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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	06 October 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 01 September 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
2.25-2.50pm
2.50-3.15pm
3.15-3.40pm
3.40-4.05pm
4.20-4.45pm
4.45-5.10pm
5.10-5.35pm
5.35-6.00pm
	 i 20/NTB/222 
  ii 20/NTB/223 
  iii 20/NTB/224 
  iv 20/NTB/226 
  v 20/NTB/227 
  vi 20/NTB/231 
  vii 20/NTB/234 
  viii 20/NTB/235 
  ix 20/NTB/243 
  x 20/NTB/237 
  xi 20/NTB/238 
  xii 20/NTB/239 

	6.00pm
	General business:
Noting section
              

	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 

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

	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 

	Dr Peter Gallagher (Co-opt)
	Non-lay (health/disability service provision)
	22/05/2015
	22/05/2020
	Present

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


 

Welcome
 

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

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures.  Dr Peter Gallagher confirmed their eligibility, and was co-opted by the Chair as a member 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 01 September 2020 were confirmed.





New applications 


	 1  
	Ethics ref:  
	20/NTB/222 

	 
	Title: 
	DREAM3R 

	 
	Principal Investigator: 
	Dr Aileen Ludlow 

	 
	Sponsor: 
	University of Sydney 

	 
	Clock Start Date: 
	24 September 2020 


 
Aileen Ludlow, Sonia Yip and Sophie Goodger 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. The purpose of this study is to investigate the effectiveness of durvalumab in combination with standard chemotherapy for mesothelioma. All participants in the study will receive standard first-line chemotherapy for mesothelioma. Two thirds of the patients on the study will be randomly assigned to also receive a new treatment called durvalumab. Durvalumab is an antibody (a type of human protein) that works by blocking a body substance called PD-L1.This international study is being led jointly by the University of Sydney in Australia, and the PrECOG Oncology group in the USA.

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 if they have support in their role as a first-time coordinating investigator. The researcher confirmed they are part of a team of other experienced researchers who are supporting them.
3. The Committee queried if there are any other New Zealand sites planned aside from Auckland. The researcher confirmed there are no other sites planned at this stage.
4. The Committee queried if the researcher felt the patients were vulnerable due to their lack of treatment options. The researcher stated they did as there has not been much progress when it comes to treatment options, and there are limited chances for treatment that works. The Committee asked if this puts the researcher in a conflicted role as the patient’s treating clinician and researcher, and whether this could affect consent. The researcher clarified that the patients are receiving treatment on either arm, and the decision for recruiting into the study will be if this is the best option for the patient. All referrals will be screened and suitability discussed with multiple clinicians first as a risk-mitigation. 
5. The Committee queried the status of Māori consultation. The researcher confirmed this is currently being undertaken.

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 queried if the study was a collaborative investigator-initiated study rather than a commercial study due to the amount of involvement by the drug supplier AstraZeneca such as getting raw data. The researcher responded that AstraZeneca has no involvement with the design, conduct or publication, but does receive the raw data. The Committee stated that when it comes to deciding the principal benefactor, more assurance would need to be given in order for the Committee to be satisfied that participants in the trial would be getting ACC-equivalent insurance cover, whether this is by the drug-supplier or University of Sydney. Justification would need to be provided that insurance is not required for this study.
7. In addition to the above, the Committee noted that the information sheet states AstraZeneca as the principal benefactor and would like clarification around what AstraZeneca can do with the raw data, and whether they can use it to support a regulatory submission for their product. 
8. The Committee stated that as the data is going offshore, please include more information in the data management section in the protocol to meet Standard 12.15a. Further guidance can be found in the new HDEC template (https://ethics.health.govt.nz/updates/new-data-and-tissue-management-plan-template) 

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

9. Please make it clear that there are more frequent CT scans than typical for standard of care. Please make it clear that there may be occasions where they have to pay for parking for the extra visits and to advise the research team if this causes an issue.
10. On page 4 under possible benefits, please remove statement “you will receive more regular follow up/ care from your doctors”
11. Please review data section(s) to be New Zealand specific. The HDEC template can assist with this (link) 
12. Please include more detailed information on what grounds AstraZeneca can access data and in what form.
13. On page 8/9 under Required research, please confirm whether a karakia can be performed at the time of tissue disposal.
14. On page 10, please clarify that the trial cannot be stopped for commercial reasons
15. Under the main consent form, please remove statement about future genetic research.
16. The main consent form does not explicitly note that data is going offshore from New Zealand site. Please state this explicitly so participants can authorise this.
17. On page 10 on optional extended research, please acknowledge the taonga status of Maori data. 
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 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 12.15).  
· [bookmark: _Hlk35429459]Please supply evidence of ACC-equivalent compensation available to all participants in the event of injury during the study or justify why this is not required (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 Stephanie Pollard.




	 2  
	Ethics ref:  
	20/NTB/223 

	 
	Title: 
	ASPEN 

	 
	Principal Investigator: 
	Dr Catherina Chang 

	 
	Sponsor: 
	PPD/Insmed 

	 
	Clock Start Date: 
	24 September 2020 


 
Chris Tuffery and Andrew Lusta 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.

Stephanie Pollard declared a potential conflict of interest and the Committee agreed the Committee was still quorate with her absence from discussion, so she was excused.

Summary of Study

1. This is a Phase 3, randomized, double-blind, placebo-controlled, parallel-group, multicenter, multinational study to assess the efficacy, safety, and tolerability of two dosage strengths of brensocatib compared with placebo in subjects with non-cystic fibrosis bronchiectasis (NCFBE). A total of 1,620 subjects will be randomized in a 1:1:1 ratio to 3 treatment arms (540 subjects per arm) to receive brensocatib 10 mg once daily (QD), brensocatib 25 mg QD, or matching placebo QD for 52 weeks. Randomization will be stratified based on geographic region (North America, Europe, Japan, and the Rest of the World), screening sputum sample positive or negative for Pseudomonas aeruginosa, and the number of prior pulmonary exacerbations (2, or ≥3) in the previous 12 months.

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 the need for the wide range of blood tests being performed. The researcher clarified that the sponsor wants information on inflammatory biomarkers and any other interaction that may happen in the blood. The Committee was satisfied with this response given the mechanism action of the drug
3. The Committee queried if home-visits will be planned. The researcher stated there will be only in higher COVID-19 alert levels. The Committee queried if a plan is in place for this that takes on board Tikanga Māori. The researcher confirmed it would.  


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 would like justification for reasoning behind participants needing to fast prior to each visit. 
5. Data section in protocol does not include references to data controlled (specified in the main information sheet as the Sponsor and local study centre). The section is not clear as to whether this applies to New Zealand use only or more generally. 
6. The Committee stated a tissue management plan is required. Please refer to the new HDEC template for guidance (https://ethics.health.govt.nz/updates/new-data-and-tissue-management-plan-template) It is not mandatory to use the template but it may be used as a guide. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
7. Please amend to include reassuring statement that placebo participants still receive standard of care and can continue with concurrent medication.
8. Please outline if the study drug will be available at the end of the trial. 
9. Please review information sheet for lay-language and repetition of explanatory statements. Technical terms or abbreviations only need to be explained the first time they appear.
10. Please remove reference to placebo being a study medication/treatment
11. Under risks, please include a brief sentence about the risks from CT scan. 
12. Please change the word “nursing” to breastfeeding.
13. On page 2, reference to flipping a coin is not appropriate for a three-arm trial. Please remove or amend to be more appropriate. 
14. On page 14, “Sponsor may stop this study for any reason, allowed by current CT regulations.” Please explain the abbreviation and also include statement that study cannot be stopped for commercial reasons.
15. The Committee noted that optional future unspecified use of leftover/unused samples in the consent form needs its own form and explain the uses samples are likely to be put to. Please refer to the HDEC template for guidance (link)
16. On page 5, ‘it is recommended that you consult with a kaumatua’. Due to there being an access issue, please amend to state it is recommended you consult with someone you trust. 
17. On page 12, please change ‘may be reimbursed’ to ‘will be’
18. There are contact details for data controller overseas. Please include more detail help facilitate access or include local contact details.
19. Please ensure that the Māori health support person and their contact details are included.
20. The Committee stated that with an information sheet of this length and complexity and lots of visits, the researcher might want to consider putting a table to help participants keep track of requirements for their participation.
21. On the front-page header for all versions as applicable, please add sponsor address. 
22. Please ensure there is consistency across the information sheets for identifying sponsor and study centres responsible for the data. 

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 provide a tissue management plan, either adapting or referring to the new HDEC template for guidance. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.17).  
· 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 John Hancock and Jane Wylie.



	 3  
	Ethics ref:  
	20/NTB/224  

	 
	Title: 
	BGB-900-105: A study to evaluate the safety and effectiveness of combining two investigational anticancer drugs in solid tumours. 

	 
	Principal Investigator: 
	Dr Rajiv Kumar 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	24 September 2020 


 
Rajiv Kumar 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. Tislelizumab and BGB-A1217 are being developed as a combination therapy for cancer.
2. This open-label study will be conducted in adults with unresectable locally advanced or metastatic solid tumours. The study is being conducted in two parts. New Zealand participants will be enrolled in Phase 1b of the study only. In Phase 1b, approximately 100-200 participants will be enrolled into one of five treatment groups (up to 40 participants per group). Each group will enrol participants with a specific tumour type and treatment status. The results will be used to further develop BGB-A1217 and tislelizumab for the treatment of certain cancers.

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 noted that the insurance is only for one year, please provide assurance that this will be renewed annually. 

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

4. In the main PIS/CF on page 7, it states that the sponsor representative may observe study procedures including the infusion. The researcher clarified this would not be happening. If not, please remove this reference. If so, please justify. 
5. Make it really clear there are potential for two biopsies (clear in protocol, not clear in information sheet)
6. Please include more information of what happens to archival sample after use for study. 
7. FUR needs its own information sheet and consent form and separated out from the main PIS/CF. Under this FUR, make it clear if you are using any blood and any leftover biopsy if you are but NOT archival tissue. Additionally, please clarify that if they consent to the optional sub-studies what tissue will be used.
8. In all of your forms, please state the laboratory address where samples are going to. 
9. The Committee requested the inclusion of a cultural tissue statement to the sub-study and pregnant-partner PIS. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”
10. Please state across all information sheets whether or not your can do a karakia at time of tissue disposal.
11. Please ensure the pregnant-partner/follow-up information sheet includes a compensation statement in the (unlikely) event they are injured as part of the study.  Please re-word statements about seeking legal advice to be friendlier. Free support services can be included on the sheet (i.e. Lifeline counselling). 
12. Please make it clear if you are returning samples to participants if they withdraw or discarding them. 
13. No list of reasons why the study may be stopped. Please include this and note it cannot be stopped for commercial reasons
14. Please ensure that you identify your Māori health support person and their contact details.
15. Please cross-reference your mention of biopsies in your main information sheet to the optional sub-study information sheets if these are the same samples.
16. Please state how many New Zealand participants there are intended to be.
 

Decision 

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

· Please provide assurance that the insurance will be annually renewed. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).  
· 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 Tangihaere Macfarlane and Leesa Russell.



	 4  
	Ethics ref:  
	20/NTB/226 

	 
	Title: 
	STEP III 

	 
	Principal Investigator: 
	Dr Matthew Daly 

	 
	Sponsor: 
	AtaCor Medical, In.  

	 
	Clock Start Date: 
	24 September 2020 


 
No one 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. AtaCor is developing extravascular (EV) technology to facilitate the delivery of bradycardia therapy while avoiding risks associated with intravascular, endocardial or epicardial contact. Additional design goals include removing intraoperative imaging requirements during lead placement and reducing the need for post-operative bed rest orders currently required with transvenous temporary pacing leads. Up to 30 participants will be enrolled in up to 6 sites in multiple countries. 

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 a data monitoring plan. Please refer to the new HDEC template for guidance (https://ethics.health.govt.nz/updates/new-data-and-tissue-management-plan-template) It is not mandatory to use the template but may be used as a guide.
3. The Committee required further clarification of the safety and review processes and a formal safety process. 
4. Please provide update on Māori consultation. 
5. The Committee noted that the sponsor is incorrectly identified as the District Health Board and not AtaCor in the application form.

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

6. Please proof read for formatting consistency. 
7. Please provide more detail on what happens during procedure, what type of anaesthetic is involved, and how long procedures will take.
8. No information about consenting to being video-recorded. Provide information on this and a consent option. 
9. Change the email contact address to advocacy@advocacy.org.nz 
10. The information sheet doesn't explain how wires are inserted or removed. Please provide this information.

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

· [bookmark: _Hlk35429098]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 evidence of Māori consultation to ensure the study is appropriate for a New Zealand context (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).  
· Please supply a data governance/monitoring 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 provide a safety plan addressing the concerns raised by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  

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



	 5  
	Ethics ref:  
	20/NTB/227 

	 
	Title: 
	Asthma self-management among Pacific children with asthma 

	 
	Principal Investigator: 
	Dr. Sunia Foliaki 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 September 2020 


 
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 Study

1. The researchers will conduct focus groups and Interviews to gain a broader insight into the barriers and facilitators to self-management of asthma from the perspective and experiences of asthma clients, parents and health care providers. The study findings will be the basis for the development of a culturally appropriate and relevant intervention to support Pacific clients, families and health care providers to enable them to better manage asthma.

Summary of resolved ethical issues 

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

2. The Committee discussed the application with the researcher and determined that the project was minimal risk despite the inclusion of minors. The Committee stated this study was out of scope and the researcher’s institutional ethics committee would be able to review it instead of HDEC. 
3. The Committee thanked the researcher for their time and discussion and stated an out of scope letter will be sent to aid in their application to their institutional ethics committee.

Decision 

This application was deemed out of scope by consensus, as the Committee did not consider that the study required HDEC review if the researcher wished to withdraw their application.  The researcher confirmed they will withdraw their application. The secretariat has sent a letter confirming this decision and to aid in their institutional ethics committee application. 


	 6  
	Ethics ref:  
	20/NTB/231

	 
	Title: 
	RELIEVE-HF TRIAL 

	 
	Principal Investigator: 
	Dr Richard Troughton 

	 
	Sponsor: 
	V-Wave Australia Pty. Ltd 

	 
	Clock Start Date: 
	24 September 2020 


 
Richard Troughton and Michael Hume 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. The Study Device, the V-Wave Interatrial Shunt System, includes a permanent implant—the Shunt, placed during a minimally invasive cardiac catheterization procedure using its dedicated Delivery Catheter. By transferring blood from the left to the right atrium, the Shunt is intended to reduce excessive left-sided cardiac filling pressures in patients with advanced heart failure (HF). The anticipated outcomes are a reduction in symptoms related to pulmonary congestion including breathlessness, improved exercise capacity, and reduced need for hospitalization or emergency treatment for acute decompensated heart failure (ADHF).

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 an acute episode will make someone ineligible to continue participation. The researcher stated they would still be eligible unless there is some significant change. 
3. The Committee asked if the advertisement material will be used in New Zealand, noting their concern it is overly-promotional. The researcher stated they will not be using it for their recruitment.
4. The Committee noted their concern about the invasive procedures in a control arm being blinded, including their medical notes. The researcher outlined the procedures for providing information about the study in regard to the blinding, and stated that this should not affect typical care, but there is potential for unblinding during critical care. 
5. The Committee asked if the device would affect any usual treatment or managements needed for heart-failure. The researcher responded that it wouldn’t. 

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 stated that a combined territory insurance policy for a study with this high risk could not be accepted. The Committee requested a New Zealand-specific insurance certificate. 


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

7. On page 6, please clarify the medication for each group to make it clearer for participants to understand. 
8. Please include more information around data management for New Zealand participants. You can refer to the HDEC template for guidance (https://ethics.health.govt.nz/guides-templates-forms-0/participant-information-sheet-templates) 
9. Please include information on how many patients have received this device or something similar.
10. Delete statement that sponsor can stop study for commercial reason.
11. Please acknowledge taonga status of Māori data.
12. Please include information for Māori support person (name and contact details)

Decision 

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

13. Please supply a New Zealand specific 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).  
14. 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 Tangihaere Macfarlane and Jane Wylie.



	 7  
	Ethics ref:  
	20/NTB/234 

	 
	Title: 
	(duplicate) ORATORIO HAND (O'HAND) 

	 
	Principal Investigator: 
	Dr Jennifer Taylor 

	 
	Sponsor: 
	F. Hoffmann-La Roche Ltd 

	 
	Clock Start Date: 
	28 September 2020 


 
Jennifer Taylor and Marina Dzhelali 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. Study WA40404 is a Phase IIIb, randomized, double-blind, placebo-controlled, parallel-group, multicenter study to evaluate efficacy on upper limb function and safety of ocrelizumab administered at 600 mg IV infusions every 24 weeks in patients with Primary Progressive Multiple Sclerosis (MS), including patients later in their disease course.

Summary of resolved ethical issues 

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

2. The Committee noted that many concerns from the original declined submission have since been addressed.
3. The Committee queried the consent process and if cold-contacting would be used. The researcher clarified that only patients who have a good chance of meeting the inclusion criteria will be given information, and a preliminary discussion about the study takes place prior to the consent form being provided. 
4. The Committee asked if any other treatments are being withheld or prevented. The researcher stated that there is no current funded treatment in New Zealand for primary progressive MS, so no treatment is being withheld. 
5. The Committee queried how the researchers plan to manage patient expectations around their involvement. The researcher responded that patients entering study will be hoping to be on the active arm, and realistically not everyone can be, but overall the participation in the study can help inform future treatments. 
6. The Committee queried if the researcher reviews and can act on the information provided by participants in questionnaires, or if that checked separately. The researcher stated most of the questionnaires are done on a tablet that the study nurse will be reviewing during assessments. In addition, they can flag responses to trigger a notification via the electronic ones. 
7. The Committee asked if ongoing care happen if a site is discontinued. The researcher confirmed that patients will be able to continue on the treatment, but no new patients would be enrolled. 
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 stated a comprehensive data management plan is required. Please refer to the new HDEC template for guidance (https://ethics.health.govt.nz/updates/new-data-and-tissue-management-plan-template) It is not mandatory to use the template but it may be used as a guide.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
9. Please review for lay-language
10. While Roche is never getting any identifiable data, in your consent form however there are statements across them that there is agreement for them to receive identifiable data. Amend for consistency. 
11. All information sheets (including 'Optional;' versions) need sponsor name and address added to the front page header.
12. 'Blood Samples' section and/or at 2.3 'Security and Storage of Your Information' 
a. Please acknowledge taonga status of Māori data and 
b. Please confirm whether karakia process available at time of tissue disposal.
13. Please identify and include Māori support name and contact details.


Decision 

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

14. 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).  
15. 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 Stephanie Pollard.



	 8  
	Ethics ref:  
	20/NTB/235

	 
	Title: 
	Experience of Indian Mental Health Service Users managing comorbid conditions (Psychosis and Type II Diabetes) 

	 
	Principal Investigator: 
	Dr Rajendra Pavagada 

	 
	Sponsor: 
	Counties Manukau Health 

	 
	Clock Start Date: 
	24 September 2020 


 
Rajendra Pavagada and Irene Zeng 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. The proposed study is to establish a more useful person-centre model that may provide better support and care to high-risk Indian service users who have a psychotic disorder with type II diabetes, with the engagements of service users, families of the service users and health practitioners in the design process.

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 for clarification around the proposal that prevalence in Indian population is due to diet. The researcher stated that there are investigating the theory that a transition to a western diet with foods not previously consumed unless they immigrate is a factor in prevalence.
3. The Committee queried if a third party is being employed to perform interview transcriptions. The researcher clarified that one of the interviewers will be.
4. The Committee asked the researcher to explain how participants will be identified and approached. The researcher responded that the potential participants will be receiving mental health care and can be identified and referred to the study to receive further information and have time to consider participation.
5. The Committee queried the statement in the protocol that states the PI and student researcher as independent and performing the coding, and how this means they are independent from the research. The researcher clarified that this means they are solely performing the analysis, not that they are independent from the research. 
6. The Committee queried if the student will be performing any interviews. The researcher confirmed they will not be. 

Summary of outstanding ethical issues

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

7. The Committee stated that the protocol mentions storing transcripts with initials, which is regarded as an identifier. Please use a unique identifier (i.e. a study code) with the PI keeping the masked log. 
8. The Committee noted that potential for relapse into psychosis has been regarded as a minimal risk. This needs more thinking about how its worded as the it is intended to mean it’s unlikely, not that this is a low risk outcome. The Committee also needs reassurance that patients will be referred appropriately for help if it happens. 
9. The Committee queried that if the patients themselves will not have their interviews at community mental health centre, but family will, what is the rationale as that could be more convenient. The researcher stated that they wanted to keep them separate as it may take longer, or they may be anxious around family members The Committee stated that the researcher could offer for patients to have an  interview at place of their choice but not home. This should be outlined in the participant information sheet. 


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

10. Please ensure participants family or carer have the option to participate in the consent form as outlined in the information sheet. 
11. Please proof-read PIS/CF for typos and spelling mistakes. 
12. Please include an independent mechanism for complaints or problems that is outside the research team. This can typically be the health and disability commissioner (advocacy@advocacy.org.nz) or lifeline or the free-text mental health service.
13. Please provide them an option to receive a copy of transcript in the consent form.
14. Participants have a right to access and correct information gathered about them, please amend statement in information sheet to include this.
15. “Your psychiatrist has suggested” is overly suggestive, please amend
16. Please state what happens to their information or their family and GP’s information if a participant withdraws
17. Information sheet only states ‘service users’ yet family/carers are also being invited to take part. Please amend. 
18. Healthcare Provider information sheet, risks and benefits is not relevant for this group, please remove.

Decision 


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

19. 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 Peter Gallagher.


	9  
	Ethics ref:  
	20/NTB/243 

	 
	Title: 
	TRIOMPHE 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 September 2020 


 
Andrew Holden and Elleni Takele 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. The Triomphe study is looking to test the safety and effectiveness of the NEXUS™ Aortic Arch Stent Graft System for the endovascular treatment of thoracic aortic lesions involving the aortic arch.  Up to 100 patients will take part in this clinical research study in the United States and New Zealand.

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
2. Please state that the video link to the sponsor is not recorded.
3. Please amend risk to state 1 in 10, not 10%
4. Correct advocacy email to advocacy@advocacy.org.nz 
5. Please provide a clearer explanation that this is very early in human trial
6. Please remove options in the consent forms that are not options e.g. knowing who to contact with questions, having the sponsor rep present virtually. 
7. Please acknowledge the taonga status of Māori 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 suggestions made by the Committee.



	 10  
	Ethics ref:  
	20/NTB/237 

	 
	Title: 
	MBCT for family dementia carers consultation study 

	 
	Principal Investigator: 
	Dr Emme Chacko 

	 
	Sponsor: 
	The University of Auckland  

	 
	Clock Start Date: 
	24 September 2020 


 
Emme Chacko and Gary Cheung 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 aims to report the consultation process of key stakeholders in co-designing adaptions of the MBCT protocol to treat stressed family carers of people with dementia in New Zealand. Once adapted, this study will inform the process and delivery of a future intervention study that is being planned. Dementia care is growing issue in NZ and family carers are known to be at high risk of physical and psychological problems due to their care giving role.

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 a clear data management plan in the protocol. Please refer to the new HDEC template for guidance (https://ethics.health.govt.nz/updates/new-data-and-tissue-management-plan-template) It is not mandatory to use the template but it may be used as a guide.
3. Given this is a co-design process, the Committee stated there could be a group, or sub-group for Māori specific views inclusive of whole households. The Committee would strongly encourage inclusion of this in the design. The Committee suggested targeted recruitment at marae, etc. The Committee also noted Māori are overrepresented in caregiving due to living arrangements compared to Europeans. The Committee further stated that for Māori, the whole whānau should be interviewed rather than a representative.
4. The Committee noted it isn’t clear if they are true sub-studies or just three different groups of people with more applicable questions overall, and it would not be clear from the sub-study form alone how the contribution is linked to the whole. The sub study language and framing is slightly misleading as it appears to be 3 cohorts of a single study not 3 sub-studies. (and see note below, there needs to be a fourth cohort). Each form needs a overview of the full study and a 'you are here' diagram to explain the three parts to help participants identify and understand the full study and their participation/contribution.
5. Please provide an update regarding Māori consultation
6. The Committee stated more information in the protocol is required surrounding when the welfare report is to be used and procedures around it.
7. The Committee stated the sponsor is incorrect as the HOD, not University research office.
8. The Committee noted that 35 seems like a low number of participants. Please clarify how many focus groups and interviews are being undertaken, ensuring it is outlined in both the protocol and information sheets.
9. The Committee queried if this is a New Zealand-only study. The researcher stated that there would be international expert contacts would be included, but the study is not conducted at an international site.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
All forms:
10. The Committee stated many sections of the information sheets are missing, and referring to the HDEC template will assist with the requested amendments (https://ethics.health.govt.nz/guides-templates-forms-0/participant-information-sheet-templates). Use of the template is not mandatory but can be a helpful guide.
11. Please acknowledge the taonga status of data for Māori
12. Please address how whakamā will be addressed within the planned focus group process
13. Please identify Māori contact. 
14. Amend “chosen to participate” to “invited to participate”
15. Please provide support contacts on each form and include in the protocol that you are also supplying contact information for support services in case participants do not want to disclose to the study team their distress.  
16. The Committee noted that focus groups will not be confidential. Please include a statement noting that people are going to participate in focus groups and what the disclosure risk around this is, and that data will not be confidential for these groups, but participants will be asked to respect the process and not share information. Outline the risk that the study team cannot guarantee confidentiality.
17. Please describe de-identification process of focus group transcripts.
18. Each form needs to clearly state inclusion criteria. 
PISCF 1:
19. Regarding Koha and transport, please remove 'greatly appreciated if you do take part' as it is potentially overly suggestive 
20. Missing parts of the voluntary participation statement, study design, who can take part, costs/koha/reimbursement for transport expenses as described in protocol 
21. Sharing information in certain legal situations needs to be better worded explaining clearly what these situations are (i.e. commit physical harm to self or another), what the obligations are and when these might be enacted. 
22. Clearer risk/benefit sections are required as the benefits are dealt with early on and the risks appear in the confidentiality section and should be under a unified header.
23. Please include the risk of the potential for getting upset
24. Retention should be 10 years for all documentation 
25. Clarify right to withdraw after focus group and if not, why not. Current form omits the information, just says unable to withdraw after. Need to remind they can leave at any time as per ‘sub-study’ 2 
26. Please clarify what the content of the study report participants can request will be.

PIS/CF 2 (in addition to the above changes):
27. The confidentiality section is better in this form, and this seems to be written for a different audience, however this form very clearly suffers from not clearly segregating ideas into sections. 
28. Mentions interviews and focus groups but not both as options, just seems to switch from one to the other. 

PIS/CF 3 (in addition to the above changes):
29. Māori statement relates to 'carers' rather than experts, please rewrite to state experts i.e. no personal information about you or your family not so relevant in this group. 
PIS/CF Institution:  
30. This is not an HDEC requirement, however the Committee suggested the researcher partner with Dementia Auckland and obtain a letter of agreement instead of a PIS/CF.
31. This document does not actually say what the organization is participating in, what the participation entails, risks or benefits etc to participation and is just a brief study outline. A more detailed outline is required for these points.
32. More information is required on what happens if the organisation withdraws consent. Please clarify with the organisation of the interaction with their staff, what data they can obtain, use of their premises, and that there will be no disadvantage to their staff who seek to participate.

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 supply update of the Māori consultation undertaken (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).  
· [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).  
· Please supply a data governance plan to ensure the safety and integrity of participant data. This can be incorporated into the protocol. (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 Leesa Russell.



	 11  
	Ethics ref:  
	20/NTB/238 

	 
	Title: 
	(duplicate) CloSure Study 

	 
	Principal Investigator: 
	Mr Andrew Hill 

	 
	Sponsor: 
	Arterica 

	 
	Clock Start Date: 
	24 September 2020 


 
Andrew Hill. Andrew Holden and Hank Zhang 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 looking at a new device called the Arterica Closure Device (ACD) inside the artery. This first in human study will evaluate the safety and technical feasibility of the study device. 

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 closure device will leave anything behind that is extra to the normal wound closure procedure and if there is a concern for migration. The researcher confirmed there is an anchor left behind but there is no risk of migration. The main risk is infection but that is a risk present in any closure device. The Committee queried if this would be compatible with an MRI. The researcher confirmed it would be, and there is no safety concern for the material used. 
3. The Committee queried if a local monitor has been recruited for the sponsor due to travel limitations under COVID-19 restrictions. The researcher confirmed there is. 
4. The Committee asked if the CI will be part of the operational team review. The researcher said it is fully independent with no researcher involvement in the review.

Summary of outstanding ethical issues

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

5. As the sponsor and the third party are in the United States, the Committee queried if there ongoing virtual training for the New Zealand site as well as remote monitoring by the sponsor. The researcher confirmed there is, and numerous models is used for practice on pre-study. The concept of a live virtual monitoring by the sponsor is something the team are familiar with now. The Committee stated that this information should be provided in the information sheet.
6. The Committee queried the statement in data management plan “Maori Data Sovereignty Principles apply and will be outlined in the study-specific data management plan.” as it is stated in the data management plan within the protocol but not outlined. If this statement has been imported from somewhere else, please amend. 


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

7. Please state that the procedure will be livestreamed to a sponsor representative for monitoring purposes
8. Please provide more information about the before and after blood tests
9. Please provide more information on whether the samples will be stored or destroyed (and whether a karakia will be performed in the event of destruction)
10. Amend ‘regional’ ethics committee to Northern B Health and Disability Ethics Committee.

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 suggestions made by the Committee.



	 12  
	Ethics ref:  
	20/NTB/239 

	 
	Title: 
	BRight First 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	BIOTRONIK Australia Pty. Ltd 

	 
	Clock Start Date: 
	24 September 2020 


 
Andrew Holden 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 device that will be used in this study is the BRight BIOtorcin™ coated Percutaneous Transluminal Angioplasty (PTA) Balloon (BRight DCB). The balloon is coated with a drug derived from the drug ‘Sirolimus’. Sirolimus has been shown to positively impact on re-narrowing within the treated artery as the drug helps limit cell growth within the artery. This is a first in human study that will evaluate the safety and performance of the BRight DCB in patients with PAD in the arteries above the knee.

Summary of resolved ethical issues 

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

2. The Committee stated a non-territory specific insurance certificate is acceptable due to minimal safety concerns. 


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 requested to amend the data management plan to ensure it is consistent with the requirements of Standard 12.15 and the template (https://ethics.health.govt.nz/updates/new-data-and-tissue-management-plan-template). It is not mandatory to use the template but it may be used as a guide.


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

4. Please ensure all information is New Zealand-specific, especially privacy information.
5. Please include information around data management.
6. Please acknowledge taonga status of Māori data.





Decision 


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

· Please supply a comprehensive 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 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 John Hancock and Peter Gallagher.



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:
	03 November 2020, 12:00 PM

	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.

4. Matters Arising



[bookmark: _GoBack]The meeting closed at 5.45pm
	HDEC Minutes – Northern B Health and Disability Ethics Committee – 06 October 2020
	Page 1 of 3





	HDEC Minutes – Northern B Health and Disability Ethics Committee – 06 October 2020
	Page 2 of 3



image1.png
-

l and

. Disability
Ethics

g Committees




