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	                  Minutes






	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	06 September 2022

	Zoom details:
	965 0758 9841




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:30am-12:00pm
	2022 FULL 12653
	A Phase 3 study of Daily Subcutaneous Injections of Elamipretide in Subjects with Primary Mitochondrial Disease (SPIMD-301)
	A/Prof Richard Roxburgh
	Ms. Kate O'Connor & Mrs Leesa Russell 

	12:00pm-12:30pm
	2022 FULL 13041
	An Evaluation of the Let's Play Programme
	Associate Professor Laurie McLay
	Ms Maakare Marr & Dr Amber Parry-Strong

	12:30pm-1:00pm
	2022 FULL 12664
	Exploring the feasibility of validating a snacking questionnaire among ethnically diverse youth with type 1 diabetes
	Dr. Sara Styles
	Mr Barry Taylor & Ms Maakere Marr

	1:00pm-1:30pm
	2022 FULL 12405
	Examining the therapeutic potential of zinc in autism
	Associate Professor Johanna Montgomery
	Mr Ewe Leong Lim & Ms Joan Pettit

	1:40pm-2:10pm
	2022 FULL 13221
	STep-wise Anti-inflammatory Reliever Therapy Children’s Asthma REsearch (START CARE)
	Professor Richard Beasley
	Ms Maakare Marr & Dr Amber Parry-Strong

	2:10pm-2:40pm
	2022 FULL 13329
	1366-031 Systemic Sclerosis: Evaluation of BI 685509 in Adults
	Dr Kamal Solanki
	Mr Barry Taylor & Mr Ewe Leong Lim

	2:40pm-3:10pm
	2022 EXP 13431
	Alternative and complementary medicine for Veterans with pain and distress
	Dr David McBride
	Ms. Kate O'Connor & Mrs Leesa Russell

	3:10pm-3:40pm
	2022 FULL 12690
	Visual Function and Academic Outcomes
	Dr Rebecca Findlay
	Mrs Leesa Russell & Ms Maakare Marr

	3:50pm-4:20pm
	2022 FULL 12980
	Violence Elimination
	Assoc. Prof Brigit Mirfin-Veitch
	Mr Barry Taylor & Kate O’Connor

	4:20pm-4:50pm
	2022 FULL 13344
	ALG-125755-501: A Study of ALG-125755 in Healthy Participants and Patients with Chronic Hepatitis B	
	Professor Ed Gane	
	Mr Ewe Leong Lim & Ms Joan Pettit






	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
	Apology

	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

	Mr Ewe Leong Lim
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present

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





Welcome
 
The Chair opened the meeting at 11am and welcomed Committee members, noting that apologies had been received from Ms Alice McCarthy.

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 02 August 2022 were confirmed.








New applications 

	[bookmark: _Hlk113344611]1  
	Ethics ref:  
	2022 FULL 12653

	 
	Title: 

	A Phase 3 study of Daily Subcutaneous Injections of Elamipretide in Subjects with Primary Mitochondrial Disease (SPIMD-301)

	 
	Principal Investigator: 
	Associate Professor Richard Roxburgh 

	
	Sponsor:
Clock Start Date: 
	Stealth BioTherapeutics Inc
25 August 2022 




Associate Professor Richard Roxburgh 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.

The Committee asked what age Primary Mitochondrial disease is diagnosed. The Researcher explained the less severe patients are usually in their 30’s often presenting with balance issues. The CI knows some of these patients and confirmed that genetic testing is done at the point of diagnosis. Most are already on the patient registry. 
The Committee asked about the justification for placebo. The Researcher explained placebo is used as there is no substantial treatment currently.
The Committee explained that for the culture questions in the participant information sheet (PIS), rather than citing Te Tiriti that the committee would like any data around any disproportional burden of disease for Māori and Pacific, and how recruitment would reflect the distribution of disease. The Researcher took this on board for future applications 
The Committee explained that it usually does not like third party companies to manage the travel and deal with the expenses of participants as private information can be at risk. The Researcher noted this, and the research team will handle the travel/reimbursement for participants in line with university requirements. 
In New Zealand the study cannot be halted for solely commercial or ‘administrative reasons'.
The Committee noted that consent by a legal representative is not appropriate in New Zealand in research context and Researchers may only enrol subjects who can consent for themselves. The Researcher agreed.
Please note that if a templated letter of invitation to patients on the registry is used, this should be approved by the Committee via the amendment pathway 


Summary of outstanding ethical issues
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

Please include a lay title for the participant information sheet.
Protocol mentions taking urine but there is no mention of that in the participant information sheet, please amend.
Please amend page 10 that currently mentions the University of Auckland (UoA), which can be confusing for potential participants. Please say 'the study team' or name of Sponsor etc.
Please include more information to be more transparent about which treatments the participants will need to stop if they want to participate in the study. Please provide general drug groups for example.
Please note that you need to inform participants that the results of their HIV/Hep B tests, if positive, are notifiable diseases and this information must be disclosed to a medical officer of health.
Please note as a suggestion that the PIS/CF should not use the term "treatment" when referring to the study drug as not yet proven safe and efficacious.  This could lead to therapeutic misconception, especially since the protocol says there is no treatment for this condition.
Please note in “Alternatives” that no other treatment is available and the alternative is not to join the study.
Please include that the study team will be notifying their GP about their participation. This is noted in the application but not the PIS/CF, please amend.
Please remove the LAR signing panel from the Consent Form.

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).




















	2  
	Ethics ref:  
	2022 FULL 13041

	 
	Title: 
	An Evaluation of the Let's Play Programme

	 
	Principal Investigator: 
	Associate Professor Laurie McLay

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	25 August 2022

	
	
	



Ashley Hinten and Associate Professor Laurie McLay 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 how commonly pre-schoolers get a diagnosis of autism. The Researcher explained it is increasing and the waitlist for services has increased highly. Most children that come into the program have been flagged for autism by other services, the service is filling a gap while the parents wait for the autism diagnosis. 
1. The Committee asked about the ‘touch games’ and if these can be harmful. The Researcher explained this is just a strategy that parents can use for their children, it’s about finding activities that are mutually enjoyable and the program has been manualized and will send that manual into HDECs.
2. The Committee asked about koha and if reimbursement is available to participants. The Researcher explained that Autism New Zealand will be handling all the reimbursement in the form of fuel vouchers.
3. The Committee asked about the waitlist for the programme. The Researcher explained because it is a group training model the parents are always waiting for the programme to be ready and the waitlist procedure for parents and children will have wait for a minimum of 10 weeks. 
The Committee asked if the study lacks benefit for the participants on the waitlist if the program arm is beneficial. The Researcher explained the funding comes from different trusts so they can create a programme for the early years of children awaiting diagnosis or waiting for services, but they need to know if it works first – Autism New Zealand started it as a pilot study.
The Committee asked if Māori consultation has occurred for their study. The Researcher explained they have this completed and is listed in the application.
The Committee asked how distress, including depression and anxiety, expressed by parent participants will be handled. The Researcher explained they will help them connect with a service provider in the local area, there are different levels of care in place for the children in the programme. 









Summary of outstanding ethical issues

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

Please amend the advertisement as it needs to explain what the waitlist is exactly and how long the waitlist is going to be for potential participants. 
Future use of data should be outlined in the protocol, including IDI use etc. Please set some limits around this use, including planning for re-consent at the age of 16 if the linkage extends into adulthood.
Please amend E3.2 of the application form in case of reported or suspected child abuse, telling the parent that there is an issue is likely not going to resolve things. Please also include how you will manage this situation.
Please amend C5 of the application. It contains a typo - tuakena, the correct spelling is tuakana (referring to an older brother, sister, or cousin, of the same gender, from a more senior branch of the whānau).
[bookmark: _Hlk114646830]The Committee requested the following changes to the Data Management Plan (DMP) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a):
a. Identifiable data includes the NHI, please discuss sharing those with the IDI and/or other researchers to get linked data. 
b. Section 8.7 is relevant as there is data linking (or may do in future). Please complete this section.
c. Please state how the questionnaires are being collected and stored, i.e., paper or redcap or excel. Please state for each questionnaire separately.
Safety plan is in place but doesn't include researcher safety or reports/suspicion of abuse, please include more information, and amend.
Please include what percentage of Māori to non-Māori participants you are hoping to recruit.
Please submit all questionnaires for review.
Please clarify how the study team will reconsent minors at age 16 if still using data and linking to interview information.

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

Please explain to participants how the varying parties are involved.
Please add to participant information sheet that information could be sent overseas as indicated by Data Management Plan.
Please explain how long the waitlist will be e.g., 10 weeks.
Please revise the Benefits section to state that the program “may improve”, not “likely to enhance”.  










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.
4. 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).
5. 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 Maakere Marr and Dr Amber Parry-Strong.
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	Ethics ref:  
	2022 FULL 12664

	 
	Title: 
	Exploring the feasibility of validating a snacking questionnaire among ethnically diverse youth with type 1 diabetes

	 
	Principal Investigator: 
	Dr Sara Styles

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	25 August 2022



Chaya Ranasinghe and Dr Sara Styles 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 if the Researcher went to the university ethics committee and were then referred to HDECs as this study is low risk. The Researcher explained that they were referred to HDECs because of the population included in the study (children). The Committee explained that as this of low ethical risk this application is out of scope for HDECs, and the Researcher is going to go through the university ethics instead. 


Decision 

This application was deemed out of scope by consensus, as the Committee considered the ethical review should be done by the Institutional committee
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	Ethics ref:  
	2022 FULL 12405

	 
	Title: 
	Examining the therapeutic potential of zinc in autism

	 
	Principal Investigator: 
	Associate Professor Johanna Montgomery

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	25 August 2022



Associate Professor Johanna Montgomery 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 asked if the Shanks3 mutation is on the extreme end of autism. The Researcher explained this is where the children are severely affected and are often epileptic and nonverbal children. 
8. The Committee asked what age the participants are from the registry. The Researcher explained they are under 16 and that the researcher agrees with capping off the study up to the age of 16.
9. The Committee asked if there is a PIS for parents and caregivers. The Researcher explained they do not have one currently but will include it with the next submission.
10. The Committee asked about recruitment and the process for approaching the families. The Researcher explained they have already signed up for the registry and have already consented for a phone call from the research team, will start as an email with information about the study and then follow up with a phone call to the parents. 
11. The Committee asked about the individual study results. The Researcher explained they have showed people some of the data however this is not a one-off thing and the data shown is part of a large data set and is to do with the study results not individual study results.
12. The Committee asked about future unspecified research. The Researcher explained they are not doing any future unspecified research and the extended storage is for research that will be answering the same questions.

Summary of outstanding ethical issues

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

Please amend the protocol by providing a clear outline of what procedures participants will undergo and when in detail and in lay language if possible.
13. Please amend the ethical issues of creating cell lines by describing them in lay language, and it also needs a section on risk included. 
14. Currently, it is unclear where samples will be stored or for how long. Please amend.
Please amend the recruitment section by adding more detail for process of recruiting potential control participants, how they will be identified, informed, contacted etc.
Please amend the supported consent section it is mentioned in the application, but nothing in the protocol to suggest how this will be managed routinely. Please explain what is in the information package. 
Please include more information for the intention to include minors, currently it is limited in information in the protocol.
15. Please amend the biobanking (in Māori consultation) section, currently this is not clear in the protocol. 
16. It is unclear if there is future unspecified research (FUR). Samples are going to the biobank, but duration is unclear. Please include the duration, and if FUR is taking place in this research. 
17. The application is not clear on how much blood will be obtained from study participants, that information should be added to the application and all consent/assent documents please amend.


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

Please include an information sheet for the control child / sibling and ensure that the parental sheet contains information about both children. Please note that if the sibling is over 16, they should be consenting for themselves and should receive their own targeted information sheet.  
Please simplify the SHANKS3 child sheet which may require colouring in acknowledgment of consent and if refusal of blood tests by the child or if the child becomes uneasy and stressed that the study of this child will be halted. 
Please amend pages 7-12: should have some pictures and a withdrawal clause. Consent form on this document is not age appropriate, please amend.
Cultural competency statement needs rewording and not so heavy for participants in terms of language and again consent page is not appropriate. Withdrawal needs to be added and how long the cells will be retained for.
Please note/explain how the research team will manage the invitation to come back and look at the cells - it is only 10 people, so this could be a good engagement activity if it is done well.
Please submit a PIS/CF for parent/guardian consent. Please explain cell lines in this form, including risks, and that use will be limited to the purpose outlined in this study.
Please clarify how much blood will be collected.
Please amend the consent forms: delete option boxes unless truly optional. 
The data management plan mentions the option to submit to the Auckland Biobank (deidentified or anonymous, etc), but this isn't in the PIS please amend.
The consent/assent documents should also include information about where they will go to provide the sample and who will collect it.  The risks of sample collection are provided in the Assent documents but not in the Adult consent form.  Please amend and add this information for participants.
Please note that the use of electronic consent would be good to talk through and document that process. 
The consent forms are missing signing provisions whether for the subject or guardian please amend.
Please note the following revision to the consent form as suggested by the Committee: 
“You are invited to take part in a study about the connection between zinc and people with Autism Spectrum Disorder (ASD).  ASD behaviours, particularly in people with a specific genetic variation in their brain cells may be affected by a deficiency of zinc in the diet.  Scientists have learned how to create human brain from blood cells to examine how autism affects brain cells, and how zinc may be able to help people affected by autism. We would like to obtain some blood samples from people with ASD and the SHANK genetic variation and test how zinc may or may not affect brain cells developed from those blood cells.  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.”


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 Ewe Leong Lim and Ms Joan Pettit.











	5  
	Ethics ref:  
	2022 FULL 13221

	 
	Title: 
	STep-wise Anti-inflammatory Reliever Therapy Children’s Asthma REsearch (START CARE)

	 
	Principal Investigator: 
	Mr Mark Holliday

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	25 August 2022



Dr Mark Holiday 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 the assent process for younger participants. The Researcher explained they have tried to simplify it with one assent form. The Researcher confirmed they will go through the form with the child to ensure they understand. The Researcher confirmed older children with sufficient comprehension could read the main participant information sheet (PIS) if the illustrated assent form was too basic for them. 
The Committee queried the study's Māori recruitment strategy. The Researcher stated the main method of recruitment is via GPs across Wellington to Kapiti. The Researcher stated current studies demonstrate this method allows similar rates of Māori recruitment to the general roll. The Researcher stated they are concerned they have not recruited similar numbers of Pacific people so are undertaking consultation and relationship building with the Pacific community in the Wellington region.
The Committee queried whether AstraZeneca could have access to identifying data for audit purposes. The Researcher confirmed the contract does allow them to access the source data in the event of a formal audit. The Researcher stated it would not be a transfer of data off-site and an auditor would need to access the data on-site. The Researcher confirmed this was in the PIS.
The Committee queried why date of birth and initials were required on the form when it would be undertaken by an interviewer and participant ID should suffice. The Researcher stated they intend for three pieces of data to triangulate the source data for accuracy. The Researcher stated the form would be held on-site and then entered into the electronic system by participant code only.












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 Chair of the MRINZ board authorise the study as Sponsor.
The Committee queried the commercial use of data from the study by AstraZeneca. The Committee noted this was an investigator-initiated study and participants would be eligible to apply for ACC in the event of injury on the trial. The Researcher stated MRINZ is producing the only independent research in this area, and this has given it the capability to contact AstraZeneca and inform the company of its obligation to fund research on these drugs in children. The Committee queried whether AstraZeneca would receive the study dataset. The Researcher stated they did not receive previous datasets. The Researcher stated journals now frequently have requirements that the dataset be made available to other researchers but believes it unlikely the company would request the dataset. The Researcher stated the only other data shared would be deidentified safety data for pharmacovigilance purposes. The Committee requested an update to the data management plan to incorporate the commercial aspects of the study results. 


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

The Committee suggested the inclusion of the statistics from the flyer in the social media posts and recommended adapting the language to be more inclusive by incorporating te reo Māori e.g., "children / tamariki" or "child / tamaiti". The Committee suggested this would also be useful for the PIS/CF. 
The Committee requested a statement explaining the turbo inhaler has been used successfully and is available on the market so the device itself is not the focus of the study but rather the administration of the two drugs in children is the investigational component.
The Committee requested removal of the word 'helping' with research and to not include the concept of being an 'honorary researcher' in the consent process.

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 Maakare Marr and Ms Joan Pettit.
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	Ethics ref:  
	2022 FULL 13329

	 
	Title: 
	1366-031 Systemic Sclerosis: Evaluation of BI 685509 in Adults

	 
	Principal Investigator: 
	Dr Solanki

	 
	Sponsor: 
	Boehringer Ingelheim Pty Ltd

	 
	Clock Start Date: 
	25 August 2022



Dr Kamal Solanki 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 noted only one participant in New Zealand would be recruited and queried how the Researcher would select them. The Researcher stated the inclusion criteria was very specific and even though it is a rare disease only a minority of patients would be eligible. The Researcher explained the drug is intended to limit fibrosis so there is a small window of opportunity within the first few years to test it before the disease progresses. The Researcher stated the Sponsor would ideally recruit more than one participant but is planning conservatively as it is a rare condition
The Committee queried whether a participant benefitting from the drug would require lifelong dosing. The Researcher confirmed this would be likely. The Committee queried whether the Sponsor was planning an open-label extension of the study. The Researcher stated they may undertake an interim assessment but was not certain and was following this 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 noted it was not clear on the insurance certificate that New Zealand was covered as a territory. The Committee stated the policy itself is acceptable but requested a memo from the Sponsor to confirm New Zealand is covered by it. 
The Committee requested written confirmation that the New Zealand arm of the study would not be participating in the optional MRI and skin biopsy components of the protocol. 
The Committee queried how future unspecified research (FUR) would be managed as tissue would be stored in biobanking for FUR with a requirement to report incidental findings back to the participant. The Committee noted this would require long-term contact with any participants. The Committee noted as this may involve genomic information this may have implications for any private insurance held by participants. The Committee requested more information on managing and reporting incidental findings. The Researcher stated they queried this with the Sponsor who wished to keep it in. The Committee requested information explaining this process and any insurance implications in the information sheet. The Researcher stated they would query the feasibility of long-term follow-up with the Sponsor.



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

The Committee noted that participants would be tested for HIV and Hepatitis B testing on screening which are notifiable diseases. The Committee requested information in the PIS blood collection section explaining that if a positive result is returned the Medical Officer of Health requires notification.
The Committee requested removal of the 'yes/no' option for notifying the participant's GP as this should be a mandatory component of participation. The Committee advised other 'yes/no' boxes should only be for components which are truly optional (e.g. the participant can answer 'no' and still participate in the trial).


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 Mr Barry Taylor and Mr Ewe Leong Lim.
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	Ethics ref:  
	2022 EXP 13431

	 
	Title: 
	Alternative and complementary medicine for Veterans with pain and distress

	 
	Principal Investigator: 
	Dr David McBride

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	25 August 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 commended the Researcher for responding to the extensive feedback from the previous submission. 
The Committee advised the Researcher to submit an amendment form via the EthicsRM system to expand the study to additional sites in the future. 


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 submission of the advertisement poster via the amendment pathway in EthicsRM.

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

The Committee cautioned against over-promising benefit and requested removal of the phrases "We might be able to help" and "We know the treatment is effective" from the study advertisements. The Committee suggested reframing it as "Your participation will tell us more about what treatments could help you and/or information about how helpful these treatments are."
The Committee requested removal of the information about towards the end of the year knowing more about the treatment and whether it may be funded as this could not be guaranteed. 
The Committee requested removal of the 'yes/no' option for notifying the participant's GP as this should be a mandatory component of participation.




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).
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	Ethics ref:  
	2022 FULL 12690

	 
	Title: 
	Visual Function and Academic Outcomes

	 
	Principal Investigator: 
	Dr Rebecca Findlay

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	25 August 2022



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

1.	The Committee requested the Researcher supply any surveys/questionnaires that will be used.
2.	Please revise the protocol to accommodate the feasibility/pilot objectives of the study, which is trialling study methods rather than assessing impact. The Committee advised that expanding the study later can be done via the amendment pathway. 
3.	Please include a data analysis / statistical plan in the protocol. 
4.	Please include details of data storage and any potential re-uses of it in the protocol. 
5.	The Committee queried why hearing data would be collected in a visual study. The Researcher stated audiology colleagues suggested learning outcomes could be affected by hearing so would be included for an overall assessment. The Committee requested this be clarified in the protocol and information sheets. 
6.	The Committee advised that HDECs do not require a participant information sheet (PIS) and consent form (CF) for schools since they are not participants.  The Committee assumes that locality authorisation from the school will be obtained after appropriate consultation.
7.	The Committee requested additional detail on the social-emotional learning aspect of the study in the protocol. Please include information on how the participants will be brought into the group setting, who will manage the session and what it involves. 
8.	The Committee requested information in the protocol on managing any incidental or clinically actionable findings the study may uncover (e.g., how participants and their parents will be informed and what the next steps would be).


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

The Committee requested more information about the social and emotional learning part of the study in the PIS such as what questions will be asked.
Please revise the parent/guardian PIS/CF to read from the parent's perspective (e.g. "your child's participation" instead of "your participation"). 
Please include information on the assent form explaining that the children will be separated into groups for the social/emotional learning part of the study. 
Please include a sentence suggesting that parents go through the assent form with their child and confirmation that a researcher will ensure they understand it at the time of the study. 
Please explain that testing will be provided for children who missed an earlier testing opportunity or whose tests are older than 3 months.
Please include more information (e.g., a diagram or illustration) of what the eye exam involves so children understand what their participation will involve. 
Please revise the information sheet to explain it’s a feasibility study with a larger impact study planned in the future.
Please include information on how clinically significant findings will be managed and whether the participant's GP will be informed.

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 Leesa Russell and Ms Maakere Marr.




























	9  
	Ethics ref:  
	2022 FULL 12980

	 
	Title: 
	Violence Elimination

	 
	Principal Investigator: 
	Dr Brigit Mirfin-Veitch

	 
	Sponsor:
	

	 
	Clock Start Date: 
	25 August 2022



Dr Brigit Mirfin-Veitch 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 noted there were concerns in the peer review for the participants safety that have been addressed by the researchers to ensure the safety of all parties involved in the study. The responses would be driven by the individuals and would provide as much support specialised to the participants as possible.
The Committee queried management of disappointment around exclusion from the study sample. This would be managed with linkage to the study results or other studies in the future that could be suitable. 
The Committee queried the safety of trans women in the study and how their safety would be ensured and managed given the nature of some of the support networks and potentially some of the other participants that could endanger the trans participants or expose them to harm. The Researchers noted that the sites were all being sampled and scoped extensively to ensure their participation would not place them in a place of undue risk or harm. The researchers also noted that individual interviews would be available should the diversity of the groups prove challenging. These groups would be closely managed, and no participants would be excluded for their neurodivergence and would be further supported.
The Committee clarified that there would be specific sampling of specifically at-risk cohorts to ensure that their voices are heard as part of this research. 
The Researchers clarified that the design of the twin-track approach was planned to support the cohorts as much as possible to best care for and represent minorities.
The Researchers clarified that the focus groups would be approached through several different lenses to produce robust data from multiple sources and analysed thoroughly. The interviews would not be solely focused on personal experiences and would be more focused on how best to develop this twin-track.
The Committee noted that hui participants could request that the recording be turned off. This was of concern as the Committee noted that this may provide the ability for participants to change someone else’s response. The Researchers noted that they were expecting opting out rather than this occurring in the study. This process would be negotiated with the focus groups and would be managed with manual note taking.  







Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
Please make it clear that comfortability with recording would be established at the beginning of focus sessions or interviews and that the forms of notetaking and transcription may vary.
Please remove mention of the site koha/financial arrangements. It should still be included that the participants would receive a standard koha.

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).
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	Ethics ref:  
	2022 FULL 13344

	 
	Title: 
	ALG-125755-501: A Study of ALG-125755 in Healthy Participants and Patients with Chronic Hepatitis B

	 
	Principal Investigator: 
	Professor Ed Gane

	 
	Sponsor: 
	Aligos Therapeutics, Inc.

	 
	Clock Start Date: 
	25 August 2022



Professor Ed Gane was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee clarified that there would be no extension of the insurance coverage policy without increasing the cover limit of the insurance. 
1. Subsequently to the meeting the researcher and the Sponsor provided written justification for the exclusion of WOCBP, which was reviewed and accepted by consensus.

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 the rationale behind the study’s exclusion of women of child-bearing potential (WOCBP). This exclusion does not meet the NEAC standard 9.11, 9.12 & 9.13. The Committee request that women be permitted to participate as there is no proof of harm to a foetus and it would not be ethical to exclude women on these grounds. Please just ensure that women are informed of reliable forms of contraception and include them in the study or provide stronger justification for the exclusion of women based on the safety data.
1. The Committee noted that the eligibility and exclusion criteria stated that “investigator will attest to the health of the participant” and "Illnesses that could, in the opinion of the investigator, pose additional risk to participants or could confound the study results." Respectively are too general and subjective. This needs to be clearly defined, and there are conditions that would put participants at risk these need to be specified, in the participant information sheet (PIS).
1. The Committee sought clarification as to how conflict would be managed in the Safety Oversight Committee and asked that the details of who will serve on the Alanine aminotransferase (ALT) Flare Committee be included in study documentation.

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

Please include a section on contraception if WOCBP are included. 
Please clarify that positive Hep B and C test results require notification to a Health Officer.
Please specify members of the Safety Oversight and ALT Flare Committees. 
Please ensure that data protection and storage measures are clearly specified for participants. 
Please specify the top of the consent form that this is a first in human trial. 
Please change the term “treatment period” to “intervention period” as this is not a treatment it is an experimental product.
Please specify if the risk of anaphylaxis is life-threatening or includes a potential risk of death. 

Decision 

This application was originally provisionally approved by consensus. However, after the researchers submitted a justification for the exclusion of women of childbearing potential, the committee has changed this decision to an approval with 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 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 October 2022 

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· Leesa Russell

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. Any other business

· The Committee requested from Professor Ed Gane the reason for his lack of inclusion for reporting Hepatitis B and C as identified as per the Schedule of Notifiable Diseases (June 2022) in studies. The Professor noted that there was ongoing discussion with the Ministry of Health around notification and direct laboratory notification and the importance in Hepatitis B and C. The Committee noted that regardless of the beliefs of the Professor and the public health service this is in the Schedule of notifiable diseases. The Researcher noted that there would need to be follow up from the notifiable disease office to contact trace and chase new diagnoses. The Committee requested that the new head of the ESR board be approached regarding this. 	


The meeting closed at 5.00pm.
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