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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 May 2022

	Zoom details:
	https://mohnz.zoom.us/j/96507589841 



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am-12.00pm
	2021 FULL 11946
	Artificial Intelligence to improve polyp detection at colonoscopy
	Doctor Cameron Schauer
	Ms Kate O'Connor & Dr Peter Gallagher

	12.00-12.30pm
	2022 FULL 12364
	A Phase 1 study of BGB-24714 a Second Mitochondrial-derived Activator of Caspases Mimetic (Smac) as Monotherapy & Chemotherapy combo in participants with advanced or metastatic solid tumours
	Dr Sanjeev Deva
	Ms Catherine Garvey & Dr Peter Gallagher

	12.30-1.00pm
	2022 EXP 11909
	A pathway to care for New Zealand military Veterans experiencing pain and distress.
	Associate Professor David McBride
	Mr Jonathan Darby & Mr Barry Taylor

	1:00pm- 1:30pm
	
	Break (30 minutes)
	
	

	1.30-2.00pm
	2022 FULL 12669
	The FIrst Responder Shock Trial (FIRST)
	Associate Professor Bridget Dicker
	Ms Alice McCarthy & Mr Barry Taylor

	2.00-2.30pm
	2022 FULL 11761
	ADELE: Adjuvant tislelizumab plus chemotherapy in high risk endometrial cancer
	Dr Michelle Wilson
	Ms Catherine Garvey & Dr Peter Gallagher

	2.30-3.00pm
	2022 FULL 12272
	AROAPOC3-2003: An Extension Study to Investigate the Clinical Effectiveness and Safety of ARO-APOC3 in Adults with Dyslipidemia
	Dr. John Baker
	Ms Kate O'Connor & Mr Barry Taylor









	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

	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

	Dr Peter Gallagher 
	Non-lay (Health/Disability service provision) 
	22/05/2020 
	22/05/2023 
	Present 

	Ms Catherine Garvey 
	Lay (the Law) 
	19/03/2019 
	19/03/2022 
	Present 

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



Welcome
 
The Chair opened the meeting at 11am and welcomed Committee members.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Peter Gallagher, Ms Catherine Garvey and Mr Jonathan Darby confirmed their eligibility, and were co-opted by the Chair as members 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 April 2022 were confirmed.






New applications 

	1  
	Ethics ref:  
	2021 FULL 11946

	 
	Title: 
	Artificial Intelligence to improve polyp detection at colonoscopy

	 
	Principal Investigator: 
	Dr Cameron Schaeuer

	 
	Sponsor: 
	Olympus Corporation 

	 
	Clock Start Date: 
	20 January 2022 



Dr Cameron Schauer and Elizabeth Spanner 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.

The Committee clarified with the Researcher that the Artificial Intelligence (AI) has been developed and the purpose of the trial is to determine whether it will be more effective than manually looking for and diagnosing polyps. The Researcher confirmed that the procedure will be using current software with the addition of AI. 
1. The Researcher confirmed that Olympus, the AI module supplier, will provide training on how to use the new software. 
2. The Committee noted Olympus’s commercial interest in the trial and questioned whether this should be listed as a commercial trial. The Committee and Researcher confirmed that as this was investigator-lead that it is not currently a commercial trial, but the Committee noted it was a fine balance that needed to be considered and balanced by the research team. 
3. The Committee questioned whether the trial is in equipoise due to randomising controls. The Researcher explained that it was not yet known that the AI would identify more areas for investigation due to operator variability.
4. The Committee asked whether the addition of AI would mean the colonoscopy procedure would be longer than usual. The researcher explained that any increase in time would be negligible (i.e. an extra 2 minutes in overseas studies). 
5. The Researcher confirmed to the Committee that Olympus will have no access to data in any form (identifiable, coded, etc). 
6. The Committee noted that there were no risks listed for the trial. The Researcher explained that there are no additional risks involved in the standard of care as there are minimal changes to the colonoscopy process. 

Summary of outstanding ethical issues

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

7. The Committee questioned the time between the point of admission and the Participant giving consent.  The Committee requested that the Participant Information Sheet (PIS) is given to the participant prior to admission so that they have more time to consider the trial. 
Please provide a current certificate of the CI’s indemnity insurance as the copy provided has expired. 
The Committee noted that the information provided in the data management plan (DMP) is not sufficient. Please consider using the HDEC template as this will ensure all factors are addressed. 

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

Please include a statement outlining that participants can ask whether they received the AI procedure. 
Please edit the PIS titles for readability (i.e., change the white text with blue background)
The Committee noted that the balance of benefit may be balanced too heavily towards the AI. Please rephrase and ensure equipoise is conveyed. 
Please consider changing the lay title to ‘Adenoma Detection Rate With Olympus Endo-AID Artificial Intelligence’. 
Please see the HDEC template PIS, which has outlines the information needed in the ‘What happens to my information?’ section. 
Include a statement informing the participant that any removed tissue will be subject to standard clinical procedure. 
Please clarify that the reference to withdrawing from the study is regarding withdrawal of data.
Please include a statement outlining that the data gained from the trial will not  be ‘strictly anonymous’.
Please review the document for any spelling or grammar mistakes. 
Please remove the ‘yes/no’ tick-boxes in the consent form. If optional, please only include ’yes’. 
Please make it clearer what the funding provided by Olympus will be used for (i.e. funding a research nurse to enter data). 
Please update the advocacy email. 

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 Peter Gallagher & Ms. Kate O'Connor. 


	2  
	Ethics ref:  
	2022 FULL 12364

	 
	Title: 
	A Phase 1 study of BGB-24714 a Second Mitochondrial-derived Activator of Caspases Mimetic (Smac) as Monotherapy & Chemotherapy combo in participants with advanced or metastatic solid tumours

	 
	Principal Investigator: 
	Dr Sanjeev Deva

	 
	Sponsor: 
	BeiGene

	 
	Clock Start Date: 
	21 April 2022 



Dr Sanjeev Deva, Aya Cervantes, Thao Le and Ilana Yaddadene 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 asked for clarification on where and how many participants will be recruited for the study. The Researcher explained that the study will be recruiting in Auckland. In terms of numbers, the Researcher anticipates approximately 8 participants in the study. 
The Committee noted that this is a multi-site international study and asked for more information about the timing of the study (i.e., whether New Zealand will start before/after other sites, or whether they will be carried out at the same time). The Researcher explained that they will be starting slightly later than other sites and will join at approximately the third dose. 
The Researcher confirmed that there would be 48-hour sentinel dosing, which is appropriate with the half-life of the study drug. This would provide enough time to alert other sites of any risks. 
The Committee noted the extensive eligibility criteria and when the participant would receive confirmation that they are eligible for the trial. The Researcher confirmed that this would be following consent into the trial. 

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 that recruitment needs further consideration as participants are most likely to be approached by their treating doctor or nurse. The Committee asked for details on avoidance of coercion and the possibility of a research coordinator making the initial approach. The Researcher explained that referrals into the study would be through other clinicians at the study site, and the CI would not have direct involvement with the patients. If there was the possibility of a conflict of interest, the patient would be transferred to another clinician. 
The Committee asked for more information regarding the study monitoring and whether there is clear guidance on remote monitoring (i.e., prohibition on copying and downloading identifiable records, etc). The Researcher explained that the monitor’s access to electronic records is limited and auditable, and there is a record of when and who has logged into the system. The Researcher also noted that the use of remote access is reserved for instances where the research team are unable to come into the clinic (i.e., if there was a Covid-19 lockdown). 
a. The Committee requested that this is included in locality approval.
b. Please include this information in the study protocol.  

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

Please include a lay title. 
Please review the black box warning and be clear that the study is a first in human trial. 
Please include the likely number of New Zealand participants. 
Please provide details on how the study tablets will be labelled and how participants will know which dose to take. 
  Please replace references to teaspoon measurements to millilitres. 
Please add details on the risks associated with genetic testing. 
Please clarify that remote monitoring will only occur if the study team cannot attend the site. 
Please consider removing words such as ‘good or bad’ in the affecting safety section. 

OPTIONAL PIS
Please consider using the HDEC template, as some aspects of the PIS are missing (i.e. compensation) and there is an unsuitable statement regarding consultation with kaumatua. 
Please include more information about the storage site and for how long their tissue will be stored. 
Please further explain the genetic testing and why it Is not ‘inheritable genetic information’. Please also explain whether significant findings will be reported.  

OPTIONAL BIOPSY ICF 
If results of the biopsy are not to be shared with the participant, please remove the statement about individual benefit. 
Please rephrase the statement about undergoing the biopsy due to recommendation from the study doctor, as this alludes to individual benefit.
Please indicate that there will be no possibility of karakia at the time of disposal. 

PARTICIPANT INFORMATION CARD 
As the sponsor has access to this, please remove the requirement for the participant to provide their name and study ID.

Decision 

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

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


	3  
	Ethics ref:  
	2022 EXP 11909

	 
	Title: 
	A pathway to care for New Zealand military Veterans experiencing pain and distress.

	 
	Principal Investigator: 
	Associate Professor David McBride

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	21 April 2022 



Dr David McBride 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 acknowledged that many ‘younger’ veterans do not identify as veterans and queried how the Researcher will recruit this demographic into the study. The Researcher explained that the study would be communicated to GPs, who may identify veterans who are coming to them with chronic pain issues. 
10. The Researcher clarified the recruitment process will involve the GP directing the participant to the study website. The Participant will register their interest via the website and receive an online PIS/CF. 

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 screenshot of the landing page of the website and any recruitment advertisements for review. 
The Committee stated that the current study design is confusing, and this may impact the processes and outcomes of the study (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1)
a. The Committee suggested including a waitlist control due to the variability of self-care techniques employed by the control arm. It may be preferable to include the impact of the study intervention(s) within the study itself, rather than offering it once the study has ended. The Researcher stated that they would discuss changing the study design to include a waitlist control with the team statistician. 
b. The Committee asked for clarification on the main health outcomes of the study (i.e., pain management or relief from distress or trauma). 
The Committee noted that the psychological distress section does not adequately consider trauma disorders such as Post-Traumatic Stress Disorder (PTSD) (National Ethical Standards for Health and Disability Research and Quality Improvement, 14.14). 
a. The Committee noted that acupuncture or massage can sometimes trigger a trauma response or traumatic memories. Please ensure that this is added to the risk management plan and be sure to differentiate between the two reactions as they will require differing interventions. 
b. The Committee asked for more detail on the study therapists and whether they would specialise in veteran care. The Researcher clarified that the acupuncturist will be performing the Acceptance and Commitment Therapy (ACT therapy) and will be receive training in veteran values. The Researcher noted that the veteran values training was from the United States and focused on the US context. Because of this, the training will not address the New Zealand context (I.e. Māori culture, etc). The Committee requested that this is reconsidered and training on the New Zealand context is included (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.1 – 3.3). 
c. Please consider how the variability introduced into the study by having different acupuncturists delivering the ACT can be accounted for in the study analysis.
The Committee asked how the acupuncturists involved in the study will be receiving payment for their services. The Researcher explained that most cases the participant would be referred by their GP to ACC or Veterans Affairs, who both accept and provide payment for acupuncture treatments. In the event of a participant not being covered, the research team have funds to pay for the acupuncturist treatments. The Committee requested that this is explained in more detail in the Participant Information Sheet (PIS) as it is currently unclear. 
The Committee noted that the advertisement is confusing and needs to be clearer (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12)

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

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 include more information on the funding approval processes (i.e., GP visits, ACC or RSA approval, etc). Please explain alternatives in the event of an application being declined. 
If there are hyperlinks to resources in the PIS, please explain or describe the resource as a participant may receive a hardcopy of the document. 
The Committee noted that the koha for the study is inadequate for the time taken to be involved in the study. Please consider giving more if their travel, or the extra visits to the GP to obtain the referralis not covered by Veterans Affairs (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.20). 
Please include a statement informing the participant that they do not need to consent straight away. They can log in and out of the system prior to giving consent (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.4). 

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:  
	2022 FULL 12669

	 
	Title: 
	The FIrst Responder Shock Trial (FIRST)

	 
	Principal Investigator: 
	Associate Professor Bridget Dicker

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	21 April 2022 



Associate Professor Bridget Dicker, Dr Graham Howie and Dr Verity Todd 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 noted that the study needs to be legal in the New Zealand context and noted the non-consenting nature of the study. The Committee queried what is the net benefit of being part of the research for an individual who is not receiving this portable device. The Researcher replied that additional training is given to all Good Smartphone Activated Medics (GoodSAMs) regardless of whether they have access to the device. The Committee noted that this is not in the study documentation. The Committee stated a waiver of consent needs to be justified in the study documentation for secondary use of health information without consent only. Further, the study documentation needs to outline how the intervention is in the best interests of any person in the trial to satisfy Right 4 and Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.70, 7.75,& 12.28-12.30).
1. The Committee noted the passive ‘opt-out’ consent for the GoodSAMs is not appropriate, and requests that the process for recruiting these persons into research be made active (using a full information sheet for opt-in consent).
The Committee requested more detail and assurance around use of the device as well as how it is confirmed that defibrillation is required.
The Committee requested assurance around the regulatory status of the device as it is still undergoing trials. The Committee requested some evidence of validity of the device in the field and its efficacy. 
The Committee noted that what data is being received and used is unclear in the New Zealand procedures. A New Zealand addendum for the protocol to specify the New Zealand context was recommended.
Please make it clear whether the responder is expected to have the device on them at all times, or only use it if it’s available/easily accessible when they respond to avoid unintended delay. 
Please provide a Data Management Plan (DMP) for the data collected and used for analysis in New Zealand.

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


	5  
	Ethics ref:  
	2022 FULL 11761

	 
	Title: 
	ADELE: Adjuvant tislelizumab plus chemotherapy in high risk endometrial cancer

	 
	Principal Investigator: 
	Dr Michelle Wilson

	 
	Sponsor: 
	University of Sydney

	 
	Clock Start Date: 
	21 April 2022 



Dr Michelle Wilson and Sophie Goodger 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. After discussion, the Committee was assured this was investigator-led and not commercially sponsored.

Summary of outstanding ethical issues

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

Please be clear that BeiGene will only receive aggregate data and outline their minor role as described to the Committee.


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

Please ensure participants are given adequate information around the biobank their samples will be sent to, to ensure compliance with Chapter 15 of the National Ethical Standards.
Please amend headings to be white on blue. 
Please include how many women in New Zealand will be recruited in the study.

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).



	6  
	Ethics ref:  
	2022 FULL 12272

	 
	Title: 
	AROAPOC3-2003: An Extension Study to Investigate the Clinical Effectiveness and Safety of ARO-APOC3 in Adults with Dyslipidemia

	 
	Principal Investigator: 
	Dr John Baker

	 
	Sponsor: 
	IQVIA RDS Pty. Limited

	 
	Clock Start Date: 
	21 April 2022 



Dr John Baker 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 outstanding ethical issues

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

1. State that participants have the option of knowing the trajectory their lipid results are on. 
Please add an acknowledgement of more cost around maintain healthy diet but the study cannot support with the extra costs of that. 
Please adjust headings to be white on blue.
On page 2 please state how many participants are in New Zealand.
Please ensure the potential timeframe for when the Sponsor will make the final single dose decision is included in the PIS. 
On page 8, please change "any other studies" to "clinical trials"
On page 12, please change "You may be reimbursed for any reasonable travel," to "will"
On page 17, please remove "race"- several mentions (also in CF). Ensure ethnicity is used. 

Decision 

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

· 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:
	07 June 2022

	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
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