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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	01 December 2020

	Meeting venue:
	Via Zoom: 965 0758 9841 https://mohnz.zoom.us/j/96507589841



	Time
	Item of business

	12.00pm
	Welcome

	12.15pm
	Confirmation of minutes of meeting of 3 November 2020

	12.30pm
	New applications (see over for details)

	12.30-12.55pm
12.55-1.20pm
1.20-1.45pm
1.45-2.10pm
2.10-2.25pm
2.25-2.50pm
2.50-3.15pm
3.15-3.40pm
3.40-4.05pm
4.05-4.20pm
4.20-4.45pm
4.45-5.10pm
5.10-5.35pm
5.35-6.00pm
	 i 20/NTB/288 John/Leesa
  ii 20/NTB/294 Kate/Patries
  iii 20/NTB/295 Helen/Jane
  iv 20/NTB/302 Kate/Jane
Break (15 minutes)
  v 20/NTB/297 Kate/Leesa
 vi 20/NTB/298 John/Jane   
 vii 20/NTB/299 Susan/Stephanie
  viii 20/NTB/300 Helen/Patries
Break (15 minutes)
  ix 20/NTB/301 John/Leesa
  x 20/NTB/296 Susan/Stephanie
 xi 20/NTB/303 Susan/Patries
  xii 20/NTB/304 Helen/Stephanie

	6.00pm
	General business


	6.05pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Present 
	 

	Mrs Helen Walker 
	 
	 
	 
	Present 
	 

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Apologies 
	 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	19/03/2019 
	19/03/2022 
	Apologies 
	 

	Mrs Leesa Russell 
	Non-lay (intervention studies), Non-lay (observational studies) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mr John Hancock 
	Lay (the law) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mrs Jane Wylie 
	Non-lay (intervention studies) 
	20/05/2017 
	20/05/2020 
	Present 
	 

	Ms Susan Sherrard 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 
	 

	Dr Patries Herst 
	 Non-lay (intervention studies)
	 
	 
	Present 
	 


 

Welcome
 

The Chair opened the meeting at 12.00pm and welcomed Committee members, noting that apologies had been received from Nora Lynch and Tangihaere Macfarlane.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Helen Walker and Patries Herst confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes


The minutes of the meeting of 03 November 2020 were confirmed.




New applications 


	 1  
	Ethics ref:  
	20/NTB/288 
	 

	 
	Title: 
	A serological survey of SARS-CoV-2 in the Queenstown Lakes District population 
	 

	 
	Principal Investigator: 
	Prof Philip Hill 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Philip Hill 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 Study

1. The study is a cross-sectional survey of residents in the Queenstown Lakes District. The sample will be a stratified random sample of an individual from each of up to 1,920 households. In the first instance 960 individuals will be selected with numbers increased according to the number positive. Each selected individual will complete a questionnaire and have blood taken for SARS-CoV-2 antibody testing.

Summary of resolved ethical issues 

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

2. The Committee queried how the researcher intends to communicate the accuracies of the tests in the study, as the documentation provided gives a high margin of error. The researcher stated that the test has high specificity parameters to work around the low prevalence. The Committee was satisfied with this response.
3. The Committee asked for assurance that ESR is involved in the downstream capacity. The researcher stated a co-investigator is a medical officer of health and that this will assist with capacity.
4. The Committee queried if questionnaires would be linking to hospital data. The researcher clarified that they will not as previous medical issues does not affect eligibility. 

Summary of outstanding ethical issues

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

5. The Committee requested the inclusion of the Otago University protocol for keeping researchers safe. In addition, the Committee stated to include specific provisions available to support Māori participation and how the households will be treated in line with tikanga.
6. The Committee queried if the serum sample is being stored for future use. The researcher clarified that the storage is not intended to be long term or unspecified, but rather a period where it is kept to validate new tests in relation to the study and will not be kept outside of the duration of the study. The Committee requested this is made clearer in the protocol and participant information sheet.
7. Parent and guardian information sheet was missing with only the consent form provided. Please provide the full document.
8. The protocol, the letter is referred to as opt-out, but the letter wording is currently opt-in. Reword letter to state to contact the team if they do not want to participate (opt-out). Please also amend the letter to be clearer in the second paragraph. A further sentence is required along the lines of "we only need a single person in the household to participate at first, and that will be..." rather than researchers wanting to select a single person. Please soften the language to be more optional.
9. The Tissue management plan is insufficient and lacking retention, disposal and what will happen to the tissue after the study is completed, including details of ongoing storage, whether other researchers will have access to the tissue or be able to distribute it, and whether it will be returned to donors. (only ‘standard laboratory protocols’). Please provide further information on this. 
10. The Committee requested a peer review using the HDEC template that relates to this current study, as the peer review provided relates to the Auckland study.
11. The Committee stated a sponsor needs to be identified. 
12. The Committee queried who and how are learning disabilities being assessed, and if they are being included. The researcher responded that there is no specific process. The Committee requested to make efforts for inclusion of those with disabilities, and to adjust the title of “Sickness and Invalid” benefit to the correct “Disability Allowance” 

The Committee requested the following changes to the Participant Information Sheet and Consent Form(PIS/CF): 
13. Please make exclusions clear, i.e. unable to participate if blood cannot be taken. Also state that someone can be eligible even if they have tested positive before or previously been tested.
14. Please state a tube of blood is being taken and that it is to further validate test accuracy.
15. Please state that a positive test will result in a Medical Officer of Health will contact participants, not the researchers.
Household PIS/CF
16. The Committee queried if children can stay in the home and be tested as per previous applications. If so, please offer this here. 
Adult PIS/CF
17. what will your participation involve section – please provide information in more choice-based format i.e. ‘You have been selected...’ ‘You will complete...’,  should be adjusted to resemble ‘because your birthday is next you are the primary participant selected from your household.’ ‘participation would involve’, etc
18. If a person chooses not to participate, please state that no other members of the household will be asked to participate or be tested.
19. Under benefits, state that testing positive means other members of household will be tested by public health which could be of interest/benefit to them. Include this in the consent form also.
20. Use of PPE needs to be outlined. 
21. How is information collected section, please amend to state “and will only be accessible” to fix a missing word.
14-15 year old Information & Assent Form
22. Please incorporate the changes requested for the Adult Information Sheet above
23. Please state that family may also be tested or contacted as a result of the testing 
24. Please make reference to the parental consent along with their assent, and discussions with parents so will need an altered version for this age group from the Adult PIS/CF.
7-10 year old Information & Assent Form 
25. Needs to be clear on you may have been infected "even though you didn't feel sick" 
26. On AF the Y/N need to be further apart so they can point or circle easily 

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 the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Leesa Russell and John Hancock

The Committee further stated that any improvements as a result of this review that can be made to the Auckland study can be submitted by way of amendment.



	 2  
	Ethics ref:  
	20/NTB/294 
	 

	 
	Title: 
	The Cancer Molecular Screening and Therapeutics (MoST) Program 
	 

	 
	Principal Investigator: 
	Dr Michelle Wilson 
	 

	 
	Sponsor: 
	NHMRC Clinical Trials Centre 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Michelle Wilson 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.


[bookmark: _Hlk59100131]Summary of Study

· The fundamental premise of the Cancer Molecular Screening and Therapeutics (MoST) Program is that innovations in molecular pathology and clinical trial design are needed to expedite translation of discovery into improved health outcomes. A novel modular signal-seeking trial design is proposed with a framework protocol that links a molecular screening platform to multiple clinical substudies for new treatments and/or indications (called MoST therapeutics substudies). 

Summary of resolved ethical issues 

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

· The Committee queried if participation is only for patients with a rare subset of cancers.  The researcher clarified that all patients with advanced cancer types will be eligible and will be open to nearly every patient, with sub-studies intended to roll-out in future. 
· The Committee asked what plans are in place for if a familial type-marker is found. The researcher responded that participants will be referred to a genetic counsellor and procedures will follow international guidelines.
· The Committee queried how the researcher can be sure the original targetable mutation will be available in the archival tumour tissue. The researcher responded that there is a chance that a fresh sample may not contain this, so archive biopsies is the best method to avoid further impact to participant.



Summary of outstanding ethical issues

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

· The Committee requested a data and tissue management plan as an addendum to the Australian protocol, specifically on generating and using genetic material and information to comply with Standard 14.29. Please refer to the HDEC template for guidance (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) and fold in the governance plan from the Auckland Tissue Bank. 
· The Committee referred the researcher to Chapter 14 on Genetic research in the Standards and outline how the current project plan complies with this, paying particular attention to 14.38. The Committee noted their concern that the right to deny communication to the family from the primary participant, which does not comply with 14.38.
· The Committee queried how participants with equal explanatory power for Māori will work in a competitively enrolling study. The researcher acknowledged that it will be hard to get equal recruitment but will aim to achieve that.


Decision  

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

· [bookmark: _Hlk59100148]Please supply a tissue management plan to ensure the safety and integrity of participant tissue (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.17).  
· Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Kate O’Connor and Patries Herst



	 3  
	Ethics ref:  
	20/NTB/295 
	 

	 
	Title: 
	HBI-3000-402: A Phase 2, Two-Stage, Serial Cohort Dose Escalation and Expansion Study of a Single Intravenous Infusion of HBI 3000 for the Conversion of Atrial Fibrillation (AF) of Recent Onset  
	 

	 
	Principal Investigator: 
	Dr Darren Hooks 
	 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Darren Hooks, Marina Dzhelali, and Bronwyn Davies 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.


[bookmark: _Hlk59100383]Summary of Study

1. HBI-3000 is a multi-ion channel blocker with inhibitory activity on four cardiac ion channels. HBI-3000 modestly delays repolarization, decreases excitability and slows conduction in the heart. HBI-3000 increases PR, QRS and QTc intervals in a dose-related manner. 

Summary of resolved ethical issues 

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

2. The Committee queried if the recruitment process is fair and informed given the patient will be scared and/or anxious by arriving through the Emergency Department. The researcher responded that time will be made available to discuss their inclusion, with two research nurses in the Emergency Department as well as the charge nurse and clinical director on board. Participants needing emergency intervention and urgent care will not be included. There will be no delay in patients receiving standard of care that they need if trial intervention is not successful.
3. The Committee noted that the response in the application form stating Māori consultation is not required is incorrect, however is satisfied this will be undertaken as part of the locality process.

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 queried why study bloods are being kept for 15 years post study end. If no further analysis will be performed on the samples after the study, please amend this process and the information sheet/consent form. Please provide a response for if there are any further plans for these. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. Please state that there may be adverse effects yet unknown under risks
6. Please state that if participation treatment does not work, the participant will be offered standard of care.
7. Please remove references to CT and MRI scans if these are not being performed as part of the study. 
8. Please reword statement regarding the single dose given on page 10. 
9. Please make alerting the GP mandatory and not optional in the consent form.
10. Please include address of the sponsor.
11. Please review for formatting and readability. 
12. Please reword statement about treatment choices to be more in line with participant’s access (single dose) in the study. 

Decision 


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

· [bookmark: _Hlk59100444]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 Helen Walker and Jane Wylie



	4 
	Ethics ref:  
	20/NTB/302  

	 
	Title: 
	CAB 400mg/mL Formulation Pharmacokinetic, Safety and Tolerability Study 

	 
	Principal Investigator: 
	Dr Christian Schwabe 

	 
	Sponsor: 
	PPDI 

	 
	Clock Start Date: 
	19 November 2020 


 
Christian Schwabe 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.


[bookmark: _Hlk59100773]Summary of Study

1. The study aims to test the safety, tolerability and pharmacokinetic (PK) profiles of CAB 400 mg/mL formulations following repeated intramuscular injections in healthy adult participants. The results will be used to further develop CAB 400 mg/mL as an HIV treatment.

Summary of resolved ethical issues 

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

2. The Committee queried if the participant information sheet would need to change if New Zealand did participate in Part 1 of the study. The researcher clarified that the information sheet already incorporates the possibility and would not need to change.
3. The Committee queried the reasoning behind the oral lead-in phase of 30mg daily, and then a wash-out period following the injections. The researcher stated the purpose of the lead-in phase is to mitigate hypersensitivity and to identify and withdraw participants who have adverse reactions. 

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 states that the protocol has VIIV as the Sponsor, but GSK issued the insurance certificate. The researcher clarified that GSK is sponsoring the conduct of the study. The Committee requested for clarification and a protocol-specific insurance certificate rather than a generic insurance certificate.


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. Please include a support organization contact number on page 18 under the risk for triggering or exacerbating mental illness. 
6. Please refer to the HDEC template for the data section in the main information sheet to clarify that statement. (https://ethics.health.govt.nz/updates/new-participant-information-sheet) 
7. In the Future Unspecified Study, the potential uses of the blood is too generic. Please check with the sponsor if it will be used for human genetic or genomic sequencing and insert an explanation of potential uses in the information sheet. 

Decision 

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

· [bookmark: _Hlk59100787]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).  
· [bookmark: _Hlk35429459]Please clarify and supply an updated ACC-equivalent compensation available to all participants in the event of injury during the study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Kate O’Connor and Jane Wylie.


	 5  
	Ethics ref:  
	20/NTB/297 
	 

	 
	Title: 
	The GEMS Follow-up Study 
	 

	 
	Principal Investigator: 
	Professor Caroline Crowther 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Caroline Crowther and Jane Harding 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.


[bookmark: _Hlk59100941]Summary of Study

1. The GEMS Follow-up Study will assess the longer-term health outcomes of mothers and their children who participated in the GEMS Trial, where different thresholds for diagnosing gestational diabetes were used. 

Summary of resolved ethical issues 

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

2. The Committee queried in terms of the data-linking, what data will be supplied to the various repositories. The researcher responded that various Ministries have different requirements, but the only information supplies will be 2 forms of ID, such as an NHI and date of birth. 
3. After discussion, the Committee confirmed with the researcher than the online consent form has the same information as the physical version.

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 asked the anticipated timeframe for the study to be conducted within. The researcher stated that participants will be recruited through order of enrolment and will take place over 4 years. The participants will consistently be around 5 years old. The Committee stated while assent typically is for 7 years and above, they would like to see acknowledgement of agreement from the 5-year olds. After discussion, the Committee stated that a pictorial diagram or similar method to help guide the assent process with the parents would be a way of allowing this. If any participants are 7-years old, they will need to provide their own assent. 
5.  The Committee requested to see the re-consent information sheets as this is outlined in the protocol, but no documentation had been provided. 
6. Please provide a data management plan that outlines standard operating procedures around what the data governance committee will allow. Please provide guidelines around when the data will be destroyed. 
7. Please update the protocol to include a plan to re-consent participants at age 16. 
8. Please provide the terms of reference for the data governance committee, and provide information around Māori data sovereignty. 
9. Please upload the invitation cover letter.
10. Please update the protocol to include firm information about how you will respond to questionnaire answers that flag concern (self-harm or mental distress). Relay what support will be provided to participants in the information sheet and consent form. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

11. Please ensure there is a separate Adult consent form for use of parent’s health information, and a parental/guardian consent form for use of their child’s information, as these are separate consents.
12. Please include what collected information will be used for and how it is being linked.
13. Please provide information what future use the collected information/linked data may be used for. 
14. Please include a cultural statement for the ongoing repository use and linking. Also include a statement around what participant information is being provided to other organizations to access their data. 
15. Please include the risk of incorrect linking, disclosure and inappropriate use, stigmatising findings, etc. The information in the protocol on page 9 should be included around risk.
16. Please provide information around assurances for if any harm comes to participants during participation.
17. Please include information about the study procedures.
18. Please remove yes/no options that are not truly optional.
 

Decision 

 

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

· [bookmark: _Hlk59100954]Please address all outstanding ethical issues, providing the information requested 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).  
· 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 supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Kate O’Connor and Leesa Russell.


	 6  
	Ethics ref:  
	20/NTB/298 
	 

	 
	Title: 
	Physiological study to compare NIV masks. 
	 

	 
	Principal Investigator: 
	Dr Andrew Veale 
	 

	 
	Sponsor: 
	Fisher and Paykel Healthcare 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Jo Lorimer was present via videoconference for discussion of this application.

The Committee noted the request for the meeting to be closed. As the reason given (commercial sensitivity) isn’t sufficient under the Official Information Act to hold disclosure of the minutes of the meeting, the request was declined. The researcher agreed with proceeding with the review.

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.

[bookmark: _Hlk59101365]Summary of Study

1. A physiological study on a new Noninvasive Ventilation (NIV) mask (Mask A), which is designed to optimize the efficiency of NIV. The study aims to compare Mask A to a conventional NIV mask, by using the therapy in adults that have been prescribed night time Continuous Positive Airway Pressure (CPAP), a type of NIV, to treat people with sleep-disordered breathing.  

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 noted their concern around participant identifiability and privacy regarding the camera taking images of the participant while they are asleep. The Committee queried how long the information is available and what happens after it is used. The researcher stated that the pictures are analysed and will be deleted after the information has been captured or end of study. The images used during the screening process cannot identify individuals. The Committee stated that information on how long the pictures/film will be kept for and for what purpose needs to be outlined in both in a data management plan and in the participant information sheet/consent form. 
3. The Committee queried who will get an Arterial Blood Gas performed as this is not clear. The researcher said it is entirely voluntary and hopes at least one participant will agree to it. The Committee asked to make this more optional in documentation such as the protocol and participant information sheet. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

4. The Committee noted the lack of recognition of the head as tapu for Māori. Please include a cultural statement acknowledging this as a mask will be fitted to the head. 



Decision 

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

· [bookmark: _Hlk35422715]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 supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
· [bookmark: _Hlk35422703]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 John Hancock and Jane Wylie. 




	 7  
	Ethics ref:  
	20/NTB/299 
	 

	 
	Title: 
	MelMarT-II 
	 

	 
	Principal Investigator: 
	Mr Richard Martin  
	 

	 
	Sponsor: 
	Melanoma and Skin Cancer Trials 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Katie Garmonsway 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.

[bookmark: _Hlk59101828]Summary of Study

1. This is a randomised, controlled, multi-centre, non-inferiority, internationally recruiting, phase III clinical trial. This study will determine whether there is a difference in disease free survival for patients treated with either a 1cm excision margin or 2cm margin for clinical stage II (pT2b-pT4b) primary cutaneous melanoma (AJCC 8th edition, Table 1)..

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 what information was gleaned from the pilot study. The researcher responded that those with the 2cm margin required reconstruction, but after 12 months there was no different in quality of life between the two groups.

Summary of outstanding ethical issues

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

3. The Committee queried what provisions are in place for providing translated copies/translators for participants regarding consenting and questionnaires when it comes to self-completing forms. Please clarify if anyone would be excluded and what provisions are in place.
4. The Committee requested a data management plan as documents will be uploaded to the trials website with participant identifiers with no data protections outlined in the protocol.  The HDEC template can be used as a guide but is not mandatory to use. (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) The Committee additionally requested to review how many identifiers are needing to be attached to data. 
5. The Committee identified an exclusion criteria that may or may not be tested for as part of the study as this was not listed in the protocol, and queried if this was standard of care. Please check that there are no additional pathology/tumour genotyping testing involved in the study that is not standard of care. If there is, please list this in the participant information sheet. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

6. The Committee noted their uncertainty that the research is truly in equipoise as the participant information sheet seems to favour the 1cm margin. Please balance the potential benefits of the 1cm margin with its risks (recurrence) and remove any concrete assertions on page 7. 
7. Please clarify what the current margin guideline is in New Zealand.  
8. Remove reference to “flip of a coin” 
9. On page 9, please include information on who is funding the New Zealand site of the study. 
10. On page 9, please make specific contact information to New Zealand (such as HDEC)
11. Please add a complaint contact that is outside of the research team.
12. The Committee noted that withdrawal doesn’t have to be in writing in New Zealand, please make it clear that the form is optional to be filled in by participant but not mandatory. 
13. On page 8, please refer to the HDEC template for the section outlining risks of data and what is identifiable data (https://ethics.health.govt.nz/updates/new-participant-information-sheet) 

Decision 


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

· [bookmark: _Hlk59101849]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 supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
· Please address the questions raised by the Committee regarding other outstanding ethical issues.

After receipt of the information requested by the Committee, a final decision on the application will be made by Susan Sherrard and Stephanie Pollard.



	 8  
	Ethics ref:  
	20/NTB/300 
	 

	 
	Title: 
	EPICURE 
	 

	 
	Principal Investigator: 
	Ms Bridget Little 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Bridget Little and Jacinta Winderlich 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.


[bookmark: _Hlk59104113]Summary of Study

1. The aim of this bi-national multi-centre prospective observational study is to study nutrition provision and practice during hospitalisation in critically ill children in Australia and New Zealand. Two study periods are planned, the first in February 2021 and the second in 2023. 

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 noted they accept the justification for waiver of consent as routinely collected data is de-identified and the research is low-risk. The Committee requested that at least information is provided via posters in the whānau room to at least advise families about this study with contact information for the researchers.
3. The Committee stated that more detail is required in the protocol stating that datasets aren’t handed over to sites without them having a specific plan to use it.

Decision 
 

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

4. [bookmark: _Hlk59104130]Please create a poster advising whānau of the study, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  
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 Helen Walker and Patries Herst.
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	Ethics ref:  
	20/NTB/301 
	 

	 
	Title: 
	Baby's SOS message in a bottle 
	 

	 
	Principal Investigator: 
	Associate Professor Mhoyra Fraser 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Mhoyra Fraser, Audrey Long and Malcolm Batten 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 Study

1. This study is investigating for the first time 1) whether they can find vesicles that show injured fetal brains from mum’s blood during pregnancy, and 2) whether they can detect similar extracellular vesicles in umbilical cord blood that can indicate if the baby had brain injury during birth.

Summary of resolved ethical issues 

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

2. The Committee queried who owns the cord blood out of the mother or the baby. The researcher stated it belongs to the mother. 

Summary of outstanding ethical issues

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

3. The Committee stated that Future Use if it is specific can remain in the participation information sheet, provided this is made clear to participants. If the Future Use is unspecified, it requires its own optional information sheet and consent form. Please refer to the HDEC template for guidance (https://ethics.health.govt.nz/guides-templates-forms-0) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
4. The Committee stated that operational information, risk management and safety procedures are missing in the protocol, including how participants will be recruited/approached, what is performed within and outside of standard of care, what happens to blood once it is analysed. As it is currently submitted, the protocol is insufficient (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
5. Please provide a tissue management plan and should refer to the HDEC template. Use of the template is not mandatory but is helpful as a guide. (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.17)
6. Please provide a peer review using the HDECE template from a reviewer outside of the research team. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).  
7. Please identify a sponsor. 
8. A data management plan is required, and the Committee noted a spreadsheet is not appropriate. (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) 
9. If there are any incidental findings not part of routine care, please outline how this will be communicated to participants in the protocol and information sheet. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

10. Please refer to the HDEC template for guidance on missing sections and consent form information, such as the compensation statement, how to provide results to participants, Māori cultural statement. Use of the template is not mandatory but can be used as a guide. (https://ethics.health.govt.nz/updates/new-participant-information-sheet) 

Decision  

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above. The Committee encourage the researcher to resubmit to Northern B in future. 
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	Ethics ref:  
	20/NTB/296 

	 
	Title: 
	A Phase 2a Study of DCR-A1AT in Patients with A1ATD-associated Liver Disease. 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Dicerna Pharmaceuticals, Inc. 

	 

	Clock Start Date: 

	19 November 2020 





Edward 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 Study

1. This is a randomised, placebo-controlled, double-blind study of DCR-A1AT to evaluate the safety in adult patients with PiZZ A1ATD-associated liver disease. The study will be conducted in 2 parallel groups, participants are randomly put in DCR-A1AT or placebo groups. A liver biopsy will be done to evaluate the effect of the drug. Also, the time-dependent changes in liver disease will be recorded, which will be beneficial in future studies.

Summary of resolved ethical issues 

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

2. The Committee queried if the PiZZ gene has any implications for off-spring. The researcher stated that there are many implications and is currently managed by a clinical geneticist. Genotyping will already have been performed prior to the study and patients are diagnosed with liver-disease associated with PiZZ. 
3. The Committee asked for justification of use of placebo. The researcher responded that the treatment on offer is not proven to be effective or what duration is effective. Within the protocol, there is mention of the extension study for everyone to have option to go on to the main study to receive treatment if it is observed as effective. 
4. The Committee queried how open the recruitment process would be given the limited number of spaces available in the trial. The researcher responded that this study would be advertised across the country to those who are eligible. Colleagues across the country will be advised of the study. 
5. The Committee queried if the Scout payment system is mandatory for participants. The researcher clarified this is optional, and the researchers can organize travel and accommodation if the participant does not want to go through Scout. The participant does not pay for either option. The Committee requested the IRD requirement for the Scout payment is removed.



Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

6. For lay-language, please amend cohorts to groups. 
7. On page 9, there are a lot of footnotes to the schedule. Please amend for what is necessary for participants to know. 
8. On page 12, note that request for withdrawal of samples does not need to be in writing. Remove this statement.
9. The Committee asked if the patients recruited into the study would have already have a biopsy prior to the study as part of usual care. The researcher clarified the biopsy required for the study is not part of standard of care. The Committee requested this information is given more detail in the participant information sheet around the procedure and risks.


Decision 

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

· 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 Susan Sherrard and Stephanie Pollard. 
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	Ethics ref:  
	20/NTB/303 
	 

	 
	Title: 
	(duplicate) (duplicate) Efficacy and safety of oral semaglutide versus placebo both in combination with metformin and/or basal insulin in children and adolescents with type 2 diabetes 
	 

	 
	Principal Investigator: 
	Professor Paul Hofman 
	 

	 
	Sponsor: 
	Novo Nordisk 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Paul Hofman 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 Study

1. This is a randomised, double-blind, placebo-controlled design, chosen to limit potential bias in the conduct and interpretation of the trial and results. Stratification (<14 and ≥14 years of age at randomisation and by sex) has been implemented to ensure an even distribution of age groups and sex across treatments. The full effect of oral semaglutide on HbA1c is expected by 26 weeks of treatment which is why the primary endpoint is evaluated at week 26. Subjects will stay on their randomised treatment and continue the double-blind treatment period to 52 weeks to facilitate the collection of blinded, placebo-controlled safety data. The global standard of care for this population is metformin and/or insulin treatment, if glycaemic control cannot be achieved by metformin treatment alone. When entering the trial, subjects on metformin will continue treatment with metformin at a dose of ≥1000 mg (or max tolerated dose). After the 52-week treatment period, a 12-week follow-up period is included where subjects are not exposed to trial products.

Summary of resolved ethical issues 

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

2. The Committee acknowledged a lot of changes have been made since the previous decline decision.
3. The Committee stated that the independent review initially is insufficient and recommended a New Zealand-based diabetic specialist not part of the team reviews the protocol. After discussion with the researcher, the Committee stated that the Sponsor’s reluctance to allow independent review is novel, and will allow the FDA approval to be sufficient. 

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 asked for justification around the activity tracker when the data is not being used by the sponsor. The researcher stated that it is important for knowing that physical activity is similar between participants. The Committee asked for the researcher to ensure this is covered in the data management plan.


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. Please review “you/your child” in the participant information sheets to ensure statements are directed at the right person. 
6. In all of sheets, please change “dummy medicine” to placebo or a different description. 
7. Please amend references of “race” to ethnicity. 
8. Please reflect in the information sheet titles and footers who the information sheet is for. 
9. Please review American jargon and amend for New Zealand-specific information. 
10. In the 11-15 participant information sheet, please amend consent form to state assent. Footer requires amendment. 
11. In the assent information sheets, please state that even if their parent consents, they do not have to take part. 
12. The pregnant partner information sheet requires clarification, particularly around who it is aimed at and what information is collected. The Committee recommended referring to the template for guidance and to ensure all information required is covered (https://ethics.health.govt.nz/guides-templates-forms-0) 

Decision 


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

· 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 data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Susan Sherrard and Patries Herst.
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	Ethics ref:  
	20/NTB/304 
	 

	 
	Title: 
	TCH-306: foresiGHt: Study comparing lonapegsomatropin with placebo and somatropin in adults with growth hormone deficiency.  
	 

	 
	Principal Investigator: 
	Dr Richard Carroll 
	 

	 
	Sponsor: 
	Ascendis Pharma A/S 
	 

	 
	Clock Start Date: 
	19 November 2020 
	 


 
Richard Carroll 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 Study

1. This is a randomized, parallel-arm, placebo-controlled, active-controlled trial designed to evaluate efficacy of once weekly lonapegsomatropin versus placebo at 38 weeks in approximately 240 adults with growth hormone deficiency (GHD). 

Summary of resolved ethical issues 

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

2. The Committee queried if the comparator is standard of care in New Zealand. The researcher stated it is and will be able to have continued access after the study. The inclusion criteria of the study matches the special authority criteria for access of the drug in New Zealand. The once-weekly treatment will not be available after the study prior to being fully available in New Zealand. 
3. The Committee queried if participants in the placebo group have risk for worsening symptoms, and what will be done in the event of this. The researcher stated that since most recruited will be growth hormone naïve, a placebo would be unlikely to worsen symptoms. 

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 a data management and tissue plan for further detail around these processes. An HDEC template is available for use (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. Please add a statement that at the end of the study, the study doctor will discuss treatment options with participants. 
6. Please add more detail around fasting requirements. 
7. Please provide participants guidance/recommendations on how they can store the study drug due to the temperature requirements. 

Decision 


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

· 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 supply a tissue management plan to ensure the safety and integrity of participant tissue (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.17).  
· [bookmark: _GoBack]Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Helen Walker and Stephanie Pollard.



General business

1. The Committee noted the content of the “ noting section” of the agenda.


2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	02 February 2021

	Meeting venue:
	Via Zoom




3. Review of Last Minutes

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




The meeting closed at 5.50pm.
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