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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 December 2024

	Zoom details:
	965 0758 9841




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am-12.00pm
	2024 FULL 21707
	Stunned heart
	Dr Jocelyne Benatar
	Ms Kate O'Connor and Mrs Leesa Russell

	12.00-12.30pm
	2024 FULL 21630
	Examining the relationship between the surgical wound environment, appearance, and physiology in laparotomy patients: A pilot prospective cohort study.
	Mr John Woodfield
	Ms Catherine Garvey and Mr Barry Taylor

	12.30-1.00pm
	2024 FULL 21565
	ATACOR - ASCEND EV Study
	Dr Matthew Daly
	Mr Jonathan Darby and Dr Amber Parry Strong

	1.00-1.30pm
	2024 FULL 21418
	Asthma on Track trial
	Professor Richard Beasley
	Ms Maakere Marr and Dr Nicola Swain

	
	Break (30)
	
	
	

	2.00-2.30pm
	2024 FULL 21556
	BO43249 Horizon 2: A study to look at how safe and how well different targeted therapies work in people with resectable non-small cell lung cancer that has certain biomarkers
	Dr Laird Cameron
	Ms Alice McCarthy and Dr Patries Herst

	2.30-3.00pm
	2024 FULL 21709
	A study of EVO301 in adults with moderate to severe Eczema
	Dr. Purnima Olu De Rozario
	Ms Kate O'Connor and Mrs Leesa Russell

	3.00-3.30pm
	2024 FULL 21772
	A Study of BGB-16673 Compared to Investigator’s Choice (Idelalisib Plus Rituximab or Bendamustine Plus Rituximab or Venetoclax Plus Rituximab Retreatment) in Patients With Chronic Lymphocytic Leukemia
	Dr Sophie Leitch
	Ms Catherine Garvey and Mr Barry Taylor

	3.30-4.00pm
	2024 FULL 21367
	BP44474: A ROCHE CLINICAL TRIAL TO LOOK AT HOW SAFE AND WELL RO7589831 WORKS AT DIFFERENT DOSES IN PEOPLE WITH ADVANCED SOLID TUMOURS, AND HOW THE BODY PROCESSES RO7589831
	Dr Jane So
	Mr Jonathan Darby and Dr Amber Parry Strong

	4.00-4.30pm
	2024 FULL 21681
	AVT80-GL-P01: A study comparing AVT80 and Entyvio® in Healthy Adults
	Dr Chris Wynne
	
Ms Maakere Marr and Dr Patries Herst


 

	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	13/08/2021
	16/08/2024
	Present

	Mrs Leesa Russell
	Non-Lay (Intervention/Observational Studies)
	13/08/2021
	16/08/2024
	Present 

	Mr Barry Taylor
	Non-Lay (Intervention/Observational Studies)
	13/08/2021
	16/08/2024
	Apologies

	Ms Alice McCarthy

	Lay (the Law)
	22/12/2021
	22/12/2024
	Present

	Ms Joan Pettit
	Non-Lay (Intervention Studies)
	08/07/2022
	08/07/2025
	Apologies

	Dr Amber Parry-Strong
	Non-Lay (Health/Disability service provision)
	08/07/2022
	08/07/2025
	Present

	Ms Maakere Marr
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present

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

	Ms Catherine Garvey 
	Lay (the Law) 
	11/08/2021 
	11/08/2024 
	Present 

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	13/08/2021
	13/08/2024
	Present

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



 

Welcome
 
The Chair opened the meeting at 11.00am and welcomed Committee members, noting that apologies had been received from Ms Joan Pettit and Mr Barry Taylor.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Patries Herst, Dr Nicola Swain, Ms Catherine Garvey and Mr Jonathan Darby confirmed their eligibility and were co-opted by the Chair as a member of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 05 November 2024 were confirmed.








New applications 


	1  
	Ethics ref:  
	2024 FULL 21707

	 
	Title: 
	Randomized study evaluating effects of rationalizing medication in those who have stunning of if the heart due to a heart attack

	 
	Principal Investigator: 
	Dr Jocelyne Benatar

	 
	Sponsor: 
	Te Whatu Ora - Auckland

	 
	Clock Start Date: 
	21 November 2024



Dr Jocelyne Benatar and Professor Ralph Stewart were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of outstanding ethical issues

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

The Committee requested an update to the protocol to include more information on adverse event management and stopping rules for participants in the trial and the management pathway for participants who have worsening heart failure. 
The Committee requested the Researcher supply the echo protocol.
The Researcher confirmed a data monitoring committee would be created. The Committee requested this is amended in the protocol as it currently states the ADHB research review committee would act as this. The Committee requested stopping rules to halt the study and for what reasons are included in the DMC charter. 
The Committee requested the Researcher update the protocol to specify the pathway for a participant who has been in the arm that does not have the heart failure protocol and withdraws from the study. 

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

Please include more information for participants who consent to be in the study but are not eligible for randomisation. Please include a diagram showing different arms of study to make this clear. 
Please remove the word ‘complete’ from recovery as this may be misunderstood.
Please include information advising participants what happens if they withdraw from the study (e.g. whether they will go on medication).  
Please explain how participants are randomised (e.g. computer-generated randomiser).
Please state how many participants at the hospital will be in the study. 
Please identify the sponsor in the header of the sheet (as it later states “Your coded information will be entered into electronic case report forms and sent through a secure server to the sponsor"). If this is a statement from the template and not applicable, then please remove it. 
Please remove the reference to data going to government agencies overseas. 
Please be more specific about ongoing data collection from medical records (e.g. if hospital records, GP records and how long records will be accessed) so participants understand what they are consenting to. 
Please reword the sentence about taking medications that are unnecessary to avoid the risk of undermining trust and confidence in medications generally. 
Please include a statement advising that coded data will be shared with the research review committee for safety. 
Please remove the statement about data going overseas if this is not planned. 
Please describe how images will be anonymised. The Committee suggests stating it is deidentified.  
Please remove the 0800 4 ETHICS number and replace with “0800 400 569 (Ministry of Health general enquiries)”


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 (National Ethical Standards for Health and Disability Research and Quality Improvement, 12.15a).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Kate O’Connor and Mrs Leesa Russell.



	2  
	Ethics ref:  
	2024 FULL 21630

	 
	Title: 
	Examining the relationship between the surgical wound environment, appearance, and physiology in laparotomy patients: A pilot prospective cohort study.

	 
	Principal Investigator: 
	Dr John Woodfield

	 
	Sponsor: 
	Fisher & Paykel Healthcare

	 
	Clock Start Date: 
	21 November 2024



Dr John Woodfield and Dr Molly Abraham 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 advised as participants would not be randomised and would be receiving standard care the study met the criteria of an observational study. This should be explained to participants at the time of consent that they are not part of a medical experiment they are just being observed and receiving the care they otherwise would. 
1. The Committee advised participants injured in an observational study are eligible for ACC. 
2. The Researcher confirmed the research component that was not standard of care was the photography and measurements of temperature and tissue oxygenation.  

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 Researcher update section 7.3 of the data management plan to remove the reference to anonymous data. 
The Committee noted the response to the cultural section of the form included incorrect demographic data and requested this response is updated to address benefits to Māori, acknowledging health inequities. 
The Committee queried if the survey could be sent via email. The Researcher stated licensing may limit it to physical copies only and agreed to investigate. 
The Committee requested the protocol is updated to reflect this is an observational study. 

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

Please rewrite the sheet from the perspective of an observational study explaining that the study will collect data from participants undergoing standard care. Please explain the additional imaging that is for the study. The Committee suggested adapting the template available on the HDEC website. 
Please revise the statement ‘A total of 30 participants are expected’ to state ‘We expect to enrol 30 participants’. 
Please state how long images will be retained for, what happens to them and when they will be deleted. 

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, 12.15a).
Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Ms Kate O’Connor.




	3  
	Ethics ref:  
	2024 FULL 21565

	 
	Title: 
	Assessment of a Chronically Implanted Parasternally Delivered EV-ICD Lead (ASCEND EV) Study

	 
	Principal Investigator: 
	Dr Matthew Daly

	 
	Sponsor: 
	AtaCor Medical, Inc.

	 
	Clock Start Date: 
	21 November 2024



Dr Matthew Daly 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 if the patients being recruited from are in an urgent acute phase or whether they will have plenty of time to think through participation. The Researcher clarified that this kind of device is only offered to patients who have a persistent heart condition but are not in a steep decline. They also clarified that consenting to the study offers no benefit relating to moving up the waitlist.
1. The Researcher clarified that if the device fails, a replacement will be provided immediately, and there should be no effect on public waiting times.
1. The Researcher confirmed there’s been no evidence of failure in the device observed currently.
1. The Researcher confirmed that the manufacturer of the device will pay for the follow up X-rays.
1. The Researcher confirmed these participants will have forever follow-up. 

Summary of outstanding ethical issues

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

The Committee raised concern around the device migration potential, which the Researcher agreed is a point of nervousness. The Committee noted the risk versus the level of peer review and other standards that would be undertaken by something such as new medicine. The Committee requested the following:
a. An Investigator’s Brochure for the device, detailing all preclinical and clinical work, and compliance with relevant manufacturing standards.
b. [bookmark: _Hlk144721673]A peer review done by another specialist who is familiar with the context of New Zealand operating room and N patients and who has also seen the Investigator’s Brochure and protocol. This would provide assurance to the Committee regarding the safety of the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.11.a, 9.25-9.32).
New Zealand participants should have remote monitoring mandatorily. It is acknowledged that internationally the reason it is optional is that it has billing implications, however given this is not the case here in New Zealand, this offers a level of safety and assurance to the Committee and should be for all participants here. A New Zealand-specific appendix to the protocol would be appropriate if the Sponsor does not wish to change the main body of their protocol. The participant information sheet should also be updated to reflect this.
In the data management plan, please list the data governance policies.

[bookmark: _Hlk144721695]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 soften the wording on page 2 that all state “you are required to do ___”. It would be better to say “you will be asked to___”
Page 3 mentions local ethics committee. Adjust to be national ethics committee for New Zealand participants. 
Photo of chest area with arrows could be improved, such as a diagram of the space in the ribcage where it will be implanted, how big it is in relation to the heart, etc. as well as how big the external component is. 
Please include a table of visits.
Please be clear if the procedure is done under a local or general anaesthetic.
Please explain what the defibrillation test will be like to alleviate potential anxiety.
Please clarify what will happen to photos/videos post-study.
Please clarify further how this participation differs from standard of care, such as additional x-rays, whether follow up for life is different, etc. 
Please clarify the HDEC statement to “This study has been approved by an independent group of people called a Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The Northern B committee has approved this study.”
Please provide some information about how many patients have received this device and how they’re doing so far.
Describe how many participants are being enrolled in the study and how many are going to be at your site.
Reimbursements currently read as “may be”, decide whether they will or will not, and the Committee noted it is not reasonable to expect participants be out of pocket with extra expenses. 
Remove the paragraph related to compensation connected to the Medicines Guidelines as it applies to medicines, not devices. 
If there is any addition to procedure time with the new wire, please describe this. 
The risk of migration is not well documented in the participant information sheet, i.e. the device may not work as well if it is in the wrong place. 
Please remove the 0800 4 ETHICS number and replace with “0800 400 569 (Ministry of Health general enquiries)”


Decision 

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



	4  
	Ethics ref:  
	2024 FULL 21418

	 
	Title: 
	A randomised, parallel group trial comparing two stepwise treatment tracks for the pharmacological management of adult asthma: ICS/formoterol reliever vs short-acting beta-agonist reliever-based therapy

	 
	Principal Investigator: 
	Professor Richard Beasley

	 
	Sponsor: 
	Medical Research Institute of New Zealand

	 
	Clock Start Date: 
	21 November 2024



Professor Richard Beasley and other members of the study team 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 peer reviewer is on the Institute’s Board. The Researchers clarified they are not involved in the study, an experienced researcher and clinician and is quite tough and not motivated by board business to get studies underway. The Committee was satisfied with this explanation.
1. The Committee queried if participants are on one medication and switch as part of the study whether there this could pose additional risks.. The Researchers clarified there is a safety point with a safety mechanism built in to monitor that.

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 advertisement stating the study is ‘to test different ways of taking inhalers’ is a bit misleading and to adjust. Please also correct from Central HDEC to Northern B.
The CI for the study has signed off as study sponsor – please check with another member of the Board to perform this function to avoid the conflict of interest in future. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
Regarding reimbursements and costs covered:
a. ..."if you are receiving any benefits" change to Work and Income Benefits for clarity.
b. The breakdown of reimbursement versus payment for time should be made clearer. Please distinguish the two amounts, especially with respect to tax.
Under Māori data sovereignty on page 16, “is about protecting information and knowledge that is about (or comes from) Māori people" - delete people.
Please clarify if a karakia will be available at time of tissue disposal. 
Please remove error inclusion of AstraZeneca getting identifiable information.

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).



	5  
	Ethics ref:  
	2024 FULL 21556

	 
	Title: 
	A Phase I-III, multicenter study evaluating the efficacy and safety of multiple therapies in cohorts of patients with resectable stage I-III non-small cell lung cancer, selected according to biomarker status

	 
	Principal Investigator: 
	Dr Laird Cameron

	 
	Sponsor: 
	Roche Products (New Zealand) Limited

	 
	Clock Start Date: 
	21 November 2024



Dr Laird Cameron, Olivia Lester and Daphne Mason 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 clarified that the insurance would lapse prior to the end of the study but that this would be renewed to cover the whole study.

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 general consent for the Roche Bio Repository (RBR) and the consequences that may come about by potential whole genome sequencing. The Committee requested that there be some more specific language included as to the cultural considerations specific to Māori, such as whakapapa and consequences to whānau. Please include some protections for individuals, if possible, in terms of future use of that data and the potential for the commercial practices that may impact participants and their tissue. Please include a sentence noting that in the future there may be discrimination to people as a result of genetic sequencing particularly if there is ethnicity linking being sent to the RBR.
The Committee requested that the sub-studies/ new domains to the platform come to the full Committee rather than as amendments for the future given the amount of material that would need to be provided and reviewed.
The Committee asked that where possible in the advertising, please include that the ethical aspects of the study have been approved by the Northern B HDEC.

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

Please provide a lay description of Māori terms and clarify the meaning where explaining Māori data sovereignty.
Please refer to the new HDEC template for intervention studies to consider how this and future studies could be shortened while still providing reasonable detail.
Please clarify the sentence under 1.2 "Enrolment in the study could result in you being ineligible for future standard of care and other therapies" and whether this is required in the event that participants cancers worsen. Please clarify if this is specific to Pharmac funding because this wording is potentially misleading.
Please clarify if the sentence “Study data" include screening information from all participants, even participants who are not eligible for or decide not to take part in the study” means that data will be kept or if this is specific to screening data only. 
Please amend the reasons for the study being stopped by Roche to note that this cannot occur purely for commercial reasons.
Please amend mention of whole genome sequencing to specify that it is cancer gene sequencing and explicitly state the difference between this and the future unspecified research while genome sequencing (FUR WGS).
Please provide a diagram or table to explain how and what will happen during participation.
Please be clear what risks of ionisation radiation is above standard of care.
Please clarify when procedures will occur and at what visits and times. 
Please explain what “Foundation Medicine” is, the first time it is mentioned. 
Please clarify the screening and whether this will screen for surgery at this time as well and make it clear what will happen if participants cannot get surgery.
Please ensure that the timeframes for screening and surgery is clear.
Please define “other research studies” as “another clinical trial” where mentioning joining another research study.
Please either clarify the language used in the current diagram or add further explanation beneath the diagram.
Please state clearly that karakia will not be available at point of tissue disposal.


Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Patries Herst and Ms Alice McCarthy.


	6  
	Ethics ref:  
	2024 FULL 21709

	 
	Title: 
	A Randomized, Double-Blind, Placebo-Controlled, Proof-of-Concept Study of EVO301 in Adults with Atopic Dermatitis

	 
	Principal Investigator: 
	Dr. Purnima Olu De Rozario

	 
	Sponsor: 
	Evommune Biologics, LLC.

	 
	Clock Start Date: 
	21 November 2024



Dr Purnima Olu De Rozario, Polina Bukshpun, Dr Penny Montgomery, Kshemina Mhaskar, and Cheryl Glover were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee clarified that there was not any likely possibility of secondary findings from the genetic testing.

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 the adverts and promotional content specify that the medicine is administered by IV or injection.
The Committee requested that the adverts specify that the main ethical aspects had been approved by Northern B HDEC.

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

Main PIS:
Please review the PIS for advice on flare-up management and how this is explained as it must be explicitly clear as to what may be used and what is not permitted. 
Please clarify if a nurse or other person would be available to contact in the event of a severe or unbearable flare-up.
Please remove the word “treatment” and replace with study medicine or investigational product.
Please note that the language used around the efficacy of the study medicine should be amended as the wording is misleading around the known efficacy. 
Please amend the wording of “New Zealand Health Authority” as this is not clear.
Please clarify if the eczema physical exam will require the removal of clothing and under what circumstances this may occur and if a support person will be available. 
Please clarify what will be the taxable portion of the reimbursements that will be provided. This will need to include a finalised stipend (which is most likely to be taxable and requires information to this effect). Please also clarify what is taxable and who should be paying the tax. This needs to be equitable across the sites. 
Please amend gendered language from the contraception section.
Please specify whether doses used in prior studies are equivalent to what will be delivered in this study.
Please specify what country has the 3 participants not in New Zealand.
Please include that karakia is not available at tissue disposal.

Genetic PIS:
Please specify what the genetic testing is for and what information will be collected. This should be amended to link it back to the participation in the main study and what information was collected as part of that. Please specify that the genetic testing is personal information.
Please specify that “your samples may be used to develop new treatments” or similar concerning the use of the data for future formulation.

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 Mrs Kate O’Connor and Mrs Leesa Russell.


	7  
	Ethics ref:  
	2024 FULL 21772

	 
	Title: 
	A Phase 3, Open-Label, Randomized Study of BGB-16673 Compared to Investigator’s Choice (Idelalisib Plus Rituximab or
Bendamustine Plus Rituximab or Venetoclax Plus Rituximab Retreatment) in Patients With Chronic Lymphocytic Leukemia Previously Exposed to Both BTK and BCL2 Inhibitors

	 
	Principal Investigator: 
	Dr Sophie Leitch

	 
	Sponsor: 
	BeiGene NZ unlimited

	 
	Clock Start Date: 
	21 November 2024



Dr Sophie Leitch, Maria Kondou, and Renee Hou were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of outstanding ethical issues

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

1. The Committee requested clarification as to whether the participants may continue on the study drug beyond the study scope.
The Committee queried about the funding for the study medicine past the study and how this would be made available to participants. The sponsor noted it would depend on standard process relevant to New Zealand and noted that any cost would be paid by the sponsor in that event. Please clarify if this will be paid by the taxpayer in New Zealand and if this is per clinician choice, please clarify the process in the protocol and Participant Information Sheet and Consent Form (PIS/CF).
The Committee queried if the new IB that would be provided would contain new clinical data. If this is the case, please provide it for review and updated forms per this as well.
The Committee requested more information pertaining to the funding and the context of the comparator drugs and how this may relate to continued access to care post-study.
The Committee requested clarification as to whether 4 percent of participants had died of infection (drug related) and if so, why this was not represented in the risks section of the PIS/CF.
The Committee queried if there could be any incidental finding from the genetic testing. If this could happen in any capacity, please clarify this in the PIS/CF and ensure that the participants are aware of how this would be followed up/referred.
The Committee recommended referring to the new HDEC interventional PIS/CF for future studies.

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

Please note that consent by proxy is not allowed in New Zealand, please remove the criteria including this.
Please provide a simplified version of the study schedule per the protocol (page 52). This would greatly improve clarity of the study for the participants.
Please provide a safety plan for the quality-of-life questionnaires, including the timeliness of response and review to these questionnaires, what the follow up will be in the event that the questionnaires report suicidality or mental distress and who will conduct said follow up.
Please ensure that someone independent from the PI is available and provided as a contact for participants to talk to in the event they have questions or concerns.
Please remove the tick box from general practitioner notification from the consent form. This should be mandatory.
Please clarify if karakia is not available at the time of tissue disposal.
In the Future Research section, please amend the statements to state firstly that a future research consent form will be provided, then detail what that research may be for. Please ensure this reads clearly. 

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 Mrs Catherine Garvey and Dr Patries Herst.




	8  
	Ethics ref:  
	2024 FULL 21367

	 
	Title: 
	A PHASE I, OPEN-LABEL STUDY TO EVALUATE THE SAFETY, TOLERABILITY, PHARMACOKINETICS, PHARMACODYNAMICS, AND ANTI-TUMOR ACTIVITY OF RO7589831 AS MONOTHERAPY AND IN COMBINATION WITH PEMBROLIZUMAB IN PARTICIPANTS WITH ADVANCED SOLID TUMORS HARBORING MICROSATELLITE INSTABILITY (MSI) AND/OR DEFICIENT MISMATCH REPAIR (DMMR)

	 
	Principal Investigator: 
	Dr Jane So

	 
	Sponsor: 
	Roche Products (New Zealand) Limited

	 
	Clock Start Date: 
	21 November 2024



Daphne Mason and Yvette Mainwaring 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 if any results of the PK and biomarker testing would provide more clinically significant information about the participant’s condition that the participants would find helpful. The Researcher confirmed that the results would not provide anything clinically relevant.  

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 general consent for the Roche Bio Repository (RBR) and the consequences that may come about by potential whole genome sequencing. The Committee requested that there be some more specific language included as to the cultural considerations specific to Māori, such as whakapapa and consequences to whānau. Please include some protections for individuals, if possible, in terms of future use of that data and the potential for the commercial practices that may impact participants and their tissue. Please include a sentence noting that in the future there may be discrimination to people as a result of genetic sequencing particularly if there is ethnicity linking being sent to the RBR.
Under 7.3 of the Data Management Plan, it suggests data may be anonymised. Please clarify it won’t be and its de-identified.
[bookmark: _Hlk114648314]All researchers should collect good quality ethnicity data unless there is a particular justification for not doing so. Ethnicity data for New Zealand sites is provided to HDEC at the time of the final report; please collect at a site level if not required for the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.20).


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

The first-in-human box should clarify it’s the first time in humans, not just this condition. 
A flow chart of study procedures would be useful. Part of the flow chart in Figure 1 of the protocol would be helpful.
The multiple optional biopsies would be helpful to clarify where they are in the flow chart. 
Use of similar language to describe biomarkers and genetics does not help specify what is being tested when. Please review to clarify what is being tested at what points.
For disposal of samples, it states that some of the samples are being sent overseas so karakia at disposal isn't possible. Please be more definitive on this as some participants may want karakia for samples disposed of in New Zealand.
Please remove the 0800 4 ETHICS number on sheets it appears and replace with “0800 400 569 (Ministry of Health general enquiries)”
‘Māori health support’ should be ‘Māori cultural support’.
Please provide a lay description of Māori terms and clarify the meaning where explaining Māori data sovereignty.
The Committee queried if there were any detectable side-effects in the animal studies, and to include these in the risk section. 
Information regarding continued access is not New Zealand-specific, please amend references to “your country” to be specific.
There are 7 lab options for testing, please either narrow down for clarity and relevance.
The table currently says each visit may last 2-14 hours, and more information is required on this. 

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Jonathan Darby and Dr Amber Parry Strong.
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	Ethics ref:  
	2024 FULL 21681

	 
	Title: 
	A randomised, parallel group treatment, double blind, 3-arm study to investigate the comparative pharmacokinetics, safety,
immunogenicity, and tolerability between AVT80 and Entyvio® in healthy male and female participants aged 18 to 55 years inclusive

	 
	Principal Investigator: 
	Dr Chris Wynne

	 
	Sponsor: 
	Alvotech Swiss AG

	 
	Clock Start Date: 
	21 November 2024



Dr Chris Wynne, Lucy Druzianic, Julia O’Sullivan, and Kayla Malate were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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



Summary of resolved ethical issues 

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

1. The Committee queried the age cut-off of 55. The Researcher responded that this is standard in a healthy volunteer study due to the drug metabolism being standardised. When it is being tested for therapeutic benefit, age will not be a limiting factor. The Committee cautioned the Researcher about the potential of not having equal opportunity of participation for those who are older. 
1. The Committee further noted the weight limit of 50-90kg and queried the scientific justification for that. The Researcher responded that the drug distribution in the body is affected by body mass, and a tighter parameter of age and weight allows for less participants required to demonstrate the distribution. 

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 doesn’t begin until February 2025, but the advertisement says to ‘make a difference this summer’. Please amend to be relevant to the expected timelines of starting after this date. Please also clarify in the advertisements the location of the sites is clear, and that the ethical aspects of the study have been approved by the Northern B HDEC if there is room.
The Committee asked that where possible in the advertising, please include that the ethical aspects of the study have been approved by the Northern B HDEC.

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

On page 8, please clarify when the travel and parking reimbursements will be paid, i.e. at the end of the study, or on the day of clinical visits and stays.
Page 13 states "we include the data sovereignty principles of whakapapa, whanaungatanga, rangatiratanga, kotahitanga, manaakitanga and kaitiakitanga in our practices". These words as they are currently presented do not mean much to the average New Zealander with limited understanding of te reo. These words should be clarified with what they mean in brackets, and how the way the researchers conduct this study ensures that these principles are adhered to.
Page 16 says "If you do not wish to receive a summary of the study results when they become available, then please inform NZCR staff". The Committees would prefer to see opt-in rather than an opt-out wording here with an optional CF item.
The Committee noted the word whānau in the document is missing the tohu toa (macron) in a few places.
Under cultural considerations, please be firmer around whether a karakia will or will not be available at time of destruction for samples sent overseas.

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).








General business


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

	Meeting date:
	04 February 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


The meeting closed at 4.30pm.
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