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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	17 March 2020

	Meeting venue:
	Ministry of Health, Level 3, Waiheke Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	Time
	Item of business

	1:00pm
	Welcome

	1:15pm
	Confirmation of minutes of meeting of 18 February 2020

	1:30pm
	New applications (see over for details)

	
	 i 20/NTA/20
 ii 20/NTA/23
 iii 20/NTA/24
 iv 20/NTA/25
 v 20/NTA/26
 vi 20/NTA/28
 vii 20/NTA/29
 viii 20/NTA/30

	5:10pm
	Substantial amendments (see over for details)

	
	 i 17/NTA/12/AM10

	6:15pm
	General business:
Noting section of agenda


	6:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	18/07/2016 
	18/07/2019 
	Present 
	 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Present 
	 

	Mrs Kate O'Connor 
	Lay (consumer/community perspectives) 
	14/12/2018 
	14/12/2021 
	Present 
	 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/02/2017 
	11/02/2020 
	Present 
	 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present 
	 

	Ms Catherine Garvey 
	Lay (the law) 
	19/03/2019 
	19/03/2022 
	Present 
	 

	Dr Sotera Catapang 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	Present 
	 

	Dr Michael Meyer 
	Non-lay (health/disability service provision) 
	11/02/2020 
	11/02/2023 
	Apologies 
	 

	Professor Graham Mellsop 
	Non-lay (health/disability service provision) 
	11/02/2020 
	11/02/2023 
	Present 
	 


 

Welcome
 

The Chair opened the meeting at 1:00pm and welcomed Committee members, noting that apologies had been received from Dr Michael Meyer.

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 18 February 2020 were confirmed.



New applications 


	 1  
	Ethics ref:  
	20/NTA/20 
	 

	 
	Title: 
	Phase 1 single ascending dose study of ARCT-810 in Healthy Adult Subjects 
	 

	 
	Principal Investigator: 
	Doctor Christian Schwabe 
	 

	 
	Sponsor: 
	Arcturus Therapeutics, Inc. 
	 

	 
	Clock Start Date: 
	27 February 2020 
	 


 
Dr Christian Schwabe was present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest and recused herself from the subsequent discussion. As quorum was upheld, the discussion was able to proceed. 


Summary of Study

1. The proposed study is a Phase 1, randomised, double blinded (study site staff and subjects), placebo controlled, single ascending dose study in healthy adult participants. The study consists of 5 single-dose cohorts with 6 participants per cohort, randomized 2:1 (active:placebo). For each dose cohort there will be 2 sentinel participants (one treated with ARCT-810 and one treated with placebo) and a period of at least 24 hours is required between administering Study drug to these sentinel participants and the remaining participants in the cohort. 
2. The study comprises an up to 4-week Screening Period, a 2-day Pre-dose Period, a 1-day Dosing Period and a 28-day Post-Treatment Period. The length of each participant’s participation is approximately 8 weeks from screening to last study visit. Participants will attend the unit on Day -2 to commence a low protein diet. Baseline evaluations, including a ureagenesis assay following administration of oral 13C-acetate solution, will be performed on Day -1. 
3. On Day 1, participants will receive pre-medications and then a single IV infusion of Study Drug. Overnight stays will occur on Day -2, Day-1, Day 1 and Day 2. Ureagenesis assay will be repeated on Day 2. Participants will return for outpatient visits on Days 8 and 15. 
4. Final visit will be by telephone call on Day 30. On Days -2, -1, 1, 2 and 3 participants will be on standardised diet to control for dietary protein intake. Blood draws for PK, PD and safety evaluations will be collected throughout the study. Urine for PK will be collected over 24 hours following study drug administration. ECGs, vital signs and physical examination will also be performed for safety evaluation throughout the study.

Summary of resolved ethical issues 

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

5. The Committee queried whether the Researcher has previously worked with this Sponsor. The Researcher responded that the Sponsor had previously operated under another name, and that they had worked together in the past.
6. The Committee queried under what circumstances a slowdown in infusions woud occur. The Researcher stated that one of the risks in this study is the delivery method, where an adverse reaction would present as a rash and a small drop in blood pressure. If this were to occur, infusion would be stopped, then restarted at a lower rate. 
7. The Committee queried whether the adverse reaction that would require a slowdown of infusion could always be attributed to the delivery method, rather than the study drug. The researcher stated that, based on past experience, any problem was significantly more likely to lie with the delivery method.
8. The Committee queried whether there were exclusion criteria for potential participants with food allergies, given that participation includes being supplied with preset meals. The Researcher stated that this will be assessed on a case-by-case basis depending on individual reaction to certain foods. This will be explored in screening.
9. The Committee queried whether consultation with Māori had been undertaken. The Researcher responded that it was currently underway.

Summary of outstanding ethical issues

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

10. Please provide a trial and territory-specific insurance certificate, and include clarification of the amount of compensation available.
11. Please provide evidence of the Coordinating Investigator’s current indemnity insurance.
12. Please amend all advertising materials to state that the proposed study is first-in-humans, and that women of child-bearing potential are to be excluded from participation.
13. Please provide evidence of a data governance and management plan in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement.
14. Please provide the name of the independent clinician who will be providing safety review together with the PI, as set out in the Investigator’s Brochure.
15. Please provide scientific evidence, in addition to evidence on its safety in humans, to justify the inclusion of 13C-acetate as an experimental aspect in this study (in parallel with ARCT-810).

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

16. Please amend the front page of the PIS to clarify that the Sponsor is a USA-based company.
17. Please amend the definition of unable to have children to reflect that which was used in the HDEC application form (i.e. those who are surgically sterile).
18. Please amend the Incidental Findings section of the PIS to include information on what is being tested for, and what kind of incidental findings may be discovered.
19. Please amend the PIS to state which samples are being sent overseas and where they are being sent to, including the addresses of participating overseas laboratories.
20. The Committee stated that the Researcher should confirm with the Sponsor as to the necessity of including questions on previous pregnancies and terminations in the PIS for pregnant partners, as they may be seen as invasive by potential participants and their partners. Please limit information on pregnancy to only what is directly relevant to this trial.
21. Please amend the section of the PIS on Future Unspecified Research (FUR) to ensure compliance with The National Ethical Standards for Health and Disability Research and Quality Improvement (2019) (Standards 7.57 and 12.25). Any statements specific to FUR for data should be under its own heading.
22. Please amend page 5 of the PIS to clarify that studies cannot be stopped for commercial reasons in New Zealand.
23. Please amend the section of the PIS on contacting the participant’s GP, to state that it is mandatory (in congruence with the Consent Form).
24. The Committee queried the section of the PIS stating that participants may not be able to take other drugs if they have an adverse reaction, and whether these drugs are related to the study treatment, or whether this statement pertains to more general drugs. The Researcher stated that the adverse reaction is more likely due to be a result of the formation of antibodies to the delivery mechanism, not the mRNA. Please amend the PIS to more clearly communicate any future disadvantages to participants who develop antibodies to one of the components of ARCT-810 or the OTX enzyme, including clarification as to whether this pertains to the drug or the delivery mechanism.

Decision 

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

· Please provide a trial and territory-specific insurance certificate, and include clarification of the amount of compensation available.
· Please provide evidence of the Coordinating Investigator’s current indemnity insurance.
· Please amend all advertising materials to state that the proposed study is first-in-humans, and that women of child-bearing potential are to be excluded from participation.
· Please provide evidence of a data governance and management plan in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement.
· Please provide the name of the independent clinician for the Investigator’s Brochure safety review.
· Please provide scientific evidence, in addition to evidence on its safety in humans, to justify the inclusion of 13C-acetate as an experimental aspect in this study (in parallel with ARCT-810).
· Please provide clarification regarding any future disadvantages to participants who develop antibodies to one of the components of ARCT-810 or the OTX enzyme, amending the PIS accordingly.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above).

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

 

	 2  
	Ethics ref:  
	20/NTA/23 
	 

	 
	Title: 
	Identifying the cell of Origin for Lymphangioleiomyomatosis (LAM). 
	 

	 
	Principal Investigator: 
	Mr Ryan Powell 
	 

	 
	Sponsor: 
	The University of Otago 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Ryan Powell and Dr Erin Macauley were present by teleconference 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. Lymphangioleiomyomatosis (LAM)is a rare lung cancer observed almost exclusively in women during their childbearing years. Despite the gendered predisposition, the cell of origin for LAM remains unknown. 
2. This study aims to investigate candidate tissues from which this cancer may arise, by analysing patterns of DNA-methylation (a chemical modification to the genetic code which is inherited following cell division) in LAM, 

Summary of outstanding ethical issues

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

3. Please provide the full protocol to HDEC for review.
4. Please provide an up-to-date, independent scientific peer review.
5. Please ensure that the protocol includes information as to what personal and health information the researchers want and where all data is to be retrieved from (e.g., healthy data is available online).
6. Please provide information on how patients newly diagnosed with LAM, who do not have tissue in Auckland Regional Tissue Bank, are being consented for the use of their tissue for secondary use.
7. Please clarify how participants are to be contacted for possible recruitment into the study.
8. Please clarify how participants are to be contacted for the disclosure of incidental findings safely and ethically.
9. Please amend the protocol to include a tissue management and governance plan, in accordance with Chapter 14 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please refer to the Standards for general guidance on the ethical management of tissue in New Zealand.
10. Please amend the protocol to include a data management and governance plan, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please ensure that this includes information about what data is de-identified, what data is anonymised, what happens with study results and how these will be communicated in a way that does not put the onus on the participant to make contact with the Researcher. Please refer to the Standards for general guidance on ethical management of data in New Zealand.
11. Please demonstrate how the use of tissue and/or data for future unspecified research in this study adheres to the National Ethical Standards for Health and Disability Research and Quality Improvement (2019) (Standards 7.57 and 7.58).
12. Please provide evidence of the consent (and restrictions to that consent) that the tissue bank holds for the tissue samples that are intended to be used for this research.

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

13. Please amend the PIS to clarify what, if any, clinical information is required from participants, beyond information elucidated from their tissue samples.
14. Please refer to the HDEC website for templates on Protocols, Participant Information Sheets and Consent Forms. 

Decision 

This application was declined by consensus as the Committee did not consider that the study would meet the following ethical standards:

· Please provide a full and detailed study protocol (Standards 9.7 & 9.8; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please provide up-to-date, independent and scientific peer review (Standards 9.25 – 9.32; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please ensure that the study protocol includes a plan for the ethical governance and management of human tissue (Chapter 14; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please ensure that the study protocol includes a plan for the ethical governance and management of participants’ data (Chapter 12; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please provide appropriate Participant Information Sheets and Consent Forms; please use the HDEC template, available on the HDEC website, as necessary (Standards 6.27 & Chapter 7; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)

 

	 3  
	Ethics ref:  
	20/NTA/24 
	 

	 
	Title: 
	Histopathology of Volcanic Burns 
	 

	 
	Principal Investigator: 
	Dr Orazio Di Bartolo 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Dr Orazio Di Bartolo was present by teleconference 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 case study investigates one patient involved in the White Island Volcanic Eruption who was transferred to Middlemore Hospital. The patient’s identity will remain anonymous in any research presented including the gender, age, ethnicity and outcome of this patient. 
2. The aim of the project is to further understand the histopathological effects of Volcano burns, which are presumed to be a combination of thermal and chemical injury by both heat and acid respectively. This was compared to the standard thermal pattern of injury to help appreciate the need for rapid radical intervention.
3. Sections of skin, subcutaneous tissue and fascia were taken from the middle section of the patient’s back during the first radical debridement down to trapezius muscle. Each section was sampled at 30/1000th of an inch with a dermatome from superficial skin to deep muscle fascia looking at the degree of necrosis and its tissue destruction.
4. Samples were taken at the time of the initial debridement given the unusual nature of the burns and the complex pathology.

Summary of resolved ethical issues 

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

5. The Committee queried whether this project was in HDEC scope of review, as findings will be communicated only through conference presentation, tissue will be deidentified (including patient outcome), no further analysis will be undertaken and the tissue sample has already been destroyed.
6. The Committee and Researcher reached a consensus that this application should be withdrawn, as it is out of HDEC scope of review and is covered by the provisions of the Human Tissue Act (2008).

Decision 

This application was withdrawn by the Researcher, as consensus was reached with the Committee that the proposed case study was outside of HDEC scope of review. 

 

	 4  
	Ethics ref:  
	20/NTA/30 
	 

	 
	Title: 
	Pacific-led bariatric surgery support trial at Auckland City Hospital 
	 

	 
	Principal Investigator: 
	Dr Tamasin Taylor 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Dr Tamasin Taylor was present in person for discussion of this application.

Potential conflicts of interest

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

Dr Karen Bartholomew declared a potential conflict of interest and the Committee decided to continue, as no direct conflict was apparent for this application.

Summary of Study

1. The pre-surgery stage of Bariatric surgery treatment has been identified as the point at which Pacific patients are significantly vulnerable to disengaging with services and not continuing on to have surgery. Removing or reducing as many structural, social and economic barriers facing Pacific bariatric surgery patients and creating a culturally-safe space for patients is the primary target of the present study. 
2. A Pacific-led preoperative support programme will be offered to Pacific patients referred to have bariatric surgery at Auckland City hospital in 2020 until recruitment numbers are met (n= 30). Pacific patients can choose to participate in the Pacific-led programme or the standard one. 
3. The programme requires patients to first attend a standard of care pre-bariatric surgery information session, followed by 6 preoperative group support sessions (spread over 3 months). The Pacific-led support programme will follow the same surgery preparation protocol that all patients receive pre-surgery.
4. However, the design and delivery of the Pacific-led support programme will additionally follow a culturally-appropriate delivery focused on building connection with group members, confidence in the bariatric team, developing trust in the preoperative process, and to increase patients' individual confidence as a bariatric surgery patient so they will complete their surgery (rather than drop out).
5. At four time points (pre/post-surgery) they will complete measures including, well-being questionnaires, physiological measures and (for those who consent), video diaries.

Summary of resolved ethical issues 

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

6. The Committee queried the lack of a control group in this study. The Researcher responded that there are limited numbers for recruitment, and instead of a control group, the current study group will be compared with previously collected audit data.
7. The Committee queried how Māori will be identified and excluded from the study. The Researcher responded that people who identify with multiple ethnicities, provided they identify as a Pacific person will still be included.
8. The Committee queried whether the questionnaires used in the study are validated measures. The Researcher stated that they are but acknowledged that there are some additional questions which have not been validated.
9. Please amend the PIS to clearly communicate that the video recordings are identifiable, and that participants can review the final edited version of the video if they wish.
10. The Committee queried how potential participants will be identified by the Researcher, The Researcher stated that potential participants will be referred to the program by the bariatric team. The study team will then discuss eligibility and contact the potential participant by letter.

Summary of outstanding ethical issues

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

11. The Committee queried whether the potential selection bias will create difficulty in answering the study question. The Researcher stated that selection bias is a part of quasi-experimental design and also reflects how the intervention would look in the real world. The Committee stated that, since even quasi-experimental design has a selection bias reduction formula, the proposed study should be considered an evaluation study.
12. The Committee requested that, where possible, language that is appropriate for the intended Pacific Island participants be used in participant-facing documents.
13. The Committee stated that the Researcher should use New Zealand Census data to inform options for ethnicity of participants, and clarify how ethnicity data will be collected and confirmed.
14. The Committee stated that the ability to include identifiable information (name, NHI number, etc.) should be removed from study questionnaires so that they are only identifiable by a unique study number.
15. Please remove extra questions from questionnaires that have not been validated.
16. The Committee stated that questions in the video component of the research, specifically about identifiable health professionals and biases, may be upsetting to staff. As the most important aspect of this is to ensure that participants feel connected and respected, please outline whether this section of the project could be reframed as happening after group support meetings, with a more qualitative focus on those meetings.
17. Please reframe the question on institutional issues as one of whether participant expectations were met, as institutional issues are already well documented.
18. The Committee stated that anonymisation to both online and paper surveys must be ensured. Please demonstrate how this will be achieved.
19. Please include information on the procedure for destroying videos in the Protocol.
20. Please amend the Protocol to include a data governance and management plan, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please ensure this includes what will happen to study data after the two-year duration of the study is complete (i.e. how and where data and video will be stored and destroyed).
21. Please ensure that potential participants’ clinicians ask permission to pass on contact details of patients before passing those details to the Researcher.
22. Please remove pre- and post-intervention metabolic measures, as these cannot attributed to the research.
23. The Committee queried what the plan was for incidental findings of psychological distress. The Researcher stated that there are counselling services that the participant can access. The Committee stated that Researchers must actively support participants access to these services and have a duty of responsibility for ensuring appropriate communication, support and follow-up of incidental findings.

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

24. Please amend the PIS and Consent Form to communicate that consenting to the video recordings is optional and not a requirement for participation in the rest of the study.
25. Please amend the PIS to include information about the availability of an interpreter, to reflect what is already written in the Consent Form.
26. Please amend the PIS to reflect that participants can request deletion of their video recording up until the editing process has begun.
27. Please amend the PIS and Consent Form to include information and consent for Research staff contacting a mental health profession within the service.
28. Please amend the section of the PIS on “risk”, to include discomfort and embarrassment as possible risks.
29. Please amend the “risks” section of the PIS to include information on the risk of identifiability and breach of confidentiality in the group setting, and that an agreed kawa at the start of each session will be utilised to mitigate risk. Please simplify the language used in this section where possible.
30. Please amend the Consent Form to include explicit consent for the Bariatric Team to forward results to the Research Team.
31. Please amend the PIS to clearly differentiate between participation in the study and standard of care, including that patients are not missing out on standard of care by participating/not participating.
32. Please amend the Consent Form to include agreements about who has copyright of the videos.

Decision 

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


· Please reframe the design of the proposed study to that of an evaluation study.
· The Committee requested that, where possible, language that is appropriate for the intended Pacific Island participants be used in participant-facing documents.
· The Committee stated that the Researcher should use New Zealand Census data to inform options for ethnicity of participants, and clarify how ethnicity data will be collected and confirmed.
· The Committee stated that the ability to include identifiable information (name, NHI number, etc.) should be removed from study questionnaires so that they are only identifiable by a unique study number.
· Please remove extra questions from questionnaires that have not been validated.
· The Committee stated that questions in the video component of the research, specifically about identifiable health professionals and biases, may be upsetting to staff. As the most important aspect of this is to ensure that participants feel connected and respected, please outline whether this section of the project could be reframed as happening after group support meetings, with a more qualitative focus on those meetings.
· Please reframe the question on institutional issues as one of whether participant expectations were met, as institutional issues are already well documented.
· The Committee stated that anonymisation to both online and paper surveys must be ensured. Please demonstrate how this will be achieved.
· Please include information on the procedure for destroying videos in the Protocol.
· Please amend the Protocol to include a data governance and management plan, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please ensure this includes what will happen to study data after the two-year duration of the study is complete (i.e. how and where data and video will be stored and destroyed).
· Please ensure that potential participants’ clinicians ask permission to pass on contact details of patients before passing those details to the Researcher.
· Please remove pre- and post-intervention metabolic measures, as these cannot attributed to the research.
· The Committee stated that Researchers must demonstrate active support of participant access to mental health counselling and genetic counselling services, and have a duty of responsibility for ensuring appropriate communication, support and follow-up of incidental findings.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Christine Crooks.


	5  
	Ethics ref:  
	20/NTA/25 
	 

	 
	Title: 
	Retreatment study for DAA-experienced Hep C patient with NS5A resistance 
	 

	 
	Principal Investigator: 
	Prof Ed Gane 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Professor Ed Gane was present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest and recused herself from the discussion. As quorum was upheld, the Committee decided to continue with the discussion of this application.


Summary of Study

1. Direct Acting Antivirals (DAAs) are a relatively new class of medications that target specific steps in the Hepatitis C (HCV) life cycle. They are most effective when delivered as combination therapies and offer a shorter, more effective and less toxic alternative to Interferon treatments. PHARMAC has fully funded DAA combinations since July 2016, first VIEKIRA PAK then MAVIRET. Cure rates are high (95% for VP and 98% for MAVIRET) but for those who failed treatment, approximately half will have developed dual resistance to both NS5A inhibitors and protease inhibitors.
2. In addition, a few patients who received compassionate treatment with ZEPATIER, a third DAA combination treatment, also failed and developed dual resistance to NS5A inhibitors and protease inhibitors.
3. The only appropriate retreatment for patients who have NS5A resistance after failing either VIEKIRA PAK or MAVIRET or ZEPATIER is with a triple DAA combination comprising of sofosbuvir plus an NS5A inhibitor plus a protease inhibitor. This study will test if 16 week sofosburvir + MAVIRET treatment will cure the treatment experience patients. Phase II and III studies demonstrate cure rates following this regimen are >95%. This study will see if those cure rates are true in a real-world setting.
4. The generic version of sofosbuvir is registered and approved in New Zealand but not funded; the drug is being self-funded by the participants through the Hep C Buyer’s Club, as a charitable gift to the study.

Summary of resolved ethical issues 

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

5. The Committee queried whether the generic version of a drug can be imported for prescriptions. The Researcher stated that they can be imported for clinical trials.
6. The Committee queried whether the study drug required approval from Medsafe/SCOTT/Pharmac. The Researcher stated that the generic version of sofosbuvir is approved in New Zealand, but not funded.

Summary of outstanding ethical issues

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

7. Please provide a clinical trial registration number.
8. Please amend the protocol to include a plan for the governance and management of data, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please include information on whether other sites will have access to study data, and the security protocols surrounding study data.
9. Please amend the protocol to provide more information on what “treatment access in line with DHB practice” entails and ensure that all relevant procedures and policies are detailed in the protocol and not simply referred to be reference to what DHB practice is.
10. Please ensure ethnicity data is collected.
11. Please provide all information that is required when prescribing the generic version of sofosbuvir in compliance with the Medicines Act (1981), including a cover letter outlining how the import of the generic version of sofosbuvir for this study complies with New Zealand law.

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

12. Please clarify the role of the Hep C Buyer’s Club in the proposed study in the PIS.
13. Please amend the PIS with an assurance of this study’s compliance with New Zealand law.
14. Please provide an amended PIS that utilises the template found on the HDEC website.
15. Please ensure that the PIS includes information on whether individual test results will be made available, including information about discussing this with participants in person.
16. Please include more information on privacy and confidentiality, including that participants’ GPs will be informed.
17. Please ensure that the PIS includes information on the circumstances in which the study would be terminated. This should also be reflected in the Consent Form.
18. Please ensure that wording across study documentation refers to research protocol, rather than treatment protocol.

Decision 

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

· Please provide a clinical trial registration number.
· Please amend the protocol to include a plan for the governance and management of data, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please include information on whether other sites will have access to study data, and the security protocols surrounding study data.
· Please amend the protocol to provide more information on what “treatment access in line with DHB practice” entails and ensure that all relevant procedures and policies are detailed in the protocol and not simply referred to be reference to what DHB practice is.
· Please amend the Participant Information Sheet and Consent Form, taking into account feedback provided by the Committee (above)

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Kate Parker.


	 6  
	Ethics ref:  
	20/NTA/28 
	 

	 
	Title: 
	Wrist movement after surgery for wrist fracture 
	 

	 
	Principal Investigator: 
	Mrs Julie Collis 
	 

	 
	Sponsor: 
	Auckland University of Technology 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Julie Collis & Valerie Wright-St Clair were present by teleconference 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 a randomised crossover study in adults aged over 18 years who have had surgical treatment of a distal radius fracture in the preceding four weeks. 
2. The study will investigate whether performing a purposeful activity produces greater quantity and quality of immediate movement compared with a set of range of movement exercises. Participants will perform a 10-minute session of a self-selected purposeful activity and a 10-minute session of exercises during a single session. Movement outcomes will be measured by an electronic device (electrogoniometer). 
3. Outcomes will be movement volume, repetitions, duration, range and smoothness. Interventions are a self-selected purposeful activity that is suitable from four weeks after surgery, requires wrist movement and takes at least 10 minutes to perform. Exercises are active range of movement exercises that form part of usual rehabilitation. Testing will occur during a single session when participants are between four and weeks of surgery.

Summary of resolved ethical issues 

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

4. The Committee queried how recruitment for the proposed study would occur. The Researcher stated that an expression of interest form would be provided to DHB and private hand therapy clinics.
5. The Committee queried whether there was specific tikanga for entering Māori homes. The Researcher stated that their Māori Research Advisor had provided general advice but no written protocol.
6. The Committee queried how the second long visit could be held at the clinic, when procedures are meant to be performed at home. The researcher stated that this was an option only for those uncomfortable with home visits and could be done in a clinic setting as needed.
7. The Committee queried how hospital records will be accessed. The researcher stated that they will be accessed through the DHB; this access will be covered as part of locality approval.


Summary of outstanding ethical issues

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

8. Please provide independent scientific peer review from an independent clinical expert (e.g. Occupational Therapist or hand therapist), that is specific to this protocol.
9. Please provide a governance and management plan for data, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please ensure that video data is included in this plan.
10. Please amend the protocol to address incidental findings such as kinesiophobia, and how participants’ existing intervention will mitigate risk associated with this incidental finding.
11. Please expand the section of the PIS and protocol on risks, including information on what participants should do if pain occurs.

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

12. Please amend documentation to clarify that the proposed study is a biomechanical/feasibility study. This can be done by amending the PIS to reframe the study as exploratory, stating that it will help inform future research rather than future hand therapies.
13. Please amend the ACC statement in the PIS, replacing it with the ACC statement found in the HDEC template PIS.
14. Please amend the first page of the PIS to ensure that the purpose of the study cannot be misconstrued as an effectiveness study.
15. Please amend the PIS to include information on whether hospital records will be accessed for this research, including what records, what the purpose of their access is and who will be accessing them.
16. Please expand the section of the PIS and protocol on risks, including information on what participants should do if pain occurs.
17. Please ensure that the PIS has all required contacts as per the HDEC template PIS.

Decision 

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

· Please provide independent scientific peer review from an independent clinical expert (e.g. Occupational Therapist or hand therapist), that is specific to this protocol.
· Please provide a governance and management plan for data, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). Please ensure that video data is included in this plan.
· Please amend the protocol to address incidental findings such as kinesiophobia, and how participants’ existing intervention will mitigate risk associated with this incidental finding.
· Please expand the section of the PIS and protocol on risks, including information on what participants should do if pain occurs.
· Please amend the Participant Information Sheet and Consent Form, taking into account feedback provided by the Committee (above)

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O’Connor and Professor Graham Mellsop.
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	Ethics ref:  
	20/NTA/29 
	 

	 
	Title: 
	Peripheral chemoreflex and the veins in hypertension 
	 

	 
	Principal Investigator: 
	Dr James Fisher 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Dr James Fisher was present by teleconference 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. High blood pressure (hypertension) affects one in three people, and approximately half of treated patients remain hypertensive. Researchers need to better understand the mechanisms regulating blood pressure in hypertensive patients if new therapies are to be devised. 
2. Current treatments target the heart and arterial resistance, but the ‘forgotten’ venous circulation has been largely neglected. 
3. The Researchers hypothesize that high levels of sympathetic activity in hypertension result in profound constriction of the veins, and that ameliorating this may be an effective way to help control arterial pressure. 
4. Previous work in hypertensive animal models indicates that the carotid bodies develop tonicity and heightened reflex sensitivity due to excessive ATP bioavailability acting via purinergic (P2) receptors, which drive sympathetic outflows. The Researchers wish to determine whether a non-selective P2 receptor blocker reduces peripheral chemoreflex sensitivity, sympathetic activity, venous tone and blood pressure in humans with hypertension. 
5. This project will provide novel mechanistic insights into carotid chemoreflex regulation and the neural control of the venous circulation. Translating insights from animal models of hypertension into the human setting will lay the groundwork for future studies, potentially leading to a paradigm shift in the future treatment of hypertension.
6. The first part of the proposed study involves one experimental visit (plus one prior screening visit). This experiment involves monitoring heart rate, blood pressure, respirations and monitoring the diameter of a vein in the lower leg using ultrasound in three conditions, one of which uses a low dose of dopamine.
7. The second part of this study will involved two experimental sessions (plus one prior screening visit) spaced by four weeks, during which time participants will be 1:1 randomised to take either oral pyridoxine supplement (vitamin B6) or placebo for four weeks. This part of the study also involves collection of a blood sample, to be stored at Auckland Tissue Bank. Once analysis is complete, the sample will be destroyed with the option of a karakia provided. Finally, the second part of this study involves participants to take home a 24-hour blood pressure monitor, in addition to the recording of sympathetic nerve activity with a thin wire that will be placed on the nerve, just below the knee. 

Summary of resolved ethical issues 

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

8. The Committee queried the relationship between the proposed study and previous research. The Researcher stated that the previous research pertained to acute reflex of veins, while this study is about chronic hypertension.
9. The Committee queried why the Researcher is not waiting until the first sub-study is finished before commencing the proposed study. The Researcher stated there is sufficient evidence for a longitudinal study to go ahead.
10. The Committee queried how recruitment for the proposed study will take place. The Researcher stated that recruitment will occur through a mix of advertising and a network of clinicians with an interest in high blood pressure, who will have advertising materials in their clinics and may talk to patients about it. Potential participants would then make contact with the research team if they are interested in participating. The researcher clarified that the control group will be community-based.
11. The Committee queried whether the Researchers will have access to hospital records. The Researcher stated that only the clinical care team will, and the Research Team will collect their own data directly from participants instead of accessing records.
12. The Committee queried where records will be kept. The Researcher stated that they will be kept in a locked hospital laboratory filing cabinet and will be accessible only by the lead Researcher.

Summary of outstanding ethical issues

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

13. Please provide all study advertising to HDEC for review.
14. Please amend the data management and governance plan to include details for data storage for the ten years after the study has ended and to comply with all data management and governance requirements in Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019), particularly with regard to access to, and use of, the study data, as well as the purposed for which it will be accessed and used (e.g., “collaborators overseas” (see PISs).
15. Please ensure correct use of terminology throughout all documentation especially the use of the term “anonymised” when, in the case of data, de-identification is the correct term.
16. Please provide clarification from the participating tissue bank that study tissue is being held for this study only and will not be kept for future research.
17. Please provide the Committee with information and evidence on the safety of dopamine as it is to be used in this study, including information related to the dosage given in this study.

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

18. Please amend the PIS to clarify and provide more information on the control group and the recruitment process of this group.
19. Please expand on the use of data for future unspecified research in the PIS, namely what happens to participants’ data after the study has ended. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement (in particular Standard 7.57) for further guidance.
20. Please amend the provision for whanau to clarify that consent cannot be given on behalf of someone in New Zealand, and that this form is regarding whanau support, rather than consent.
21. Please amend the section in the PIS on risks, to clarify any risks associated with withholding cardioactive medication. Please also include information quantifying the level of risk for occurrences which may require use of the crash cart.
22. Please amend the risks section of the PIS to expand on any risks associated with low dose dopamine and the frequency of known adverse events.  Please also include information on whether this dose of dopamine enters the brain and whether participants will notice any feelings as a result of the dose.
23. Please amend the risks section of the PIS to include information on the wire going into the nerve as part of the procedure.
24. Please amend the PIS to ensure that incidental findings are listed under the risks section.
25. Please review the PIS, replacing large bodies of text with diagrams or tables where possible.
26. Please ensure that, if data is sent overseas, the PIS contains an apportiate warning statement that overseas countries may have lower levels of data protection that New Zealand, and that overseas researchers may work with data in a way that is not culturally appropriate for the New Zealand context (Standard 12.17, National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)

Decision 

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


· Please provide all study advertising to HDEC for review.
· Please amend the data management and governance plan to include details for data storage for the ten years after the study has ended.
· Please provide clarification from the participating tissue bank that study tissue is being held for this study only and will not be kept for future research.
· Please provide the Committee with information and evidence on the safety of dopamine as it is to be used in this study, including information related to the dosage given in this study.
· Please amend the Participant Information Sheet and Consent Form, taking into account feedback provided by the Committee (above)

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Christine Crooks.





	 8  
	Ethics ref:  
	20/NTA/26 
	 

	 
	Title: 
	AIRVO study 
	 

	 
	Principal Investigator: 
	Dr Paul Dawkins 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	06 March 2020 
	 


 
Dr Paul Dawkins & Dr Conroy Wong were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Ms Rochelle Style declared a potential conflict of interest and recused herself from the subsequent discussion. As quorum was upheld, the review of this study was able to proceed.


Summary of Study

1. Bronchiectasis is a chronic disease characterised by productive cough, airway inflammation, and repeated respiratory infections. There are currently limited treatment options and the mainstay of treatment relies heavily on antibiotic therapy. 
2. This is a condition that is relatively common in the South Auckland population compared with equivalent populations in developed countries. It disproportionately affects Māori and Pacific populations and any positive interventions developed for this condition would therefore lead to narrowing of equity gaps in clinical outcomes. 
3. AIRVO is a humidifier with integrated flow generator device that delivers warmed and humidified air to spontaneously breathing patients. It is intended to be given in the home setting for several hours per day at the patient’s convenience. It is currently more commonly used in acute settings.
4. It is hypothesised that AIRVO will help patients with bronchiectasis through its enhancement of clearance of mucus and positive effects on lung function and gas exchange. 
5. Potential benefits include reduced frequency of chest infections (exacerbations), improved quality of life, and reduced usage of healthcare resources and associated costs. 
6. The primary aim of this study is to assess feasibility of whether humidified air delivered in the home by AIRVO (2 to 4 hours usage per day) produces signals in terms of improved quality of life, symptom scores, sputum clearance, sputum inflammatory markers, and exacerbations. 
7. This study will be a randomised cross-over design, where half the patients go on treatment for 3 months, half have usual care for 3 months, then they swap over for a further 3 months after a 4-week break. There will then be a 3-month period of follow up off study treatment for all patients. In so doing the study aims to address feasibility issues to inform the development of a larger, randomised, placebo-controlled trial of this intervention.

Summary of resolved ethical issues 

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

8. The Committee queried whether the proposed study is investigator-led or commercially sponsored. The Researcher stated that the manufacturer is donating the machines but will not have access to study data, however the manufacturer has requested access to data from the machines for quality-control. This data is collected passively and uploaded remotely.
9. The Committee queried who sets up and maintains the machines. The Researcher stated that staff at the study centre, the New Zealand Respiratory Institute are experienced in this. The manufacturer would not be involved except for repair and support; in these instances, the participant would be in contact with the Research team, who would in turn contact the manufacturer.

Summary of outstanding ethical issues

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

10. The Committee stated that the Researcher must provide clarification that the manufacturer will receive no machine usage data other than deidentified safety data.
11. Please amend the study protocol to provide information on how data is collected, what that data contains, who has access to what parts of the data and how the participants will be informed about data practices.
12. The Committee stated that, if the proposed study is not a commercially sponsored trial, then commercial brand names should be removed from the study title.
13. The Committee asked how the data is collected from the machines. The Researcher stated that it is uploaded via the Cloud capabilities installed in the machines, then obtained from the manufacturer. The Researcher did not know whether this was linked to patient identity or their location, or linked by other means. The Committee stated that, since the manufacturer is collecting the data and the Researchers must obtain it from them, the Researchers must provide evidence of how this data will be blinded to, and not stored by, the manufacturer.
14. Please provide clarification as to what standard of care is, and what both groups will be doing in relation to standard of care besides the use of the study device. Please ensure this addresses the possibilities identified by the expert peer reviewers that there may be different notions of standard of care.
15. Please amend study documentation for consent for human tissue for future unspecified research, taking into account the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
16. The Committee queried how often data monitoring will occur. The Researcher stated that the data committee will meet at the midpoint of each research cycle. The Committee stated that clarification is needed as to who is collecting data, what termination criteria are, and whether mid-cycle DMC meetings are regular enough to ensure safety if a machine malfunctions, given that use in the home settings means that use will not be actively monitored by a health professional.

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

17. Please amend the PIS to ensure that all aspects of the protocol pertaining to participants are present in the PIS. Please refer to the PIS template found on the HDEC website for further guidance.
18. Please amend study documentation for consent for human tissue for future unspecified research, taking into account the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
19. Please amend the PIS and CF to ensure that this documentation complies with the National Ethical Standards for Health and Disability Research and Quality Improvement (2019), in particular with regard to informed consent and data governance.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards:

· Please provide a full and detailed study protocol (Standards 9.7 & 9.8; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please ensure that the study protocol includes a plan for the ethical governance and management of participants’ data (Chapter 12; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please provide appropriate Participant Information Sheets and Consent Forms; please use the HDEC template, available on the HDEC website, as necessary (Standards 6.27 & Chapter 7; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)
· Please provide evidence of trial-specific insurance congruent with the compensation requirements of a commercially sponsored intervention study (Chapter 17; National Ethical Standards for Health and Disability Research and Quality Improvement, 2019)


Substantial amendments
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	Ethics ref:  
	17/NTA/12/AM10 
	 

	 
	Title: 
	REMAP-CAP 
	 

	 
	Principal Investigator: 
	Dr Colin McArthur 
	 

	 
	Sponsor: 
	Prof Richard Beasley 
	 

	 
	Clock Start Date: 
	12 March 2020 
	 


 
Colin McArthur was present in person and Anne Turner was present by teleconference 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. Community acquired pneumonia is a common cause of both hospital and ICU admissions. Patients with severe pneumonia routinely receive multiple treatments at the same time – medications to treat the infection (antibiotics), medications that may modify the immune system (immunomodulators) and supportive treatments to support failing organs, such as mechanical ventilation (organ support) and prevention of complications of critical illness or its treatment. There are many treatment options that are in widespread use, but it is not known which are best. 
2. This platform trial aims to simultaneously determine the best treatment in each category of treatment, for example, the best antibiotic, the best immunomodulation strategy, and the best method to support each failing organ. 
3. Patients admitted to intensive care with pneumonia will be randomly allocated to one of the options for each type of treatment that patient needs. In a usual clinical trial, patients are allocated to receive one treatment from a short list of alternatives in equal proportions and the answer to a single question is determined at the end. In this design, multiple treatment options can be assessed at the same time and outcomes are reviewed continuously. This enables the trial to adapt in multiple ways, including assigning treatments more likely to be the best to more patients during the trial, determining the best treatment as soon as sufficient data have accrued, identifying superior combinations of treatments, and by changing the treatments that are being tested, to progressively determine the best package of treatments for patients with severe pneumonia. 
4. Once a treatment is found to be superior it is routinely provided to all eligible patients within the Platform. This system can also be quickly modified to address questions that may arise in a future pandemic of a respiratory illness.
5. This amendment proposes to add two additional Domains to the original study, which was first reviewed by HDEC in 2017. The new Domains are for the evaluation of specific antiviral and immune modulation treatments for COVID-19 causing severe pneumonia. The selected treatments are currently used in treating other diseases and have been chosen based on the strength of prior evidence and potential availability. REMAP-CAP has been endorsed by WHO as a Pandemic Special Study.

Summary of resolved ethical issues 

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

6. The Committee queried whether there were any interim results for the study platform overall. The Researcher responded that no results have been released yet, as the statistical “trigger” for or against any particular treatment option had not yet been met. The Researcher also acknowledged that overall the study had been slow to start and recruit, however the Data Safety Monitoring Board has met regularly with reports available for the Committee if necessary.
7. The Committee queried whether the pace of the project would change with the addition of the two Domains specific to COVID-19, including the speed at which statistically significant results became apparent. The Researcher responded that there is significant interest internationally, with many jurisdictions expediting their process to get the project underway. The Researcher expected a much faster process (including results) overall.
8. The Committee queried whether better visibility of the study assessment of interim data could be made available, including the frequency that the DSMB meet in the current study and its reporting outputs. The Researcher stated that the DSMB will have a more active role and will meet more frequently than before; they will be able to provide some data for the upcoming progress report.
9. The Committee noted that the DSMB is urged to take into account the public health, as well as clinical significance, of the analyses and is empowered to discuss results with relevant international and national public health authorities, with rapid dissemination of results to the larger community being the goal.  The Researcher advised that there is no NZ representation on the DSMB.
10. The Committee asked the researcher to clarify the study design and how participants are assigned to study arms. The Researcher responded that participants are able to choose which study arm they are assigned to, but only if they have competence to make that choice at the time. The potential participant’s clinician will record whether they believe all possible options are equally appropriate (including treatment) to ensure equipoise standard is met.
11. The Committee queried how potential participants will be enrolled in the study if they are unable to consent for themselves. The Researcher stated that right 7(4) of the Code of Patients’ Rights will be adhered to. Enrolment in the research will only take place if it is in the best interests of each individual person, and either the Researcher has ascertained the person’s views and believes on reasonable grounds that enrolment in the research is consistent with the informed choice the person would have made if he or she were competent or, if the person’s views have not been ascertained, the researcher takes reasonable steps to take into account the views of other suitable persons who are interested in the person’s welfare and who are available to advise the Researcher. The Researcher acknowledged that the participant’s enrolment in the study must be in the participant’s best interests, and that the decision that enrolment is in their best interests, and their subsequent enrolment, is ultimately the responsibility of the Researcher.
12. In light of potential physical contact-restrictions due to the current pandemic, the Committee and the Researcher agreed that appropriately recorded “remote” discussions with those interested in the welfare of the potential participant is acceptable.   
13. The Committee noted the Researcher’s preference to obtain ‘prospective’ consent for the immune-modulation arm where possible; where this is not possible then the standard approach for this study should be followed. The nature of this intent was based on Researcher level of comfort with the antiviral domain, however the immune-modulation therapies (although in themselves not novel) were novel in this setting.

Summary of outstanding ethical issues

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

14. The Committee noted that it was uncertain whether the version of the table of potential consent scenarios the Researcher provided was the most up-to-date version because the scenarios have been refined over time as greater experience is gained from research conducted in ICU.  The Researcher stated that they will consider the table and look at version control for future applications.
15. Please include the collection of New Zealand ethnicity data at the New Zealand site.
16. The Committee requested to view the most recent report from the DSMB.
17. The Committee requested that all future progress reports and amendments include the most recent report from the DSMB.
18. The Committee requested further clarification on how the Registry Arm of the study is operating with the proposed COVID-19-specific Domains.
19. The Committee noted the need for clarification around the interaction between participant choice, clinician choice, and computer randomisation when the competence of potential participants may be limited, and how these options are communicated in the PISs. The Committee also noted the complexity of treatment options, whether and how they interact, and how meaningful the descriptions were to the lay-person (see requested changes to PIS/CFs, below).

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

20. The Committee required amendment to all three PISs to explain, clearly and in simple language: 
· How each domain operates within the domain – for example, in the anti-viral domain, half the participants will be randomised to receive anti-viral therapy but the other half will not receive anti-viral therapy but will receive standard supportive care; 
· Explain what standard supportive care means; 
· Explain how the domains interact with each other – for example, whether a participant can be in more than one domain at the same time. This is particularly relevant when participants are given the option to consent to all domains – participants must understand whether that means they will receive all 6 treatments or whether it means they are happy to be put in any of the 6 domains, but they will ultimately only participate in one of those domains. 
21. Please attend to the following:
· Clarify that responding “Yes/No” to each domain are independent choices, i.e. agreeing to one does not impact the participant’s ability to agree to another (or all) options.
· Please amend the six intervention options in the Consent Forms to include a seventh option, in which participants can tick “yes to all” to agree to all six intervention options.
· Please amend the six treatment option tick boxes to replace treatment names with branded or lay-language names (e.g. replace “hydrocortisone” with “steroid” or similar).
· Please amend the six options with lay-language, “headlines”, e.g. “COVID-19 antiviral”
22. Please change ‘patient(s)’ to ‘participant(s)’ throughout all documentation 
23. Please be very careful to ensure the PISs do not overstate the potential benefits – for example, participants who are amongst the first to be enrolled, will not benefit from the potential benefit later participants may have from the adaptive platform.
24. Once the requested changes have been made to the PISs, please amend the Consent Forms to ensure that both documents are in congruence.  There must be consistency between the PISs and CFs  
25. Please amend the PIS sections on risks to include high-level, generalised risks across all interventions, including their frequencies and how serious each risk is. Balance the provision of information further to what is currently provided, with the constraint of the emergency situation requiring as much brevity as possible. Please also include information on risk management.
26. Please amend the ACC statement in the PISs to align with the ACC statement found in the HDEC Template PIS.
27. Please amend the PISs to include Māori support contact information.
28. Please amend the section of the PISs on data to disclose that study database is located in Australia and include a statement that privacy protections in other countries may differ to those offered in New Zealand as well as noting that participants de-identified data may be accessed by overseas researchers and please clarify whether there is NZ representation on the organisations which make decisions about data access and use, having regard to Standard 12.17 .
29. Please amend the PIS for relative/whanau/friend to ensure that the reader is not referred to as the participant, but that the reader’s relative/friend is the participant.
30. Please check the PIS for continued participation to ensure sense - some of the wording is more appropriate to initial enrolment.
31. Similarly, for the continued participation Consent form please amend the title so it says “Participant Consent form for continued participation’ to avoid confusion 

Decision 

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

Please address the suggested changes below, and submit evidence of these changes to HDEC prior to commencement of your study:
· Please include the collection of New Zealand ethnicity data at the New Zealand site
· Please provide a copy of the most recent report from the Data Safety Monitoring Board
· Please make the suggested changes to the PISs, taking into account feedback provided by the Committee (above). Please do not hesitate to get in touch with the HDEC Secretariat for clarification on any of the above feedback.

Please address the suggested changes below, and submit evidence of these changes as an Amendment to your application:

· Please provide greater detail on the Registry Arm of the study, including how this may interact with current and future treatment Domains and how it complies with the new National Ethical Standards for Health and Disability Research and Quality Improvement (2019) (particularly Chapter 12 on management and governance of Health Data).
· Please attach the most recent Data Safety Monitoring Board report, and/or significant interim findings, as supporting documentation for all future Post-Approval Forms (e.g. Amendments; Progress Reports, etc.).


After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O’Connor and Dr Karen Bartholomew 


General business

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

2. The Committee noted that greater contact with Tissue Banks may be necessary, in light of changes to Health & Disability Research Standards

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

	Meeting date:
	21 April 2020, 01:00 PM

	Meeting venue:
	Ministry of Health, Level 3,Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland




4. Problem with 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 6:30pm
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