanticipated issues to be identified and requested a similar approach is adopted. The Committee requested the protocol is updated so there is a defined interval between the first two procedures so there is no possible chance of participants being treated back-to-back in the event of an unanticipated technical or safety issue with the device. The Researcher stated this device has a different risk profile as it is a modification of a known device with known materials and nothing is left behind in the body which is different to a permanent implant or technique. The Researcher stated the level of risk is anticipated to be low and if there are any safety concerns with the procedure no further participants would be enrolled until an independent committee reviewed the findings. The Committee requested after the first procedure there is planned downtime to deal with any unforeseen issues before further participants are lined up for the procedure. The Researcher stated they did not want to delay a procedure for patients who require it and the plan is if issues with the investigational device are discovered they would proceed with standard of care. The Researcher suggested two procedures are performed on the first day, one in the morning and one in the afternoon. The Committee agreed that this was acceptable.

Summary of outstanding ethical issues

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

The Committee requested the reference to a study imaging vendor is removed from the data management plan. 
The Committee requested the note to researchers on page 3 of the data management plan is removed.
The Committee requested Sponsor authorisation is obtained in the EthicsRM system.

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

Where a good lay description is provided, please delete the medical term (e.g. haemostasis, chronic total occlusion, occluded etc). Also review for terms such as prospective, single-arm, cardiac, auscultation, IVUS, procedural parameter, adverse events etc and replace where a lay term could be used.
Blood tests and ECGs are standard of care; the risks of these do not need to be included in the PISCF.
Please remove the bullet point from the first sentence in the identifiable information section.
Please make it clear that all standard of care procedures and assessments will be included in the participant's clinical record and retained indefinitely.
Please explain the term PCI the first time used on page 2.
Please correct the typos on page 5 (change you to your and other to another).
Please supply a web link to the industry guidelines reference on page 8.
Please correct the small typo under "Will any costs be reimbursed?" (change ‘the’ to ‘The’).

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 data management plan (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a)
Please obtain Sponsor authorisation in the EthicsRM system. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Dianne Glenn and Dr Devonie Waaka.
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	Ethics ref:  
	2024 FULL 20457

	 
	Title: 
	D8610C00001: A Phase 3, Global, Randomized, Double-Blind, Placebo-Controlled, Study to Evaluate the Efficacy, Immunogenicity, and Safety of a Respiratory Syncytial Virus (RSV) and Human Metapneumovirus (hMPV) Virus-Like Particle (VLP) Vaccine in Adults 60 Years of Age and Older

	 
	Principal Investigator: 
	Dr. Claire Thurlow

	 
	Sponsor: 
	Icosavax Inc.

	 
	Clock Start Date: 
	01 August 2024



Dr Claire Thurlow and Ms Kim Huljich 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 advised good quality ethnicity data based on New Zealand census categories should be collected at a site-level for final reporting to HDEC. This should be collected in addition to protocol-specified fields which may not be relevant for New Zealand. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.20)
The Committee queried who the doctor-to-patient letter would be sent to. The Researcher stated it would be provided to GPs to provide to patients at their discretion. The Researcher confirmed it would not be sent to databases. 
The Committee queried who the site-aligned organisations referenced in the application were. The Researcher explained they are providers such as GPs who may refer participants. The Researcher confirmed they will not receive payment for referrals. 
The Researcher stated any participants who expressed changes in mood on the quality-of-life questionnaires would be referred back to their GP for care as this is not a known side effect of the vaccine.  
The Committee noted the placebo justification in the documentation stated placebo was justified as there is no funded RSV vaccine in the Northern Hemisphere but there is a self-funded approved vaccine available in New Zealand. The Researcher stated as the vaccine is self-funded participants would need to be made aware they could choose to not participate and could fund their own RSV vaccine if they wished.
The Committee queried the equipoise of the study. The Researcher stated there is no vaccine for hMPV and one approved vaccine for RSV in New Zealand that patients have to self-fund. As there is no approved and funded combination vaccine available in the community participants would be aware they have a 50% chance of getting placebo or the active vaccine. The Committee noted this may justify a placebo but queried if the risks and benefits between study groups are equally poised. The Researcher stated the current data shows a low risk to side effects of the vaccine and while the placebo group would not have the same risk as the vaccine the study would compare the number of viruses participants are exposed to.

Summary of outstanding ethical issues

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

The Committee requested more information regarding the vaccine’s potential to decrease morbidity and mortality of respiratory diseases is included in the cover letter in response to provisional approval. 
The Committee requested the advertising is updated to acknowledge placebo and that the effectiveness of the vaccine is unknown. Please avoid phrases such as “Are you looking for a way to possibly protect yourself against seasonal viruses?” or “You’re not just protecting yourself” as these statements over-promise benefit. Please ensure the HDEC number (20457) is included. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c)

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

MAIN PISCF
Please ensure the formatting is consistent and undertake a revision to simplify the presentation (eg bullet points). 
Please use lay language in the short title (immunogenicity and efficacy are non-lay terms) across both PISCFs.
Please explain what a respiratory illness is in 'What is the purpose of the study'.
Please amend 'You must ask your study doctor before you take any new medications during the research study', to allow for medication required to treat emergent medical / surgical conditions. Please make it clear participants may receive urgently required medication if clinically required. 
Bracketed medical terms are unnecessary on page 6; also note the greater than / equals sign should be replaced with '38 degrees or higher'.
Please identify the city and country tissue will be sent to / stored in on page 10. 
Please move the information on the eDiary App to the coded data section. 
Please delete repeated information regarding withdrawal of data.
Please include an optional tick box and consent clause regarding receipt of a lay summary of study results.
Please delete optional tick box for FUR; this is subject to a separate PISCF.

FUR PISCF
Please include a statement that no genetic testing will be undertaken on the sample.

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 Maree Kirk and Dr Nicola Swain. 




General business


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

	Meeting date:
	10 September 2024

	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


The meeting closed at 3:00pm with a karakia. 
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