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	                  Minutes




	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	01 November 2022

	Zoom details:
	965 0758 9841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am-12.00pm
	2022 TB 13731
	ESR COVID-19 Biobank
	Ms Tia Haira
	Ms Kate O'Connor and Mrs Leesa Russell

	12.00-12.30pm
	2022 EXP 12945
	Corneal nerve changes in treatment and diseases
	Dr Stuti Misra
	Ms Alice McCarthy and Mr Barry Taylor

	12.30-1.00pm
	2022 FULL 13485
	V2 TETON-2: Study of Inhaled Treprostinil in Idiopathic Pulmonary Fibrosis.
	Dr Michael Epton
	Mr Ewe Leong Lim and Ms Joan Pettit


Additional discussion:
The Australasian Leukaemia and Lymphoma Group would like to discuss with Northern B how academic collaborative projects may differ from commercial ones in light of the decision around 2022 FULL 11392.


	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
	Present

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






 



Welcome
 
The Chair opened the meeting at 11.00am and welcomed Committee 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 04 October 2022 were confirmed.








New applications 

	1  
	Ethics ref:  
	2022 TB 13731

	 
	Title: 
	ESR COVID-19 Biobank - Kohikohinga Taonga Kowheori

	 
	Principal Investigator: 
	Tia Haira

	 
	Sponsor: 
	Institute of Environmental Science and Research (ESR)

	 
	Clock Start Date: 
	20 October 2022 



Dr Philip Carter and Tia Haira 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 tissue bank application.

No potential conflicts of interest related to this tissue bank 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 that only prospective, fully consented samples would be collected for this tissue bank as part of this application. 
The Committee clarified that the participants would be recruited through pop-up labs in community hubs up until early December and ESR staff. 
The Committee noted that the amount provided for koha was quite high but that it may be necessary given the reduced number of participants willing in this context.
The Committee noted that people with Hepatitis would be self-identifying and that there would be no screening.
The Committee noted that the PI had experience with biobanking previously through Malaghan Institute of Medical Research and that this would be useful for determining the validity and safety of applications and researchers that would approach the tissue bank for sample use. The Committee suggested that this should be put on the website requested for transparency.

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 health questionnaire be provided for review.
The Committee requested a patient information sheet and consent form (PIS/CF) for all potential participants, especially with amended sections for where the participants may be colleagues and subject to pressures from power imbalances etc. and where these samples will be broadly researched and are re-identifiable.
The Committee noted that not all applications would be necessarily reviewed by an external ethics committee, for example in cases where research would be done on samples that were de-identified and those researchers were not re-linking any data, the research would more appropriately be approved by the tissue bank governance group. These research projects reviewed by the governance group would need to be listed and sent to HDEC as part of the annual reporting requirements.
The Committee noted that incidental genetic findings would result in contact and notification of the person whose sample was tested, the Committee requested that this form of research not be conducted in general as this could be highly problematic for individuals. The Committee suggested that the Researcher limit the genetic research on these samples to viruses and not the human tissue. 
The Committee noted that there was a data management and tissue plan submitted as correspondence, this will need to be resubmitted with the form and amended as per the other comments from the Committee.
The Committee requested that a website landing page for the tissue bank be provided for review and that the URL be included in the PIS/CF. 
The Committee requested clear pathways for what would happen to tissue, if it would be sold to researchers, what criteria exist for sharing, what the governance group would classify as in scope vs out of scope. 
The Committee requested clear documentation for sample sharing in the form of a sample sharing agreement.
The Committee requested the following changes to the Protocol: 
a. The Committee noted that the recruitment would be managed and consented through the hubs which would handle this rather than the tissue bank staff doing this directly. The Committee requested that this be detailed in the protocol. 
b. The Committee noted that the protocol was light with respect to the specific processes that would be undertaken and who would be responsible for the de-identification, data linkage, health questionnaire linkage etc. The Committee suggested that a Standard Operating Procedure on the handling of samples and data be provided supplementarily. 
c. The Committee requested that the protocol specify how information will be kept secure and prevent privacy breach given there are identifiers attached to some samples.
d. The Committee queried how the specifications around karakia and the options provided to participants regarding this would be operationalised and that this detail be provided in the Protocol.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
Please clarify that future research is currently limited to just Covid-19, but that these samples may be analysed for other purposes at a later date. 
Please remove genetic sequencing sections of both the PIS and CF for the reasons discussed. Specify where necessary that sequencing will only be on the viral cells. 
Please remove ethnicity questions from the consent forms as these are for consent not collection of study data. These ethnicity data collection points should instead be included in the health questionnaire. 
Please specify that amend the sentence relating to the sharing of clinical information to state that the only information that would be shared would be only what the participants disclose. 
Please refer to and include the data disclosure statements from the HDEC PIS template.
Please state that individuals with current hepatitis infections are excluded from the study in the information sheet not only in the consent form. 
Please specify and be consistent with who is to be contacted for collection and provision of the kits.
Please note that reimbursement for travel is not a koha, which may need to be amended as the participants are not travelling for the study.  

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 full Committee online.




	2  
	Ethics ref:  
	2022 EXP 12945

	 
	Title: 
	From clinical research to clinical practice: In vivo confocal microscopy of the human cornea

	 
	Principal Investigator: 
	Dr Stuti Misra

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	20 October 2022 



No Researcher 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 that there be clarification on the Glaucoma study as currently there is some confusion within the submission and supporting documents as to what data and patient information will be collected or examined in this study. 
The Committee queried the inclusion of questions relating to covid history and vaccination history as it did not seem to be related to the intended projects.
The Committee queried whether the first study related to not only shingles, but also with herpes and uveitis. The Committee requested clarification as to the actual aims of the study and who will be the controls, who will be participating, if there will be further advertisement for controls.
The Committee requested that there be clarification of the inclusion criteria. 
The Committee requested a clear recruitment protocol across all three studies, including the recruitment of controls.
The Committee queried how participants with uveitis may be recruited as this is an easily missed condition in most people. 
The Committee noted that there was an obvious risk for incidental findings and that this be addressed in the protocol and participant information sheet/consent forms (PIS/CFs).
The Committee noted that the inference that participants would not otherwise be given this form of treatment elsewhere is incorrect and should be removed. 
The Committee noted that the quality-of-life claims made by the research team are not entirely founded and should be removed. 
The Committee requested that the risks associated with the procedures be acknowledged in the protocol and other study documentation, especially the Information Sheets.
The Committee noted that the submission noted that there would be no Māori researchers but that the research would use a Kaupapa Māori methodology. The Committee requested that some clarification be provided as to how this would be the case or if there would be Māori on the team.

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

Please clarify for lay language.
Please specify what will occur in the event of an abnormal test result. 
Please specify what will occur in the event of incidental findings.
Please specify what will happen to any samples (swabs, tears) provided.
Please include risks of the study. Even where the procedures are Standard of Care there is no benefit to this study as this is for research. 
Please specify that the Glaucoma is a longitudinal study and clarify for participants what study information will be kept about them, how long they will be followed for etc. 
Please be clear with what the withdrawal procedure is for both tissue and data. Please ensure that this is consistent with the information in the protocol and data management plan.

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, Mr Barry Taylor and Mrs Leesa Russell.




	3  
	Ethics ref:  
	2022 FULL 13485

	 
	Title: 
	A Randomized, Double-blind, Placebo-controlled, Multinational, Phase 3 Study of the Efficacy and Safety of Inhaled Treprostinil in
Subjects with Idiopathic Pulmonary Fibrosis (TETON-2)

	 
	Principal Investigator: 
	Dr Michael Epton

	 
	Sponsor: 
	PPD, Part of Thermo Fisher Scientific

	 
	Clock Start Date: 
	20 October 2022 



Dr Michael Epton 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 that this was a resubmission of a declined study and that the Researcher had addressed issues raised formerly concerning the justification for placebo and the background treatment.
2. The Committee clarified the funding for anti-fibrotic treatments was not a barrier for treatment but rather that there was more of a barrier due to the unpleasant nature of taking the drugs.
3. The Committee clarified that the study would be recruiting people whose condition was stable, either on standard-of-care medications or not. 
4. The Committee noted that the insurance certificate was expired and that a new document need be provided for review prior to approval.
5. The Committee queried how the results would be returned from testing in overseas laboratories and how this would be managed in a timely manner. The Researcher noted that this would be determined by the clinical significance of the result. The more significant the result the more immediate the turn-around would be. 
6. The Researcher clarified that none of the testing would be done in New Zealand except in cases where there was detection of an abnormality requiring a rapid turnaround of results.
7. The Committee clarified that any interaction between medications that participant may already be taking before the study and the study drug would be closely monitored by the safety group.

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 availability and investigational nature of the nebulizer. Please clarify this, including where it is in use and or approved for use. Please clarify if it is off or on market in New Zealand and if it has approval for use. Please also specify if there are other studies that have or are currently using this device and provide details around this specifically regarding the number of people using this, the duration of use, the potential benefit etc. 
8. The Committee queried the risks of the placebo product and to the placebo group population. The Researcher believed that the risk was minimal in regards to the placebo product however the Committee found that there were serious adverse events in placebo populations using this product in other published papers. 
9. The Committee noted that the Sponsor was unwilling to shift currently on the use of the word “any” where concerning reasons for the termination of the study. The Committee advised that the New Zealand requirements have not shifted since the last submission and that the study may not be terminated for “any” reason. Studies may not be terminated solely for commercial reasons.
The Committee queried if the insurance certificate was the actual document and not a pro-forma document that had been circulated. The Committee requested this be clarified with the Sponsor.
The Committee queried if the source data would be stored securely at the site and if this could be clarified in the Data and Tissue Management Plan.
The Committee queried if the reimbursement amounts would be consistent across New Zealand sites. Please clarify this. 


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

Please remove the statement requesting participants to not post about the study on social media. If there are no grounds of scientific integrity or participant safety, then it is not a valid request. 
Please clearly state the status of the device. 

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 Petit.





General business


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

	Meeting date:
	06 December 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
The Committee met with the Australasian Leukaemia and Lymphoma Group to discuss how they and their academic collaborative projects operate. 


5. Other business for information

6. Any other business


The meeting closed at 1.30pm
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