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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	06 December 2022

	Zoom details:
	965 0758 9841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am-12.00pm
	2022 EXP 13535
	Understanding if there are any cognitive effects following a history of brain injury in Ara Poutama
	Professor Alice Theadom
	Ms Kate O'Connor and Mr Barry Taylor

	12.00-12.30pm
	2022 FULL 13884
	RSV MAT-015 219510
	Dr Rebecca Griffith
	Ms Alice McCarthy and Mrs Leesa Russell

	12.30-1.00pm
	2022 FULL 13899
	Being active, feeling good
	Associate Professor Brigit Mirfin-Veitch
	Ms Kate O'Connor and Ms Joan Pettit

	1.00-1.30pm
	2022 FULL 13802
	Advancing Palliative Care among Pacific Children
	Associate Professor Sunia Foliaki
	Ms Catherine Garvey and Dr Amber Parry-Strong

	
	
	Break
	
	

	1.40-2.10pm
	2022 FULL 13213
	Air or saline to fill breathing tube cuffs for ventilated children during flight
	Dr Chris Hands
	Ms Alice McCarthy and Dr Amber Parry-Strong

	2.10-2.40pm
	2022 FULL 13621
	Patient Reported Outcome and Experience Measures (ANZICS-PROEMs)
	Prof Paul Young
	Ms Kate O'Connor and Mrs Leesa Russell

	2.40-3.10pm
	2022 FULL 13918
	The STEPCARE Trial
	Prof Paul Young
	Ms Catherine Garvey and Mr Barry Taylor

	3.10-3.40pm
	2022 FULL 13910
	Transcranial electrical stimulation for generalised anxiety disorder.
	Professor Dirk De Ridder
	Ms Alice McCarthy and Ms Joan Pettit

	
	
	Break
	
	

	4.00-4.30pm
	2022 FULL 13720
	Zilebesiran as Add-on Therapy in Patients With Hypertension Not Adequately Controlled by a Standard of Care Antihypertensive Medication (KARDIA-2)
	Dr. Claire Thurlow
	Ms Kate O'Connor and Ms Joan Pettit

	4.30-5.00pm
	2022 FULL 13839
	RCT1100-101: A Study to Assess RCT1100 in Healthy Participants
	Principal Investigator Paul Hamilton
	Ms Catherine Garvey and Dr Amber Parry-Strong

	5.00-5.30pm
	2022 FULL 13842
	NEU-723-PD101: A Study to Assess NEU-723 in Healthy Participants
	Principal Investigator Chris Wynne
	Ms Alice McCarthy and Mrs Leesa Russell


 

	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

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

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



Welcome
 
The Chair opened the meeting at 11.00am and welcomed Committee members, noting that apologies had been received from Ms Maakere Marr and Mr Ewe Leong Lim.

The Chair noted that Ms Catherine Garvey had been co-opted to perform lead reviews online ahead of the meeting. These notes are available for all members.


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 01 November 2022 were confirmed.








New applications 


	1  
	Ethics ref:  
	2022 EXP 13535

	 
	Title: 
	Understanding the cognitive effects of TBI in Ara Poutama: An assessment of cognitive performance across several domains in a New Zealand offending population.

	 
	Principal Investigator: 
	Professor Alice Theadom

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	15 November 2022



Professor Alice Theadom and Sam Guy were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
1. The Researcher confirmed Corrections involvement in the study, providing induction training to the PhD student and security clearance, and only one site will be targeted to build a working relationship with the staff. 
2. The Committee queried when information sheet would be handed out to the potential participants. The Researcher stated that the participant information sheet (PIS) will be handed out when initial interest is shown, and once the Researcher is onsite they can discuss the study further and take consent. The Committee queried when screening occurs in the traumatic brain injury (TBI) and non-TBI groups. The Researcher confirmed this will be done after consent has been obtained.
3. The Committee queried why a prison population was required to investigate this research question. The Researcher noted that this demographic has different injury origins than every day or sports injuries such as domestic violence and assault.
4. The Committee asked if the research is being conducted in a male-only prison as the peer review discussed only men, but the application was more generalisable. The Researcher confirmed it is a male-only prison. 
5. The Committee asked for clarification if there is suspicion that the brain injury is a component or factor in criminal behaviour. The Researcher noted that the study isn’t equipped to make that causal connection, but literature indicates there can be a trend between higher rate of prison infractions and recidivism in prison populations with a history of TBI. 
6. The Researcher clarified they are checking capacity by having the potential participant repeat back the information back to them.
7. The Committee queried Researcher flexibility on how they will deal with the participation of this study being perceived as either a punishment or reward, and the nature of availability of participation. The Researcher responded that they are prepared to be very flexible in case of complications onsite and rescheduling will be normal and have made it abundantly clear to staff of the prison that this is not a reward or punishment to participate. 


Summary of outstanding ethical issues

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

8. The Committee noted the inherent vulnerability of prisoners given their restricted ability to make decisions for themselves given their incarceration and stated that the study documentation lacks deep reflection regarding how this vulnerability is being addressed. The Committee raised concerns of coercion, noting the inherent vulnerability of conducting research on prisoners and that the prison was keen on having the study happen and therefore pressuring participation. The Researcher stated they have discussed with the prison that participation must be voluntary and what involvement of the staff is appropriate. It was concluded that if prisoners want to participate, they can contact the Researchers or speak to their case manager. The Committee queried if prisoners have an outside number to call to indicate they want to participate, and the Researcher confirmed they do. The Committee noted that the protocol needs to have a clear recruitment plan that strenuously acknowledges the vulnerability of the study population and what the research team is actively doing to ensure there is no coercion from prison staff (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.5, 6.13, 6.15-6.18, 11.7).  
9. The Committee queried how private the clinic space they’d be using is and what is involved in getting participants to where they are located. The Researcher stated they hadn’t discussed this with the prison yet and haven’t been on site to investigate it. They further stated that the plan was to look at a room in the health care centre as it is private and away from everyone else, where people go for confidential assessments. The Researchers noted they would not be using any sort of communal room or anywhere in their living area or wing.  The Committee stated that kind of detail needs to be worked through with the site and ensure that kind of detail is confirmed in the information sheet as this is highly relevant to prisoners at that site. If participation will occur with a staff member present, that’s the kind of detail needed for consent to be fully informed.
10. The Researcher confirmed this isn’t a maximum-security prison and that staff would remain outside for the interview. The Committee requested a researcher safety protocol to accompany the protocol that is signed off by the prison to clarify what resources they prepared to put into it (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.31, 11.62 & 11.63).   
11. The Committee queried the rationale behind not giving results of the assessments to the participants but giving them to the prison. After discussion, it was clarified these are scores for the research and must be clinically interpretated They would be marked as “for research use only” when given to the prison and could not be used in any behavioural report on the individual.  Committee expressed concern that these participants should have a right to access their information, but the application as it stands does not give them that right and instead to those who have locked them up. While the Committee was assured that the Researchers were using these results for an aggregate population level analysis, more form needs to be given to the participants’ right to have control over their own individual results. The Committee noted it doesn’t make sense to give anyone these results if they are not clinically useful unless the Researchers are sure there will be a clinician looking at it. The Committee recommended confirming the prison’s protocol on these scores, defining permitted secondary use by the prison and having a mechanism for participants to access them after release. 
12. The Committee requested the Researcher upload all screening/assessment tools being used.
13. The Committee noted the current protocol does not have the level of detail required by the National Ethical Standards and referred the Researcher to Standard 9.8 which outlines in full what a protocol must contain.
14. The Committee queried the Researcher how the privacy of participants can be assured given the injury may have occurred in prison and may have consequences because of being seen as participating by the perpetrator of the injury. The Researcher stated as they are recruiting TBI and non-TBI, participation does not suggest anything about whether they have experience with an injury. The Committee noted to still consider the ramifications of power dynamics within prisons and interactions across different groups of prisoners. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

15. Please state that study team will not be accessing their records in the database and information about their sentence duration and offence type as described by them.
16. The Committee referred the Researchers to the HDEC templates for participant information sheets as there are some things missing. 
17. The Committee recommended having a simplified information sheet for those with more severe injuries or lower reading ability. 
18. Please include a more detailed and thoughtful description of the risks of participating in the study.

Decision 

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


	2  
	Ethics ref:  
	2022 FULL 13884

	 
	Title: 
	A non-randomized, open label, multi-country, cohort study to describe the safety of study participants who received RSVPreF3
maternal vaccination (any dose) or controls from previous RSV MAT studies (RSV MAT-001, RSV MAT-004, RSV MAT-010, RSV MAT011, RSV MAT-009, RSV MAT-012 and RSV MAT-039) during any pregnancy conceived post vaccination/control.

	 
	Principal Investigator: 
	Dr Rebecca Griffith

	 
	Sponsor: 
	GlixoSmithKline (GSK)

	 
	Clock Start Date: 
	24 November 2022



Dr Rebecca Griffith, Johanna Nightingale, Simone Jain and Diana Osavlyuk 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 discussed with the Researcher that the participants were involved in the previous trials, so no further recruitment is taking place. The Researcher clarified these participants have been unblinded and been spoken to about the safety issues. They noted further that all spoken to were positive about their participation.
2. The Committee confirmed with the Researcher that this is data-only research, and no samples will be taken. 
3. The Committee clarified that consent for the newborn will only occur after birth. 
4. The Committee queried how the study team can identify who has had children and who hasn’t. The Researcher replied they cannot initially but will be contacting those who have been in their studies previously so long as they haven’t indicated they don’t wish to be contacted. It is local practice for the site to obtain consent for being contacted for future research.
5. The Researcher confirmed with the Committee that the e-consent process still allows the opportunity for the potential participant to discuss their participation with someone and ask questions. 

Summary of outstanding ethical issues

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

6. The Committee noted the peer review provided is internal and requested an independent peer review.
7. The Committee noted to consider how the research aims, and the safety issues arising in the previous studies are explained to the GPs and midwives, and to tailor the approach beyond the standard template letter used.
8. The Committee noted the question in the application form identifying issues in Māori was left blank and what consultation goes underway, specifically C5. The Committee noted they expect to see this considered with every application. Issues for Pasifika people were also copied and pasted from the Māori section. Please further reflect on these issues in the response to provisional approval.


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

9. Please clarify that injuries found in this trial may relate to previous trials which are covered by that study’s insurance.
10. While references to US Law and GDPR make sense in this context, please amend to lay-language that an average New Zealander would understand.
11. The information sheet could bring people up to speed in terms of what has happened already and further justify why it’s important to do this extra follow-up. This should be transparent in all participant-facing documentation. Please include a summary of how many people received the vaccinations, what kinds of side effects there were and the frequency.
12. State clearly that based on safety data and information, as it stands there is increase in pre-term groups in this vaccination, but not others.  
13. Remove CF items that are not relevant or permitted for New Zealand i.e., legal representative signature
14. Please make it clear that the baby is not consented at the same time as the parent.

Decision 


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

15. Please address all outstanding ethical issues, providing the information requested by the Committee.
16. 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).
17. Please supply an independent peer review for the current version of the study protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Alice McCarthy and Mrs Leesa Russell.




	3  
	Ethics ref:  
	2022 FULL 13899

	 
	Title: 
	Being active, feeling good

	 
	Principal Investigator: 
	Associate Professor Brigit Mirfin-Veitch

	 
	Sponsor: 
	Special Olympics New Zealand

	 
	Clock Start Date: 
	24 November 2022



Associate Professor Brigit Mirfin-Veitch and Dr Robbie Francis Watene were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee queried how supported consent is tailored to the individual. After discussion, it was clear there were many considerations by the Researchers and respectful of needs and decision of the individual and acknowledged this is a constant process of checking and maintaining consent. 
1. The Committee queried the experience of return of transcripts if asked, and whether this can be overwhelming. The Researcher explained that what they often get is a summary of key points that will be used rather than the transcript verbatim but can provide that if requested in addition.

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 requested that it is made clear in participant-facing documentation that a support person is not a requirement to take part. 
5. The Committee suggested the inclusion of a possible benefit of participation where Researchers could make referral for people who would like to get more involved in sport but don’t know where to start. A contact via special Olympics could be made available that can help.  

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 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).



	4  
	Ethics ref:  
	2022 FULL 13802

	 
	Title: 
	Advancing Palliative Care among Pacific Children

	 
	Principal Investigator: 
	Associate Professor Sunia Foliaki

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 November 2022



Associate Professor Sunia Foliaki 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 clarified for the Committee that the group interviews will not be whānau and professionals mixed together. 
2. The research noted that the Information Sheet will be available in the main Pacific languages. Also, interpreters would be available, and the focus groups can conducted in language groups. 
3. The Committee confirmed with the Researcher that appropriate steps had been taken to accommodate Pacific language requirements in the information sheets and in the interviews. 

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 noted the one-size-fits-all participant information approach but stated it would be much clearer for participants to consent to the part that is relevant to them (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17). 
5. The Committee noted a waiver of consent for secondary re-use of information is required for this study, where individual data relating to patients who use the existing services is analysed as part of this study(National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.22a, 12.28-12.30).
6. Regarding the online survey for healthcare professionals, the Committee noted that they expect to see a brief participant information section at the start of the survey that the participant has to read through to start it. The act of completing the survey if it is anonymous is accepted as obtaining consent, but they still require information. The Committee requested that they see the survey questions too (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
7. The Committee noted that the protocol should outline how healthcare professionals are being identified for interviews, and that a separate participant information sheet (PIS) is required (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17, 9.7).
8. The Committee noted that the Auckland group which has child participants will need easy and child-appropriate assent information forms, and 16 years and older can consent for themselves. The parents of the under 16s will receive their own PIS and will be consenting on behalf of their children and themselves.
9. The Committee requested more detail in the protocol about the recruitment processes and how it can occur that is fair for participants to be free of obligation and recognises the potential conflict of doing this to appease their doctor.  Please add the detail about the role of the Paediatric Palliative Care Advisory Group and how it will determine which cases are eligible.
10. The Committee noted that no copy of the consent form that will be signed for interviews was provided. Please ensure one is attached to each of the PISs. 
11. The Committee requested a copy of the interview questions for each subset of the study
12. The Committee stated that further information is required in the Data Management Plan. They advised the Researcher to revise and explain where the data is stored, what organisation policies are relevant, clarify future use if any and plan to manage the data right through to destruction of it, noting that some will need to be kept for 10 years after the youngest participant has turned 16 (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a). 
13. The Committee requested clarification if any of the data received from healthcare and mortality records is linked to individual participants in the interview component, and how that linkage will occur. Please provide more information around what fields are being requested (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.31-12.39).
14. The Committee requested a documented plan for how distress/upset if it arises during participation will be handled (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.13, 9.7) 
15. Committee noted locality is required from Starship and the Wellington group, whoever that may be to access their patients.  

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

16. Please provide guidance in all interview PISs that there will be refreshments and transport expenses can be covered. 

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 13213

	 
	Title: 
	A comparison of the pressures inside paediatric endotracheal cuffs filled with air or saline during aeromedical transport

	 
	Principal Investigator: 
	Dr Chris Hands

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 November 2022



Dr Chris Hands 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 queried how soon the parents get the participant information sheet. The Researcher stated this is once the transport team arrives at the referring hospital. After discussion, the Committee recommended this was made available sooner, likely via email to the referring doctor who can show it to the family and see if they are interested. They have a moment at the base hospital to explain it and determine interest once they have had time to process all other events occurring at the same time. The Committee requested the Researcher build some time into the protocol to allow the parents to get the information sheet and consider participation

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

1. While keeping it as simple as possible, please include some information currently missing such as how participation is voluntary, how this differs from a standard flight, who the research team are, and the risks and compensation section. 
The Committee noted that ACC likely applies as it’s not a commercial study and referred the Researcher to the HDEC template for an example statement.
The Committee suggested that diagram or picture of the cuff and where its placed and simple explanations around pressure may help convey information quickly.
Please provide reassurance that if urgent medical needs arise during transport, the recordings are low priority and research is secondary to medical needs. 
It would be reassuring to people to know that the study uses the same cuff in each group; the only difference is whether it’s filled with saline or air and time taken to take the measurements. 
Drawing attention onto this aspect of care is a benefit of participation as monitoring will be specific and focused. Please include.

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 Ms Alice McCarthy and Dr Amber Parry-Strong.




	6  
	Ethics ref:  
	2022 FULL 13621

	 
	Title: 
	Patient Reported Outcome and Experience Measures Among ICU Survivors and Whānau (ANZICS-PROEMs)

	 
	Principal Investigator: 
	Dr Paul Young

	 
	Sponsor: 
	NAME OR BLANK

	 
	Clock Start Date: 
	24 November 2022



Dr Paul Young was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee queried if the mortality database will be checked after 90 days for those who may have passed. The Researcher assured the Committee that they have taken great care to ensure that they will not send information out to someone who may have passed but acknowledged there is a risk that a message may get sent to someone who has died given the delay in updating the database. Attempts to mitigate this risk are in place.
2. The Committee noted that the governance board has enough Australian representation to cover each site, but New Zealand only has 1 for 2 sites. The Researcher clarified that there is additional New Zealand representation, and if more sites are added, more representation will be added.
3. The Committee queried if the study team are actively engaging with Māori. The Researcher responded that given this was developed by Australia first, they are conscious that engagement with indigenous populations have not occurred in creating the study. They have changed participant-facing information as much as possible for New Zealand participants. They further acknowledged that data sovereignty is more problematic given the joint database. Given this is a pilot, the Committee noted the Researcher can reflect at the end on what worked and what didn’t, especially in terms of consultation and engagement.

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 requested further justification and clarification around the 30-day timeframe for sending out a survey to the relative of the deceased.
5. The Committee noted that participant-facing information states that all data provided is anonymous, but if they are linked the way they are, respondents are potentially re-identifiable at the sites. The Researcher responded that there is no way of connecting responses and ANZICS database. The Committee queried how they will know what anonymous data in the registry is going to matched. They noted they have no objection to the linking or making it de-identified over anonymous, but this needs to be clear in documentation and to participants. 
6. The Committee requested clarification around analysis of non-responders and to seek a waiver of consent for that.
7. Future use of data for this study is referred to inconsistently throughout protocol, such as stating there will be no future use, but it’s going into a big repository. The Committee noted it is better to commit to assuming there will be future use and folding that into all documentation.
8. Inform participants of their opt-out opportunities via participant facing information.


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

9. Address secondary use of information. The Committee suggested committing to it as protocol is unclear on whether it will occur.
10. Please inform participants data will be linked to other data collected, and provide clarity around timeframes and what this looks like
11. Clarify that data will not be held in New Zealand and that permissions to use this data sits with a governance group based in Australia. 

Decision 


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

12. Please address all outstanding ethical issues, providing the information requested by the Committee.
13. 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).
14. 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 Kate O’Connor and Mrs Leesa Russell.




	7  
	Ethics ref:  
	2022 FULL 13918

	 
	Title: 
	Sedation, Temperature and Pressure after Cardiac Arrest and Resuscitation – the STEPCARE trial

	 
	Principal Investigator: 
	Dr Paul Young

	 
	Sponsor: 
	Health Research Council

	 
	Clock Start Date: 
	24 November 2022



Dr Paul Young 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.

2. The Committee asked the Researcher to explain how participation in this comparative effectiveness study meets the “best interest” standard.  The Researcher outlined that they believe irrespective of the arm the patient is assigned to within the trial, the constant monitoring that comes with the protocol will ensure that patients receive the best possible care, indeed better care than they would if they weren’t in the trial. Systematic follow up of patients identifies gaps in their treatments and problems that require additional referral and support. The Committee noted that the research satisfied Right 7(4) and the best-interests argument.  
3. The Researcher assured the Committee that stopping rules are in place for participation. The Committee further queried if there would be any impact or delay to the decision to withdraw life support in the interest of collecting more data. The Researcher assured them there would be no impact on that decision because of the research.

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 contingencies of what’s going to happen if things arise included in the cover letter to the Committee need to be in the protocol in the New Zealand-specific appendix. 

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

5. The way randomisation is explained to families is complicated and needs to be more straightforward. The Committee suggested making it clear that there are only 3 groups (sedation, temperature, and pressure), and a statement indicating the likelihood of being randomized into a specific group. 
6. Expand to say that participants have already been randomised to treatment under the study protocol.
7. Include further explanation that the data collected includes pre-admission data from ambulance records, demographic data and medical records from the ICU stay.
8. For the ACC statement, please remove the phrase regarding discussing with health insurer. Given their consent is for continued use of data, this is not needed. 

Decision 


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

9. Please address all outstanding ethical issues, providing the information requested by the Committee.
10. 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).
11. 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 Kate O’Connor and Mr Barry Taylor.




	8  
	Ethics ref:  
	2022 FULL 13910

	 
	Title: 
	High-definition transcranial grey noise stimulation (HD-tGNS) for the treatment of generalized anxiety disorder: A proof of concept
study

	 
	Principal Investigator: 
	Professor Dirk De Ridder

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	24 November 2022



Dr Paul Glue and Divya Adhia 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 asked about the exclusion of pregnant people from the study and asked if it is because of the risk of altering results of the study. The Researcher explained that they do not know what effects this stimulation may cause to pregnant people just yet so has chosen to exclude them from this study.
The Committee asked if the Researcher has somebody checking the machine to see if it is functioning properly and is safe for the participant. The Researcher explained that they have used the device before and is regularly checked by the electric engineering department in the hospital.
The Committee asked about payments and what the procedure is when a participant drops out of the study early. The Researcher explained that it depends on the participant and that they can chose to get paid at each session or a total sum once all sessions are completed. 
The Committee asked about the EEG and if it is a monitoring procedure. The Researcher explained that they are using EEG not as a screening procedure but as an outcome measure to see what they are stimulating and if the stimulation is working correctly.
The Committee asked about incidental findings and the researcher’s procedure if incidental findings occur. The Researcher explained that if an abnormal spike wave is observed which can be an indicator for latent epilepsy, this information will be given to the participant’s GP and followed up. 
The Committee asked about the neurological design company and if the company is getting any payment and/or data from this study. The Researcher explained that the company is not getting any data, the researcher team made a one-off payment to the engineers for the initial creation of the tool using the researcher’s design.
The Committee asked about the plans for cultural responsiveness for Māori and holistic talks with participants about mental health and if the research team is well equipped to deal with these conversations if they arise. The Researcher explained that the participants are welcome to have their family members present during the testing and are welcome to openly discuss the procedures in ways that is most comfortable to them, and the researchers will add the holistic model and that it is welcomed into the participant information sheet.
The Committee asked about if potential participants with learning disabilities will be excluded from the study. The Researcher explained they are excluding people who have cognitive issues to the point where they cannot give consent for the study and do not understand the risks of 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.

9. The Committee requested a copy of all advertisements used for this study.
10. The Committee asked the Researcher to provide the landing page and website for the study when available, as well as the on-line screening tool.
11. The Committee requested more information about the neurological design company, by including who is working there and their qualifications etc.

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

12. On page 2, please amend the typo "resident" should be "residence".
13. Please provide more information on the value of TES procedures.
14. Please provide more detail about what will happen, covering how many electrodes are involved, where they are placed, what the cap will feel like, and what participants might expect from the experience.
15. Please explain how you will handle potential incidental findings from EEG and other procedures.
16. Please explain how you will handle potential distress experienced by participants during the procedure.

Decision 

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

17. Please address all outstanding ethical issues, providing the information requested by the Committee.
18. 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 and Ms Joan Pettit.
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	Ethics ref:  
	2022 FULL 13720

	 
	Title: 
	A Randomized, Double-blind, Placebo-controlled, Multicenter Study to Evaluate the Efficacy and Safety of Zilebesiran Used as Add-on Therapy in Patients with Hypertension Not Adequately Controlled by a Standard of Care Antihypertensive Medication

	 
	Principal Investigator: 
	Dr Claire Thurlow

	 
	Sponsor: 
	Alnylam Pharmaceuticals Inc

	 
	Clock Start Date: 
	24 November 2022



Tristan Riley, Dr Simon Carson and Dr Claire Thurlow 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 participants are supplied with a study laptop. The Researcher explained that they are given the blood pressure measuring device of which that data is then uploaded to the cloud, the diary is paper based for the participants. 
The Committee asked if the researchers plan on using the vendor home nursing. The Researcher explained that they have made it clear to the sponsor that the vendor home nursing will not apply to sites in New Zealand.
The Committee asked about advertisement and if they will be recruiting through advertisements. The Researcher explained that no advertisements were uploaded with this submission, and they want to recruit through advertisement, further stating they can submit advertisements through as an amendment once the sponsor is ready to start the study in New Zealand. The Committee was satisfied with this. 


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 asked about the hypertensive medications proposed for use in the trial; two are approved in New Zealand, and the third, Olmesartan, requires approval from MedSafe prior to use in the study.  The participant information sheet must be clear about the status of the three medications. 
The Committee asked about the procedure and what happens after the run-in stage even if the participants blood pressure is fine. The Researcher explained that all participants are randomized after the run in, to either a placebo, study medicine or standard of care. The Committee requires further clarification as to what will happen if the run-in stage of the study yields optimal blood pressure management for a study participant.  If blood pressure is no longer elevated, they queried if the participant will be randomized to receive add-on therapy. 
The Committee queried if the study participant in New Zealand is randomized to Olmesartan during the run-in period, and blood pressure declines such that it is no longer elevated, will the study participant be randomized. If the participant is not randomized, clarify if they be able to stay on Olmesartan and for how long.
The Committee requested adding to the risk of the study the risk of being taken off current medications, and the risk of randomization - of being able to choose the medication.  The participant may be put on a medication that may not work as well for the participant as another medication.
The Committee requested to not use the word "Treatment" when referring to a randomizing investigational drug or placebo. Please use “study drug” instead across all study documentation.
In addition to the above, please remove references where they appear to vendor home nursing as it is not applicable to New Zealand sites for this study.

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

Main PIS/CF: 
Please use white font on blue headings.
On page 11, please simplify Group 1 and 2 samples and include an extra heading. 
On page 17, please note: " You or your insurance company will continue to pay for procedures or tests that are standard of care for treating participants with hypertension in your region." If this refers to the background BP meds per protocol, then please remove, and ensure that these are given without cost.
Please submit a diagram/flowchart to easily explain what involvement there will be, which may lead into an open label extension for participants.
Please complete the cost amounts throughout all forms and ensure consistency across sites if more than one.
On page 19, please amend the insurance section by removing the reference to participant's insurer paying first from "The Sponsor will cover, directly or through its insurance, the reasonable costs of treatment for research related injuries beyond what is reimbursed by your health insurance”.
In the consent form please include how much the study payments are.
Please revise the consent form for general typos and make it clearer for potential participants.
Please clarify for participants in the run-in period if the participant is on Olmesartan they may have to come off it.

Future Unspecified Research PIS/CF:
On page 2 please use white on blue headings for easier reading for potential participants.
Please provide a lay explanation of DNA. 
Please be explicit to participants that findings will not be reported back to them.
Please make clear how widely the coded information and biospecimen data will be shared in future research.












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 Joan Pettit and Ms Kate O'Connor.
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	Ethics ref:  
	2022 FULL 13839

	 
	Title: 
	A PHASE 1, RANDOMIZED, DOUBLE-BLIND, PLACEBO CONTROLLED, SINGLE ASCENDING DOSE STUDY TO EVALUATE THE SAFETY AND TOLERABILITY OF RCT1100 IN HEALTHY PARTICIPANTS

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	ReCode Therapeutics, Inc.

	 
	Clock Start Date: 
	24 November 2022



Dr Mark Marshall, Julia O’Sullivan and Courtney Rowse 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 requested rationale for excluding those with child-bearing potential. The Researcher provided the Sponsor’s rationale which outlined that the effect on fertility and development are planned on being assessed in parallel, but there is currently no definitive data on its safety. The next phase is planned to include this population, or as an amendment for this phase. The Committee acknowledged the precaution but reminded the Researchers of Chapter 9 of the National Ethical Standards which state that women should not be excluded from research simply because they are biologically capable of becoming pregnant unless there is sufficient justification.

Summary of outstanding ethical issues

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

2. The Committee requested that the radio advertisement include the screening period length to be transparent about the full participation time.


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

3. Please provide assurance of treatment being provided if side-effects do occur. 
4. The Committee noted that NuvaRing is a contraception example, but this is no longer available in New Zealand. The Committee acknowledged this was still included in the HDEC template and this will be amended in the next update of the templates.

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 13842

	 
	Title: 
	A Phase 1, Single and Multiple Ascending Dose Study of NEU-723 Administered Orally to Evaluate Safety, Tolerability,
Pharmacokinetics, and Pharmacodynamics in Healthy Subjects

	 
	Principal Investigator: 
	Dr Chris Wynne

	 
	Sponsor: 
	Neuron23, Inc.

	 
	Clock Start Date: 
	24 November 2022



Dr Chris Wynne, Julia O’Sullivan and Courtney Rowse 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 confirmed after discussion that there is sufficient ACC-equivalent insurance in place.
1. The Committee requested the justification for the pre- and post-suicidality question. The Researcher noted that the study drug targets the brain, and this is a safety check to ensure there is no effect on mood. The Committee were satisfied with that justification.
3. The Committee confirmed that the genetic testing on samples does not provide any actionable or clinically significant results, so no return of results to participants is justified.

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 noted that participants should be offered the option to bring a support person for the lumbar puncture. 

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

All:
5. The Committee recommended the Research to caution people against egg donation and what period this would be if there is also advice regarding sperm donation.

PIS B PIS/CF:
6. Please provide aftercare lumbar puncture advice.

Decision 

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

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









General business


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

	Meeting date:
	07 February 2023

	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 5.00pm
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