	
	                  Minutes





	Committee:
	Northern B

	Meeting date:
	4th October 2022

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



	Time
	Review Reference
	Project Title 
	Coordinating Investigator
	Assigned Lead Reviewers

	12:30pm-1:00pm
	2022 FULL 13478
	EASY-ALLO trial
	Professor Lisa Stamp
	Ms Kate O'Connor & Dr Amber Parry-Strong

	1:00pm-1:30pm
	2022 FULL 13305
	BabyCHIX
	Dr Ben Van Der Griend
	Mr Ewe Long & Mr Barry Taylor

	1:30pm-2:00pm
	2022 FULL 12097
	KONFIDENT-S: A long-term study to evaluate if KVD900 is safe and effective in treating HAE attacks.
	Dr Anthony Jordan
	Ms Maakere Marr & Ms Joan Petit

	2:00pm-2:30pm
	2022 FULL 13147 
	Caffeine to improve neurodevelopmental outcomes in babies born late preterm: the Latte Trial
	Dr Jane Alsweiler
	Ms Alice McCarthy & Mr Barry Taylor



	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
	Apologies 

	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
	Present

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



Welcome
 
The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Mrs Leesa Russell.

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 6th September 2022 were confirmed.






New applications 

	1  
	Ethics ref:  
	2022 FULL 13478 

	 
	Title: 
	EASY-ALLO trial

	 
	Principal Investigator: 
	Professor Lisa Stamp 

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	22nd September 2022



Professor Lisa Stamp and Leanne Te Karu were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

The Committee clarified the compliance of people on the study drug. The Researcher noted that the issues with adherence are likely due to the nature of the condition and the treatment being very effective short term. The Researcher noted that there are also issues with primary care access which also create issues for adherence to the study drug, monitoring, and access. 
The Committee clarified that there are issues with the reporting for people with gout in primary care which makes it quite burdensome for the participants and the healthcare professionals.
1. The Committee clarified the use of MedTech was already established in practices participating in the studies. This system would also remove the privacy risks associated with identified data access. 
2. The Committee clarified the patient dosing regime and there would be provision of resources in a large set of languages. There are plans in place in the event that there be non-adherence to the regime. The Committee suggested that it may be best to inform participants of the number of pills the participant should take rather than their milligram amount. The Researcher also noted that there would be recruitment of nurses to aid in the education of participants. 
3. The Committee clarified the surveys would be completed during their study visits, but that there would also be a study diary for participants to record their flare-ups etc. on a weekly basis.
4. The Committee clarified there would not be exclusion of Asian people in the recruitment but given the increased likelihood of intolerance or sensitivity to Allopurinol there would be genetic testing to confirm eligibility. 
5. The Committee clarified the requirement of participants to pay for their prescription charges was to test the validity of this plan in the real-world setting. 
6. The researcher confirmed their intention to present an Information Sheet for the qualitative interview sub study through the Amendment pathway.




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 following changes to the Data Management Plan (DMP):
a. Please review for clarity particularly when mentioning the sponsor as University of Otago.
b. Please clarify if there is no tissue banking especially given the plan to store tissue for 10 years. 

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

Please include a statement on the inclusion of some participants into a subgroup for interviews. 
Please clarify the follow up process for after the 12-month period. 
Please clarify that the study involves the assignment to one of two approaches to all prescribing and what the differences are between the two.
Please remove the option for GP notification from the consent form. This should be mandatory.
Please explain what the tophi are in lay language.


Decision 

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

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




















	2  
	Ethics ref:  
	2022 FULL 13305 

	 
	Title: 
	BabyCHIX

	 
	Principal Investigator: 
	Dr Ben Van Der Griend

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	22nd September 2022



Dr Ross Scott-Weekly and Margie McKellow were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee clarified the research was aiming to resolve whether it was necessary for neonates to receive general anaesthetic when having hernia repair.
8. The Committee clarified that the children in this study would likely only be receiving this surgery and not other more complex surgeries.
9. The Committee clarified that recruitment pressure would be negligible as the research team would not be recruiting directly, all recruitment would be done via individuals outside of the research team. 
10. The Committee clarified that only the equipment would be provided by Fisher and Paykel (F&P) and that the machine provided is in standard use. No data would be sent to F&P, and they had no rights over the protocol.
11. The Committee clarified the procedure for changing over methods of anaesthetic (conversion) should it be necessary. The only risk in that would be that of an additional procedure which is a common occurrence in standard of care (SoC). 

Summary of outstanding ethical issues

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

The Committee requested that the parents be given the participation sheets at the same time as the scheduling information for the surgery to give the parents enough time to adequately consider the surgery. This recruitment plan will need to be included in the protocol, as a New Zealand addendum to the main protocol 
The Committee requested that the consenting process remove mention of oral consent or note that all consent will be by signature in the NZ addendum described above. 

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

Please remove mention of oral consenting as this is not appropriate given written consent will be obtained. 
Please review for grammar and spelling mistakes. 
Please clarify for parents the increased/decreased risks of using the comparative effectiveness trial in order for them to make an informed decision. 
Please refer to the HDEC PIS template for the content required in regards to the ACC statement, consent and withdrawal of data, notification of the child’s general practitioner (GP) and, request of a lay summary.
Please consider using a table or diagram to detail how the risks and benefits may be different for this study as compared to SoC.

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 Mr Barry Taylor. 
 


	3 
	Ethics ref:  
	2022 FULL 12097

	 
	Title: 
	KONFIDENT-S: A long-term study to evaluate if KVD900 is safe and effective in treating HAE attacks.

	 
	Principal Investigator: 
	Dr Anthony Jordan

	 
	Sponsor: 
	PPD

	 
	Clock Start Date: 
	22nd September 2022



Dr Anthony Jordan and Davina McAllister 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 Researchers advised the Committee that since the application was submitted, the Sponsors had terminated the previous trial this current application was a follow-up for on the grounds for safety. As such, they formally withdrew their application. 
13. The Committee clarified that there were no participants on the former arm of the study which was terminated. Therefore, the participants would only be recruited for the prevention use.
14. The Committee clarified that there would be no recruitment for the pharmacokinetic (PK) study in New Zealand.

Summary of outstanding ethical issues

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

The Committee queried the lack of consent forms for each of the groups under investigation in the study. The Committee suggest having separate information sheets and consent forms for each group.
The Committee queried the analytic plan for the prevention study's non-inferiority determination. This will need to be provided as part of the protocol.
The Committee requested that the request for participants to not post on social media about the study be justified in more depth prior to resubmission.


Decision 

This application was withdrawn by the research team following acknowledgement by the Committee that the application was potentially no longer valid.


	4  
	Ethics ref:  
	2022 FULL 12143

	 
	Title: 
	Caffeine to improve neurodevelopmental outcomes in babies born late preterm: the Latte Trial

	 
	Principal Investigator: 
	Dr Jane Alsweiler

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	22nd September 2022



Dr Jane Alsweiler 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 the equipoise of the study was finely balanced due to the validity of the intervention from prior studies. The researcher noted that this study being a follow on to assess long term effects on the neurodevelopment in this study population. 
16. The Committee clarified that the participants would be approached in the first day or two after the baby is born. 
17. The Committee clarified that the approach to parents about participation would be within three days and that the clinicians would first register interest and then the research team would present the information with possibility for follow up over the next few days prior to agreement to participation. 
18. The Committee clarified that the parents and caregivers would be trained to give the medication to the babies. 
19. The Committee clarified that the study would be going to the Standing Committee on Therapeutic Trials (SCOTT) due to the flavouring and addition of sugar to the formula to prevent issues in review consistency. The Researcher clarified that mention of SCOTT would be removed from the PIS should they not review the study drug. 
20. The Committee clarified that the tachycardia test would be done prior to the baby being discharged from hospital. 
21. The Committee clarified that there would be no risk to gut health through administration of the sugar suspension used in the study drug formulation, but that there had been no microbiome studies into the mechanisms of caffeine in this population. 
22. The Committee clarified the use of 20mg of caffeine in this population was being used despite the scientific peer review due to efficacy and an attempt to ensure statistical significance with the funding provided for the study. 
23. The Committee queried how the consultation with Māori on how to improve recruitment of Māori would occur and if Māori practitioners would be approaching participants in doing this. The Researcher specified that there would be several Māori co-investigators on hand to do this.
24. The Committee requested provision of the 2 and a half year information pack to the Committee as an amendment at the point it would be made available.
25. The Committee queried the exclusion of disabled babies and if it would be possible for these babies to be included perhaps with separate measurements. The Committee suggested a follow up trial that was more inclusive.

Summary of outstanding ethical issues


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

Please remove the option for GP notification as this should be mandatory.
Please distinguish the main consent from the access to anonymised study data consent.
Please include a statement detailing the surveillance aspect of the study in the main body of the PIS and place limits around the time this may occur and who will have access to the data.

Decision 

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

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




General business


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

	Meeting date:
	1st November 2022

	Zoom details:
	To be determined



	

2. Review of Last Minutes
The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 2:20pm
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