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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 September 2024

	Zoom details:
	965 0758 9841




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am-12.00pm
	2024 FULL 20977
	Study of Zilovertamab Vedotin in Combination with Standard of Care in Relapsed or Refractory Diffuse Large B Cell Lymphoma (rrDLBCL)
	Dr Samar Issa
	Ms Alice McCarthy and Dr Amber Parry-Strong

	12.00-12.30pm
	2024 FULL 20957
	A Clinical Study to Assess the Safety and Effectiveness of Tovinontrine in Patients With a Specific type of Chronic Heart Failure.
	Dr James Pemberton
	Ms Maakere Marr and Mr Barry Taylor

	12.30-1.00pm
	2024 FULL 20962
	Ph 3 adjuvant pembrolizumab +/- V940 after neoadjuvant pembrolizumab + chemo in NSCLC (V940-009)
	Dr Jayden Cheng Fei Wong
	Ms Alice McCarthy and Ms Joan Pettit

	1.00-1.30pm
	2024 FULL 20853
	1404-0044- A study to test whether survodutide helps people with a liver disease called NASH/MASH who have moderate or advanced liver fibrosis
	Dr Jeffrey Ngu
	Ms Kate O'Connor and Mrs Leesa Russell

	
	2024 FULL 20999
	1404-0064 - A study to test whether survoduitde helps people with a liver disease called NASH/MASH who have cirrhosis
	Dr Jeffrey Ngu
	Ms Kate O'Connor and Mrs Leesa Russell

	1.30-2.00pm
	Break (30)
	
	
	

	2.00-2.30pm
	2024 FULL 20934
	BGB-53038-101: A first-in-human Study of BGB-53038, a Pan-KRAS Inhibitor, Alone or in Combinations in Patients With advanced or Metastatic Solid Tumors with KRAS Mutations or Amplification
	Dr Sanjeev Deva
	Ms Maakere Marr and Mr Barry Taylor

	2.30-3.00pm
	2024 TB 21003
	The Neurological Foundation Human Brain Bank
	Dr Maurice Curtis (Director)
	Ms Kate O'Connor and Ms Joan Pettit

	3.00-3.30pm
	2024 FULL 20323
	Exclusive Enteral Nutrition : do specific additional foods affect therapy response?
	Dr Robert Lopez
	Ms Alice McCarthy and Dr Amber Parry-Strong


 
	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
	Present

	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
	Present

	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
	Apologies



 

Welcome
 
A karakia opened the meeting at 11.00am and the Chair welcomed Committee members, noting that apologies had been received from Ms Maakere Marr.

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 06 August 2024 were confirmed.








New applications 



	1  
	Ethics ref:  
	2024 FULL 20977

	 
	Title: 
	A Phase 2/3 Multicenter, Open-label, Randomized, Active-Control Study of Zilovertamab Vedotin (MK-2140) in Combination With Standard of Care in Participants With Relapsed or Refractory Diffuse Large B-Cell Lymphoma (waveLINE-003)

	 
	Principal Investigator: 
	Dr Samar Issa

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

	 
	Clock Start Date: 
	22 August 2024



Dr Kirsty Marshall and Ms Shuli Yang 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 answers in the application form stated cultural issues for Pacific Peoples were similar to Māori and suggested the Researcher consider cultural issues unique to Pacific people. The Committee requested appropriate consultation is undertaken during the locality process.
2. The Committee noted the coordinating investigator’s MPS certificate expires next month and requested a renewed certificate is supplied via the amendment pathway.
3. The Committee noted participant outcomes are entered into a tablet and raised issues of equity of access as not all New Zealanders have access to or are able to use digital devices. The Committee queried if paper copies would be made available to participants. The Researcher agreed to consult with the Sponsor. The Committee suggested it could be delivered orally to the participant and a member of the research team could complete the options on the tablet.

Summary of outstanding ethical issues

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

4. The Committee queried the mandatory genetic testing and whole genome sequencing. The Committee stated its preference is genetic testing specific to the drug or disease may be mandatory within the main information sheet and consent form but anything broader (eg whole genome sequencing) should be optional and presented on a separate sheet. The Researcher clarified the mandatory component is for the pharmacokinetics and any whole genome sequencing would be optional.  The Committee requested the information sheet is amended to make it explicitly clear which parts are mandatory and which parts are optional. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.48)
5. The Committee cautioned against requiring participants to provide receipts for travel expenses as someone travelling in their own car would be unable to do so. The Committee requested a specified amount is provided for parking / travel expenses. 
6. The Committee requested the word ‘treatment’ is not used in the information sheet where possible when referring to an experimental unproven drug to avoid therapeutic misconception. The Committee suggested study medicine, study intervention or investigational product may be used instead. (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): 

7. Please clarify what the participant would receive as standard of care outside of the study.
8. Please include the possibility that a recently taken bone marrow sample may be used. 
9. Please select the most appropriate of the cultural statements to use. If additional sites open the cultural statement may be changed on site-specific sheets as appropriate. 
10. Please add “with your permission” to the sentence regarding the doctor collecting additional information about the baby. 
11. Please adjust the information on reproductive risk so sexual activity is not assumed to be only heterosexual. 
12. Please state whether or not the study has committed to the Medicines NZ guidelines. 
13. Please specify the reimbursement amounts. 
14. Please ensure the information about mandatory and optional genetic testing is reflected in the cultural statement.

Decision 

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

please address all outstanding ethical issues raised by the Committee
· please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
· please submit a renewed certificate of indemnity through the amendment pathway after the current one expires




	2  
	Ethics ref:  
	2024 FULL 20957

	 
	Title: 
	A Phase 2, Randomized, Double-Blind, Placebo-Controlled Clinical Study to Assess the Safety and Effectiveness of Tovinontrine in Patients With Chronic Heart Failure With Preserved Ejection Fraction

	 
	Principal Investigator: 
	Dr James Pemberton

	 
	Sponsor: 
	Cardurion Pharmaceuticals, Inc

	 
	Clock Start Date: 
	22 August 2024



No Researcher was present 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 queried if a potential participant was eligible and not currently receiving standard of care treatment if this would be offered before the study intervention. Please make it clear in the information sheet the status of the investigational agent. 
The Committee requested evidence of professional indemnity (e.g. an MPS certificate) is supplied for the coordinating investigator. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.6)
The Committee queried if advertising will be used in New Zealand. If it will then please remove “at no cost” from the advertising material as this implies it is a study benefit. 
The Committee queried why the Australian based CRO is listed in the data management plan and the status of CARSL Consulting. Please confirm the Sponsor’s representative in New Zealand. 
The Committee requested clarification on what the pre-screening procedure is for. It states the participant may undergo other screening to determine eligibility for the main research study. Please clarify if this is screening after consent or pre-screening before the participant consents into the study. If the pre-screening involves procedures beyond standard clinical care, individual research consent must be obtained for these procedures.
The Committee queried how the screening to find a protein marker of heart wall stress can be voluntary / optional if it is to determine if participants are eligible for the study. 
The Committee requested the word ‘treatment’ should not be used in the information sheet where possible when referring to an experimental unproven drug to avoid therapeutic misconception. The Committee suggested study drug, study intervention or investigational product may be used instead (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c).
The Committee cautioned against requiring participants to provide receipts for travel expenses as someone travelling in their own car would be unable to do so. 
The Committee queried if Colpitts Clinical will be used in New Zealand. If not please delete from the information sheet. 

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

Please include more detail on what participation involves and state there are eight visits during the intervention phase.
Please state that a karakia will not be available at the time of tissue destruction. 
Please ensure correct macrons are used for Māori words (eg whānau, taonga). 
Please remove references to spoons when discussing blood volumes and use millilitres. 
Please remove the requirement to provide receipts for travel / parking expenses. 
Please amend the sheet to state GP notification is mandatory and remove the yes / no tick box on the consent form. 

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 evidence of professional indemnity (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.6)
Please update the advertisements, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  

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




	3  
	Ethics ref:  
	2024 FULL 20962

	 
	Title: 
	A Phase 3 Randomized Double-blind Study of Adjuvant Pembrolizumab With or Without V940 in Participants With Resectable Stage II to IIIB (N2) NSCLC not Achieving pCR After Receiving Neoadjuvant Pembrolizumab With Platinum-based Doublet Chemotherapy (INTerpath-009)

	 
	Principal Investigator: 
	Dr Jayden Cheng Fei Wong

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

	 
	Clock Start Date: 
	22 August 2024



Dr Jayden Wong, Ms Claudia Romano and Ms Christine Vergara was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researcher confirmed Māori consultation will occur during the locality process for each site.
The Committee noted participant outcomes are entered into a tablet and raised issues of equity of access as not all New Zealanders have access to or are able to use digital devices. The Committee queried if paper copies would be made available to participants. The Researcher confirmed questionnaires would be completed at clinic visits and papers copies could be provided, or a member of the research team could assist with a tablet.
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 objective of the study may be unclear to participants. Participants being asked to participate need to understand what standard of care in New Zealand is and what is different about the study so they can make an informed choice to participate. The Committee requested the Researcher supply a written clarification on the study’s primary objective, how eligible participants will answer that question and a justification for including those for individuals who are for randomisation. 
The Committee queried how many participants would be recruited. The Researcher stated they would screen until they recruit 22 participants for randomisation for V940. The Researcher clarified participants who fail screening will still receive treatment but will not be randomised to receive V940. The total recruitment number must include screen failures in addition to all the individuals who will participate in the neoadjuvant and adjuvant arms – whether or not they are in the V940 arms – because the Pembrolizumab is also investigational for individuals with this type of cancer at this stage of the disease. The Committee queried how large this group was expected to be and the total number of New Zealand participants. The Committee requested clarification in the protocol and information sheet on how many people will participate in the study and how they will be assigned into arms (e.g. through testing or randomisation) so it is clear to potential participants what their participation will involve. The Committee suggested a visual graph or flow chart to illustrate this. 
The protocol must clarify that there are several different “arms” of this study and clarify how data from each arm will be analysed. This is particularly true of the adjuvant phase, which proposes to include Arms A and B plus individuals enrolled after surgery who will not have had any study drug prior to surgery, and individuals who are not eligible for randomisation. The protocol and information sheet must explain how they will be assigned into arms, so it is clear what participation involves. Use of a graph or flow chart can help illustrate this. 
The Committee noted the protocol detailed planned exploratory biomedical research which read as future unspecified research. The Committee advised future unspecified research requires a separate optional consent. If the sponsor plans to do future unspecified research on samples, please supply a separate PIS for this. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.48)
The Committee requested the word ‘treatment’ is not used in the information sheet where possible when referring to an experimental unproven drug to avoid therapeutic misconception. The Committee suggested study medicine, study intervention or investigational product may be used instead. (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): 

Please ensure the sheet provides lay-friendly information of what taking part in the study means for participants and how it would be different from their normal clinical pathway, an d the different points at which they may enter the study.
Please revise the statement on page 4 “your personalised V940” as not all participants will receive it. Please clarify by stating for those randomised or eligible for personalised V940. 
Please make it clear on page 20 that mandatory genetic testing is limited to the drug or disease. Any testing not specified in this sheet constitutes future unspecified research and would require an additional consent. 
Please include more information on the risks of genetic testing. 
Please state whether the Sponsor has committed the Medicines New Zealand guidelines for compensation on page 16. 
Please remove links to other site’s privacy policies. All information necessary for informed consent should be contained in the one sheet. 
Please ensure standard of care alternatives to participation are detailed particularly the availability of pembrolizumab (whether it is approved for this disease, funded or can be self-funded).

Decision 
 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Alice McCarthy, Ms Joan Petit and Ms Kate O’Connor



	4  
	Ethics ref:  
	2024 FULL 20853

	 
	Title: 
	A randomised, double-blind, placebo-controlled, multicentre,Phase III trial evaluating long-term efficacy and safety of survodutide weekly injections in adult participants with noncirrhotic non-alcoholic steatohepatitis/metabolic associated steatohepatitis (NASH/MASH) and (F2) - (F3) stage of liver fibrosis.

	 
	Principal Investigator: 
	Dr Jeffrey Ngu

	 
	Sponsor: 
	Boehringer Ingelheim International Espanana, S.A

	 
	Clock Start Date: 
	22 August 2024



No Researcher was present 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 noted participant outcomes are entered into a tablet and raised issues of equity of access as not all New Zealanders have access to or are able to use digital devices. The Committee queried if paper copies would be made available to participants. The Committee suggested it could be delivered orally to the participant and a member of the research team could complete the options on the tablet.
The Committee noted the CRO sign off was done by what appeared to be a personal email address and queried if this was an official company address. 
The Committee noted SCOUT may or may not be used and requested the Researcher identify and specify which company will be used in New Zealand across documentation. 
The Committee noted the study duration is planned for 4.5 years depending on study events which is a long time for a woman of childbearing potential to avoid pregnancy, particularly for someone on a placebo. The Committee requested the Researcher address this and if it is reasonable to expect participants to be on placebo (or avoid pregnancy) for this long. 
The Committee noted the low maximum BMI requirements (27) for the study may cause inequity of access to Māori and Pacific participants. The Committee queried if there are plans for testing this in people with higher BMI. 
The Committee requested the word ‘treatment’ is not used in the information sheet where possible when referring to an experimental unproven drug to avoid therapeutic misconception. The Committee suggested study medicine/drug, study intervention or investigational product may be used instead (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c).
The Committee stated its preference is genetic testing specific to the drug or disease may be mandatory within the main information sheet and consent form but anything broader (eg whole genome sequencing) should be optional and presented on a separate sheet. The Committee requested the information sheet is amended to make it explicitly clear which parts are mandatory and which parts are optional. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.48)
The Committee noted the protocol includes information that this class of drugs can cause mental health changes, and these will be assessed during the study but this is not explained in the information sheet. Please amend to add information regarding that mental health disturbance and suicidality may be exacerbated by the study drug. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
The Committee noted the study should be responsible for adverse mental health of participants and it is not appropriate to tell them to organise their own care as there is a long wait list and services are inaccessible. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4).
The Committee noted the application stated participants would not have ongoing access to the study drug after the study which is inconsistent with the National Ethical Standards. The Committee noted data from the interim analysis after the first 700 completers would be submitted for a marketing application; it would be reasonable to continue access if the Sponsor is using the study data for approval. The Committee queried if this drug is intended to be taken long term. If so then ongoing access should be provided to participants who receive clinical benefit. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.15)
The Committee queried if there would be crossover opportunity for the placebo group to receive the study drug if the interim analysis shows benefit. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.25)
The Committee noted the protocol and PIS are not clear about the consequences of being cut off of study drug after week 52. The Committee noted the information sheet says sudden stopping of the drug may have risks. The Committee queried what happens to participants going off the drug and if dose de-escalation is required. The Committee requested information on what happens to participants after the interim analysis and how participants will be safely tapered off the drug. 
The Committee queried the statement the “expected benefit is to stop or slow progression of fibrosis” as this will not be true for participants on placebo. The Committee requested clarification on the benefit of a participant randomised to placebo in participating. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.18)

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

Please undertake a significant revision to simplify the sheet by removing technical language, jargon and repetition. 
Please move up and bold that subcutaneous administration is to be done by the participant to earlier in the sheet. 
Please remove references to spoons when discussing blood volumes and use millilitres.
Please be clear about eligibility criteria in regard to age, reproductive risks and contraceptive requirements and the length of time required to commit. 
Please remove reference to SCOUT if this will not be used. 

Decision  

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

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


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





	5  
	Ethics ref:  
	2024 FULL 20999

	 
	Title: 
	A Phase III double-blind, randomised, placebo-controlled trial to evaluate liver-related clinical outcomes and safety of once weekly injected survodutide in participants with compensated non-alcoholic steatohepatitis/metabolic dysfunction associated steatohepatitis (NASH/MASH) cirrhosis.

	 
	Principal Investigator: 
	Dr Jeffrey Ngu

	 
	Sponsor: 
	Boehringer Ingelheim International Espanana, S.A

	 
	Clock Start Date: 
	22 August 2024





No Researcher was present 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 noted participant outcomes are entered into a tablet and raised issues of equity of access as not all New Zealanders have access to or are able to use digital devices. The Committee queried if paper copies would be made available to participants. The Committee suggested it could be delivered orally to the participant and a member of the research team could complete the options on the tablet.
The Committee noted the CRO sign off was done by what appeared to be a personal email address and queried if this was an official company address. 
The Committee noted SCOUT may or may not be used and requested the Researcher identify and specify which company will be used in New Zealand across documentation. 
The Committee noted the study duration is planned for 4.5 years depending on study events which is a long time for a woman of childbearing potential to avoid pregnancy, particularly for someone on a placebo. The Committee requested the Researcher address this and if it is reasonable to expect participants to be on placebo for this long. 
The Committee noted the low BMI requirements (27) for the study may cause inequity of access to Māori and Pacific participants. The Committee queried if there are plans for testing this in people with higher BMI. 
The Committee requested the word ‘treatment’ is not used in the information sheet where possible when referring to an experimental unproven drug to avoid therapeutic misconception. The Committee suggested study medicine, study intervention or investigational product may be used instead (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.19c).
The Committee stated its preference is genetic testing specific to the drug or disease may be mandatory within the main information sheet and consent form but anything broader (eg whole genome sequencing) should be optional and presented on a separate sheet. The Committee requested the information sheet is amended to make it explicitly clear which parts are mandatory and which parts are optional. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.48)
The Committee noted the protocol includes information that this class of drugs can cause mental health outcomes, and these will be tested but this is not explained in the information sheet. Please amend to add information regarding that mental health disturbance and suicidality may be exacerbated by the study drug. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
The Committee noted the study should be responsible for adverse mental health of participants and it is not appropriate to tell them to organise their own care as there is a long wait list and services are inaccessible. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.4).
The Committee noted the application stated participants would not have ongoing access after the study which is inconsistent with the National Ethical Standards. The Committee noted interim analysis would be submitted for a marketing application. The Committee queried if this drug is intended to be taken long term. If so then ongoing access should be provided to participants who receive clinical benefit. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.15)
The Committee queried if there would be crossover opportunity for the placebo group to receive active treatment. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.25)
The Committee noted the protocol and PIS are not clear about the consequences of being cut off of study drug after week 52. The Committee noted the sheet says sudden stopping of the drug may have risks. The Committee queried what happens to participants going off the drug and if dose de-escalation is required. The Committee requested information on what happens to participants after the interim analysis and how participants will be safely tapered off the drug. 
The Committee queried the statement the “expected benefit is to stop or slow progression of fibrosis” as this will not be true for participants on placebo. The Committee requested clarification on the benefit of a participant randomised to placebo in participating. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.18)

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

Please undertake a significant revision to simplify the sheet by removing technical language, jargon and repetition. 
Please move up in bold that subcut administration is by the participant to earlier in the sheet. 
Please remove references to spoons when discussing blood volumes and use millilitres.
Please be clear about eligibility criteria in regard to age, reproductive risks and contraceptive requirements and the length of time required to commit. 
Please remove reference to SCOUT if this will not be used. 
Please remove the line about staying in the trial to benefit public health. 


Decision  

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

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


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



	6  
	Ethics ref:  
	2024 FULL 20934

	 
	Title: 
	A Phase 1a/1b Study to Investigate the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Preliminary Antitumor Activity of BGB-53038, a Pan-KRAS Inhibitor, as Monotherapy or in Combinations in Patients With Advanced or Metastatic Solid Tumors With KRAS Mutations or Amplification.

	 
	Principal Investigator: 
	Dr Sanjeev Deva

	 
	Sponsor: 
	BeiGene NZ Unlimited

	 
	Clock Start Date: 
	22 August 2024



Dr Sanjeev Deva and other members of the research team 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 with the Researchers that the participants own oncologist will refer them to the study as part of picking up the tumour mutation as part of their regular care, and there is a level of separation from their treating clinician and the person who consents them into the 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 noted the answer of the study being offered as a “treatment option” and could have a few options, that they don’t mistake something that is part of research and experimental as a “treatment”. The Researcher clarified that those being referred to will likely have exhausted other treatment options but acknowledged the phrasing surrounding this. In practice, the investigational product should not be referred to as a treatment in the participant-facing documentation. Phrases like “study medicine”, “study drug”, “study intervention” etc. can be used instead of the word therapy or treatment and the participant facing documentation should be amended accordingly. 
The Committee confirmed with the Researchers there is only one study site. Where options are provided for various sites in the data management plan, please select the one that are most appropriate for the site.  

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

Please clarify approval status of medication used in the trial, and whether they are approved for use in New Zealand (and what for if it differs from the use for the study). There are two investigational drugs proposed – both need to be explained as they are unapproved in New Zealand. 
Benefit section says “may or may not benefit”. It would be better to say “This study is not designed to produce a benefit as we do not know how the study drug will work in humans.” or something similar as it is first in human and the focus is around dosing. 
It would be helpful in description for the dose finding study you tell people how many cycles they will have. 
Page 13 currently has very open statements surrounding use of previous samples upon discontinuation, please apply New Zealand law with regards to these more specifically.
Page 27 on compensation, the statement “some sponsors commit to MNZ guidelines” is vague (and being fixed in the HDEC template). Please either firm it up or remove the statement if they are not. 

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).





	7  
	Ethics ref:  
	2024 TB 21003

	 
	Title: 
	Neurological Foundation Human Brain Bank

	 
	Directors: 
	Professor Maurice Curtis & Sir Richard Faull

	 
	Sponsor: 
	The Neurological Foundation

	 
	Clock Start Date: 
	22 August 2024



Professor Maurice Curtis was present via videoconference for discussion of this submission.

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 was given a brief summary of activities since the tissue bank was established in 1993, noting the most recent ethics reference as 14/NTA/208. This application seeks to document its governance structure and secure it for the future.  
5. The Committee noted there is very good engagement and good understanding of tikanga and other special sensitivities. It is well resourced and there is donor consent. 
The Committee queried whether some of the broader genetic testing may be made optional on the tissue or other unspecified use. The protocols in place are good in terms of governance around managing this, but in terms of respecting the donors, the control over what happens in the future regarding this is not currently in place. The Researcher responded that the all-in approach so far has not had concerns raised by donors or families and have been able to accommodate individual wishes such as notifying if it went overseas. They further stated that due to the long-term nature of holding onto these tissues, they want to make sure all of the tissue can be used for all of the studies and prefer to keep all of the brains under the same use principal. The Committee stated that the first-year use of the tissue seems very specific, and the Researcher agreed that virtually everything is specified in relation to the specific condition, and only unspecified in that they may not perform a certain test. While there is genetic research, it is specific in relation to the area of the condition it was donated under. The application process for outside researcher’s use should capture specificity of its use as reviewed by the bank and neurologists. The Committee was satisfied with this answer, and noted to make sure the limits of possibilities and good governance in keeping that perimeter tight are expressed as fulsomely as possible. 

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 to ensure compliance with current ethical standards and secure this for the future, there are aspects of the documents that require consideration. 
The Committee noted the bundle of material for prospective donors is fragmented and should be bundled together as one cohesive document, as if they were entering another research project. The Researcher clarified that information for donors will be tailored to their condition. The Committee noted that the overall structure and purpose of the Bank should come first, with condition-specific information presented as an Appendix to the main sheet. 
The document “Offer of brain form” is not currently constructed as a research consent form as there are no consent statements in it. The Committee requested to see this reframed slightly to represent the expression of wishes as it is not currently nuanced enough. The HDEC templates may be of use to help guide appropriate language to bring it more in line with ethical standards, including highlighting the dual-purpose of providing tissue to a bank that confirms diagnoses and also research purposes (and the limits of this research). 
Use of information/data about the tissue is not expanded enough in the documentation. Please provide more reassurance around access to this information, genetic research and data sovereignty. The HDEC templates may be able to be used help adjust this documentation for this purpose.
The Committee noted that some of the information around privacy in the data and tissue management plan template should be implemented into the operating manual of the tissue bank (or made as a new document). 
The Committee queried what happens when someone does not have capacity to provide their own informed choice of donation. The Researcher noted legal consultation performed prior and stated that if there is no overriding objection by the person and is in the context of assent, the next of kin holds that decision. That power is limited through until tissue is donated or not, and until the body is dealt with or not, and then the executor of the will’s power kicks in. This tends to be a whānau collective decision rather than a single next of kin. The Committee noted that if the tissue act notes the term consent for families, but the donor while still alive should be strengthened on whether they are consenting or assenting. 

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.

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




	8  
	Ethics ref:  
	2024 FULL 20323

	 
	Title: 
	Exclusive Enteral Nutrition: do specific additional foods affect therapy response?

	 
	Principal Investigator: 
	Dr Robert Lopez

	 
	Sponsor: 
	Te Whatu Ora

	 
	Clock Start Date: 
	22 August 2024



Dr Stephanie Brown was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee clarified that the goal of this study was to examine the efficacy of food restriction comparing New Zealand and Australian practice and protocol around exclusion diets for Crohn’s disease. In this study New Zealand is acting as the control arm.
1. The researcher clarified that the biostatistician working at Starship would be processing the data prior to being sent to Australia so that the anonymity of the children in the study would be protected.
1. The researchers clarified that there is no funding for this study and that the study is relying on standard of care pathways. No university time or money is being used for this and it is clinicians using their clinic time for this. 
1. The researcher noted that anyone under the age of 15/16 would be participating in this study as this is a paediatric trial.
1. The Committee noted that the researcher had stated that this study used Kaupapa Māori methodology, through discussion the Committee determined that while consultation has occurred with Māori that this was not a Kaupapa study. Any indication of this in study documents should be amended accordingly this should also be changed in the submission when responding to the Committee.

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 PISs for younger children, older children, adolescents and the adult PIS/CF for review.
The Committee requested independent scientific peer review for the study following the HDEC peer review template from a paediatric gastroenterologist. 
The Committee noted that most of what is included in the participant-facing documentation is data collection from standard of care. This would allow for the PIS/CFs to be greatly simplified. The Committee suggested that a waiver of consent may allow for the same data collection. If the only additional data is an impact questionnaire from one site then it may be possible that the study meets the requirement for waiver under the National Ethical Standards. 

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

Please remove legacy template information not pertaining to the study from the document
Please remove the ACC compensation statement.
Please amend the data linking section to include this if it will be undertaken or removed if not.
Please note that if the impact questionnaire is used that the GP notification should not be optional. 
Please remove all information about tissue as there is no tissue collection in the study.
Please proof-read and tidy unnecessary sections.
Please remove the partner pregnancy section.
Please provide a mechanism by which participants may receive a copy of the study results in the information sheet.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Alice McCarthy, Dr Amber Parry Strong and Ms Kate O’Connor








General business


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

	Meeting date:
	01 October 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 3.30pm
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