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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	20 October 2020

	Meeting venue:
	Zoom Meeting ID: 882-1700-1774



	Time
	Item of business

	1:00pm
	Welcome

	1:15pm
	Confirmation of minutes of meeting of 15 September 2020

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

	
	 i 20/NTA/153
  ii 20/NTA/154
  iii 20/NTA/155
  iv 20/NTA/156
  v 20/NTA/159
  vi 20/NTA/161
  vii 20/NTA/163
  viii 20/NTA/164
  ix 20/NTA/165

	5:55pm
	General business:
Noting section of agenda

	6:00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Mrs Kate O'Connor 
	Lay (consumer/community perspectives) 
	29/01/2020 
	29/01/2021 
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	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 
	Present 


 

Welcome
 

The Chair opened the meeting at 1:00pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes


The minutes of the meeting of 15 September 2020 were confirmed.




New applications 


	 1  
	Ethics ref:  
	20/NTA/153 

	 
	Title: 
	BEAT-Calci 

	 
	Principal Investigator: 
	Dr Janak de Zoysa 

	 
	Sponsor: 
	The George Institute for Global Health 

	 
	Clock Start Date: 
	24 September 2020 


 
Janak de Zoysa, Meg Jardine and Arlen Wilcox 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 BEAT-Calci trial aims to establish evidence on the effect of a range of treatment options for people with End-Stage Kidney Disease and newly diagnosed calciphylaxis, within a single platform trial. 
2. As a platform trial, BEAT-Calci is governed by a Master Protocol, whereby multiple independently-powered trials or “domains” will be conducted within the same overarching trial structure. This “eternal” infrastructure provides the flexibility to add new treatments, or remove treatments that are not working, throughout the trial. 
3. Domains of this platform will be linked to assessing current and novel treatment strategies, including but not limited to: Pharmacotherapies, Dialysis Membranes, Wound Care or other novel agents. Currently, the Committee has been provided with the general study protocol and appendices for: (1) a NZ country-specific domain; and (2) a pharmacotherapy domain. 
4. The key objective of the trial is to establish high-quality evidence on the effect of a range of interventions on the BEAT-Calci Wound Assessment Scale (BCWAS) in patients with End-Stage Kidney Disease and newly diagnosed calciphylaxis.


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 how the different treatment domains would be assigned or randomised across study sites and the justification for using different treatment domains. The Researcher stated that the use of different treatment domains is to account for the preference and resources of each study centre. If evidence for other viable treatment domains becomes apparent and sites are able to accommodate it, then a new domain could be added as a study amendment.
6. The Committee queried whether any new medicines were being used in the study. The Researcher stated that some medicines are approved as one brand but not under other brands, so SCOTT approval is being sought to use the currently unapproved brands.
7. The Committee queried whether the target sample size is achievable in New Zealand. The Researcher stated that the study will recruit across multiple sites and will continue recruitment until the target numbers are reached.
8. The Committee queried how potential participants will be identified and invited to participate in the study. The Researcher stated that renal physicians at participating sites would be notified and asked to notify of potential participants, the renal registry may  be used or when a dialysis patient with this condition is admitted their file will be flagged by the site investigator and they will be approached by a study staff member who is not their usual clinician.
9. The Committee queried whether any study data will be entered into the registry of all renal units in Australia and New Zealand. The Researcher stated that no information from the study that was not already entered as part of standard of care will be entered into the registry. It was also confirmed that patients are informed before their data in included in the registry.
10. The Committee queried whether any children would be recruited into the study. The Researcher stated that no children would be recruited as the study sites do not treat children.
11. The Committee queried whether the wound questionnaire was intended for participants or health professionals to complete. The Researcher confirmed that this questionnaire is for study nurses to complete.
12. The Committee queried whether there was a plan for referral for depression or other psychological distress if completed questionnaires suggested these issues were present. The Researcher stated that such findings would initially be managed within the service as only some sites have access to mental health professionals. A plan is in place to review all completed questionnaires in a timely manner to mitigate any risks associated with this.
13. The Committee queried whether any samples were being sent overseas for biobanking. The Researcher stated that New Zealand sites are not participating in the biobanking aspect of the trial.
14. The Committee queried whether any data linking will occur between study data and other datasets, that might result in study data becoming potentially re-identifiable. The Researcher stated that data will be linked up with other trial data, but will not be linked with other datasets, e.g. the IDI.
15. The Committee queried whether an individual participant could be enrolled in more than one treatment domain at a time. The Researcher stated that they could and that the adaptive design of the study allows for this.
16. The Committee queried what will happen to blood samples. The researcher sated that bloods are being taken for safety purposes only and will be destroyed at the site level.

Summary of outstanding ethical issues

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

17. Please provide independent peer review using the HDEC peer review template.
18. Please provide the statistician’s report/appendix.
19. Please amend study documentation to include a New Zealand-based Sponsor (e.g. DHB, university).
20. Please obtain a Universal Trial Number (UTN).

The Committee requested the following changes to the three Participant Information Sheets and Consent Forms as appropriate: 

21. Please amend the PISs to clarify the trial design in lay-language.
22. Please amend the PISs to include a diagram or other visual describing how domains are chosen.
23. Please amend the PISs to state that data will be sent overseas and use the warning statements required by Standards 12.16 and 12.17.
24. Please amend the PISs to elaborate on what treatment being “intensified” means, and what that looks like for the participant.
25. Please amend the PISs to include greater detail on future research using deidentified study data to comply with Standard 7.57.
26. Please amend the PISs to contain the information on who will receive study data, as found in the protocol having regard to the PIS template section “What will happen to my data” on the HDEC website.
27. Please amend the PISs to include a statement that participants have the right to access and correct information about themselves.
28. Please remove the withdrawal form and state that participants can withdraw from the study verbally.
29. Please amend the PISs to include the Māori tissue statement as per Māori consultation letter.
30. Please amend the PISs and protocol to state that if one treatment becomes obviously superior over the course of the study, it will be made available to participants at the end of the study.
31. Please amend study documentation to state that standard of care for dialysis devices varies across New Zealand, but all devices used in this study are standard for at least one site in New Zealand.
32. Please provide the BEAT-Calci Data Management Plan referred to in the documentation and ensure that the relevant New Zealand requirements for data management, set out in Standards 12.14 and 12.15, are met (either by way of amendment to that Plan, amendment to the NZ specific domain, or by way of a separate NZ Data Management Plan)
33. amend the PIS to include information on data management as per the HDEC template PIS.
34. Please amend the PIS to clarify what is meant by passive data collection and follow-up.
35. Please review the Consent Form to ensure that all relevant clauses found in the HDEC template CF are present.
36. Please ensure that photographs are explicitly consented for in the Consent Form.
37. Please ensure that the Consent Form acknowledges data is being sent overseas.
38. Please clarify whether the study is accessing standard of care blood results and whether they will be placed in the study database.
39. Please review page 5 of the PIS on withdrawal, in particular whether participants will be able to have their data destroyed.

Decision 

The study as currently submitted with a general protocol and a pharmacotherapy domain, a dialysis domain and NZ country specific domain, together with supporting documentation relating to that protocol and domains is provisionally approved by consensus, subject to the following information being received:

· Please provide independent peer review using the HDEC peer review template.
· Please provide the statistician’s report.
· Please provide the BEAT-Calci Data Management Plan and ensure that the relevant New Zealand requirements for data management, set out in Standards 12.14 and 12.15, are met (either by way of amendment to that Plan, amendment to the NZ specific domain, or by way of a separate NZ Data Management Plan)
· Please amend study documentation to include a New Zealand-based Sponsor (e.g. DHB, university).
· Please obtain a Universal Trial Number (UTN).
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above)
· Note: Additional domains must be referred to the Committee for review and approval before implementation. 

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




	 2  
	Ethics ref:  
	20/NTA/154 

	 
	Title: 
	NIHP 

	 
	Principal Investigator: 
	Dr Amul Sibal 

	 
	Sponsor: 
	The Alfred 

	 
	Clock Start Date: 
	08 October 2020 


 
Dr Amul Sibal 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 time from when a heart is removed from a brain-dead organ donor and transplanted into a recipient is known as the ischemic time. This is a critical period of time since the donor heart is not receiving any blood supply, oxygen or nutrition and if the ischemic time becomes prolonged (beyond approximately 4 to 6 hours), the heart may be damaged to the point that it does not work well in the recipient. 
2. For the last 50 years of heart transplantation, transportation of the heart during the ischemic time involves stopping the heart and then putting it in ice slush to cool it down and reduce its energy requirements. Recent advances have led to the development of a mechanical system called non-ischemic heart preservation (NIHP). With this system, during the ischemic time, the heart can be continuously perfused with a solution containing hormones, oxygen and some nutrition. 
3. Protecting the donor heart using NIHP is hoped to substantially increase the ischemic time while minimizing the risk of primary graft dysfunction. 
4. The aim of the current trial is to investigate the effectiveness of NIHP to increase the ischemic time of donor hearts to 6 to 8 hours. Findings from this study may demonstrate that NIHP is beneficial in preventing primary graft failure. 
5. Additionally, countries the size of Australia and New Zealand where donor hearts may be declined because the ischemic time is unacceptably long, NIHP of the donor heart may allow longer ischemic times and hence increase donor heart availability. One NIHP unit will be available for use in New Zealand for this 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 what was meant in the protocol by paediatric patients and whether any participants will be children. The Researcher stated that this refers to patients who were diagnosed with congenital heart disease as children, and that they should be over 16 years old by the time they would be eligible to receive a heart transplant.
7. The Committee queried whether the proposed study is investigator-led or commercial. The Researcher stated that the study is linked to a company which may benefit from the results of the study, but they have no say in the design and conduct of the trial, data analysis or publication of findings. Additionally, there are funding sources for the study separate from the manufacturer and the company will not be receiving study data. The Committee was satisfied that this study is not principally for the benefit of the manufacturer and therefore ACC may cover any injuries as a result of the study.
8. The Committee asked about whether donor families should be notified of this research. The researcher outlined their supportive relationship with Organ Donation NZ and the guidelines in place which state that there should be no donor requirements for recipients, and that the process in place routinely does notify donors that there is potential for various forms of research to be undertaken related to the organ and recipient’s care. The Committee were satisfied with this explanation that no additional study disclosures were required.
9. Appropriate training in the use of the NIHP will be undertaken prior to study commencement.

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 discussed the nature of the term ‘run-in’ for the group <6 hours and the group 6-8 hours, with respect to the FIH study being <4 hours only. The researchers acknowledged that the question of extension past 4 hours had not been established and that safety information was relevant for both groups in this study. The Committee requested that the parameters of the FIH study is made clear in the PIS.
11. Please amend study documentation to include a New Zealand-based study Sponsor, e.g. Auckland District Health Board.
12. Please provide the study data safety monitoring plan referred to in the protocol.
13. Please amend the data section of the PIS, please refer to the section of the HDEC template PIS, “What will happen to my data”, for guidance.
14. Please ensure there is a New Zealand data management plan which complies with Standards 12.14 and 12.15. 
15. Please clarify whether contraindications for the solution used in NIHP is accounted for in the study protocol and amend study documentation as required.
16. Please provide local peer review once completed.

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

17. Please amend the PIS to include more information about the first in humans trial using a 4-hour timeframe only, compared with the timeframes proposed for this study.
18. Please clarify in the PIS which procedures are standard of care and which are study-specific, and which standard of care procedures will the study access the results of.

Decision 

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

19. Please amend study documentation to include a New Zealand-based study Sponsor, e.g. Auckland District Health Board.
20. Please provide the study data safety monitoring plan referred to in the protocol.
21. Please amend the data section of the PIS, please refer to the section of the HDEC template PIS “What will happen to my data” for guidance.
22. Please ensure there is a New Zealand data management plan which complies with Standards 12.14 and 12.15. 
23. Please clarify whether contraindications for the solution used in NIHP is accounted for in the study protocol and amend study documentation as required.
24. Please provide local peer review once completed.
25. 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 Dr Karen Bartholomew and Mrs Kate O’Connor.


 

	 3  
	Ethics ref:  
	20/NTA/155 

	 
	Title: 
	Overcoming dental anxiety with needle-free tooth anaesthesia 

	 
	Principal Investigator: 
	Prof. Paul Brunton 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	08 October 2020 


 
Professor Paul Brunton, Andrew Taberner and Carolina Loch 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. Dental anxiety is a common barrier to effective dental care. One trialled method to help overcome dental anxiety is needle-free jet injection, which involves delivering local anaesthetic as a high-speed jet capable of penetrating the oral mucosa without a needle. Previous efforts have used loud, uncontrolled injectors designed for transdermal delivery that have failed to achieve significant uptake in dental practice. 
2. In the proposed study, Researchers intend to test the clinical performance of a controllable jet injection device driven by a silent electric motor for the delivery of dental local anaesthetic. 
3. The injector includes a slim, tubular attachment at its distal end, which allows the delivery to be performed comfortably throughout the mouth. 
4. The study will address 2 questions: 
· Will proper anaesthesia result from controlled needleless delivery? 
· Will this method improve comfort and reduce dental anxiety compared to anaesthesia by needle and syringe? 
5. These questions will be investigated by conducting a pilot clinical trial where the jet injection system will be directly compared to the gold standard needle-syringe technique for the delivery of dental local anaesthetic.

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 potential participants would be paying for their tooth extraction or receiving publicly funded services. The Researcher stated that as all patients were adults, all would usually be paying for the procedure if not enrolled in the study. Any follow-up procedures, such as orthodontics or dentures, would not be covered by the study.
7. The Committee queried who owns the IP for the study device. The Researchers stated that the IP is owned by MIT and licenced to a US-based company co-founded by Andrew Taberner. The wand used in this study is not currently copyrighted or patented and the focus of this trial is therapeutic benefit rather than commercialisation. The company with the IP licence will not be receiving any study data. The Committee considered the range of issues related to sponsorship and IP and agreed that on balance this was to be considered an early developmental pilot study but that the sponsorship arrangements would need to be clarified for any future studies.
8. The Committee queried whether the primary aim of the study was to address dental anxiety of to test the study device i.e. a device trial. The Researcher clarified that the main study question is whether the study device will affect dental anxiety among participants.
9. The Committee queried how randomisation would occur if each participant is receiving both treatments. The Researcher stated that the randomising factor is which side of the mouth will receive which treatment.
10. The Committee asked for clarification of whether there are any other relevant comparators e.g. other needle free devices, paste etc. The researchers stated that there was not and that injections (with pre-injection anaesthetic paste) was standard of care (and is the comparator).

Summary of outstanding ethical issues

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

11. Please provide an Investigator’s Brochure for the study device, or include in the protocol more information and safety data from preclinical trials, as per requirements in ISO standards for device trials.
12. Please clarify in the resubmitted application form the role that Andrew Taberner will have in this trial and address how any potential or perceived conflicts of interest will be managed.
13. Please provide more information on how tissue response to anaesthetic will be measured.
14. Please clarify in study documentation who in terms of study personnel is blinded to the treatment and who is not.
15. Please amend the protocol and PIS to state what will happen if the device does not provide sufficient numbing for the participant and convey this in the PIS.
16. Please remove the collection of unnecessary demographic data from the protocol unless its use is well justified – only the data required for the study should be collected.
17. Please amend the gender and ethnicity data collection to align with Statistics New Zealand categories eg, New Zealand European, Māori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) - please state. 
18. Please provide a statistical plan/report for the analysis of study results.
19. Please amend the section of the protocol on data management to comply with Standards 12.14 and 12.15 – a draft template data management plan may be found on the HDEC website.

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

20. Please amend the PIS to include information for participants that there are post-procedure photographs and questionnaires. 
21. Please ensure that the PIS includes information about reimbursement for travel costs.
22. Please amend the PIS to include potential risks in addition to potential benefits.
23. Please amend the PIS data section to align with the section of the HDEC PIS template entitled “What will happen to my information?”.  Please also ensure that all relevant sections from that template are included in the PIS and that the references are changed from ‘patient’ to ‘participant’.
24. Please amend the section of the PIS on who is managing and funding the study to advise participants that the device may be commercialised in the future and whether they will or will not be entitled to share in any benefits from such commercialisation (refer Table 7.1 NEAC Standards) .
25. Please clarify in the PIS that the dental style of device used in this trial is the first of its kind in humans and that it is a pilot.
26. Please ensure that the PIS states that negative results will still be published.
27. Please amend the PIS to ensure all standard of care options are communicated to the participant. If there are no standard of care options, please state as such.
28. Please ensure the most up-to-date wording of the ACC Statement is used (refer to the HDEC template). 

Decision 

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

· Please provide an Investigator’s Brochure for the study device, or include in the protocol more information and safety data from preclinical trials, as per requirements in ISO standards for device trials.
· Please clarify in the resubmitted application form the role that Andrew Taberner will have in this trial and address how any potential or perceived conflicts of interest will be managed.
· Please provide more information on how tissue response to anaesthetic will be measured.
· Please clarify in study documentation who in terms of study personnel is blinded to the treatment and who is not.
· Please amend the protocol and PIS to state what will happen if the device does not provide sufficient numbing for the participant and convey this in the PIS.
· Please remove the collection of unnecessary demographic data from the protocol unless its use is well justified – only the data required for the study should be collected.
· Please amend the gender and ethnicity data collection to align with Statistics New Zealand categories (Standard 9.20).
· Please provide a statistical plan/report for the analysis of study results.
· Please amend the section of the protocol on data management to comply with Standards 12.14 and 12.15 – a draft template data management plan may be found on the HDEC website.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee

 

	 4  
	Ethics ref:  
	20/NTA/156 
	 

	 
	Title: 
	SACAT Study 
	 

	 
	Principal Investigator: 
	Ms Marnie Carter 
	 

	 
	Sponsor: 
	Ministry of Health 
	 

	 
	Clock Start Date: 
	08 October 2020 
	 


 
Marnie Carter was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study plans to review the operation and outcomes of the Substance Addiction (Compulsory Assessment and Treatment) Act 2017 (the Act). It is intended to show whether the Act is achieving its stated purposes and to identify areas where improvement can be made to the operation of the Act and outcomes for applicants, patients and whānau. 
2. The study includes multiple methods. These include:
· Qualitative interviews with service providers, health service and Māori managers, clinicians who deliver the Act, people who have been placed under the Act and their whanau; 
· Small group discussions with clinicians about their experience with the Act;
· Descriptive analysis and multivariate analyses of data extracted from the PRIMHD dataset and complementary data on health and social outcome measures; 
· Documentary file review including review of case law.

Summary of resolved ethical issues 

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

3. The Committee noted that it appeared that the application was at a more formative stage of development and was missing key documents, the protocol was very light and the PIS was not at the appropriate standard. 
4. The Committee noted that the design appeared to be an index case (person under the Act), with interviews with linked whānau, clinicians, support workers etc about their case and experience. The index case needs to have full disclosures of this approach, be able to choose their participating people in the relevant categories, and consent specifically to this – as well as the review of their case file.   
5. The Committee queried whether data from case files will be linked to interviews. The Researcher confirmed that this would be the case, and that clinical files would be reviewed with consent while the patient and their whanau would be interviewed. The Researcher acknowledged that it may be difficult to contact some potential participants for an interview; in those instances, case files will be more heavily relied upon. The 
6. The Committee queried whether the proposed group interviews would put participant confidentiality at risk. The Researcher stated that these would only be done with clinicians who would be talking in generalities about their experiences with systems and processes.
7. The Committee queried whether capacity for participants to provide consent for themselves will be a potential issue. The Researcher stated that this will be a consideration and that clinicians will be referring patients to the study via flyers, and will only suggest participation to those who they believe will have capacity to consent. 
8. The Committee queried how distress in the interviews will be managed. The Researcher stated that participants will be briefed on the interview being mostly about treatment under the Act, not the circumstances under which they were placed under the Act. Interviewers are trained specialists with experience and expertise in working with vulnerable people who experience alcohol and drug-related problems. If participants become distressed during the interview, then the interview can be paused or stopped altogether. Follow up support will also be offered.
9. The Committee queried how interviewer safety is being considered. The Researcher stated that interviewers always work in pairs with interviews done on site; no home visits will take place. Debrief sessions and staff counselling is also available for study staff.
10. The Committee noted the excellent peer review provided. 
11. The Committee noted that verbal consent was not sufficient.

Summary of outstanding ethical issues

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

12. Please amend the study protocol to include information on how capacity to provide consent will be assessed and how those at different stages of the Act would be accounted for in this process.
13. Please provide justification for a waiver of consent for the secondary re-use of health data without consent, as per the requirements outlined by Standards 7.46 – 7.48 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
14. Please amend the protocol to include Māori health workers in interviews as per the suggestion in the Māori consultation.
15. The Committee noted that the PRIMHD data analysis was proposed under waiver of consent for secondary use. The committee outlined the conditions required for consideration of a waiver, the researcher noted the importance of complete data (scientific) and extend of the data (practicality). Linking of datasets was noted. Please provide clarification on who holds the outcomes data not otherwise found in the PRIMHD database and who gives permissions for that to be used in research. Full information about the quantitative analysis is required. The Committee needs to agree to a waiver of consent when sufficient information is provided. 
16. Please provide greater detail on what datasets will be used in the study, how they will be accessed, and whether any datasets will be linked. Please refer to Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (NEAC, 2019), or the HDEC Secretariat, for guidance.
17. Please ensure that sufficient time is allowed between the potential participants seeing the full PIS and attending the proposed interview.
18. Please draft  a Data Management Plan to comply with Standards 12.14 and 12.15 and refer to the HDEC template Data Management Plan for guidance. 
19. Committee noted that where the researchers intend to review files for those not consenting to the study that this is requested under a waiver of consent, and on the condition that the data is thoroughly de-identified as soon as practicable and that this approach is clearly outlined in the Data Management Plan.
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

20. Please create specific PISs for whanau, clinicians and other groups involved in the research as participants using the HDEC templates and outlining specifically how people were selected and all study procedures.  Please also provide interview guides for all groups. 
21. Please amend information sheets for those who have been placed under the Act to describe the risks for each group of participants (including distress, privacy risks (recording of interviews, transcribing interviews; and for clinicians the possibility of employment consequences (if any)) and what steps will be taken to mitigate those risks e.g. presence of support person and that interviews can be stopped etc ,.
22. Please ensure that the first information sheet that potential participants receive states that interviews will be taking place as part of participation. 
23. Please amend the PIS to include that post-interview support is available to participants.
24. Please review the PISs and ensure that all required sections found in the HDEC template PIS are included.
25. Please ensure that the PIS states that the participant will be asked to consent to who the Researcher talks to e.g. clinicians, whanau, etc. The PIS for clinicians/whanau/support persons should state that the participant has consented to them being talked to.

Decision 

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

· Justification for waiver of consent for secondary re-use of data is required (Standards 12.28 – 12.30, National Ethical Standards, 2019)
· Data governance and management must be adequately protocolised (Standards 12.11 – 12.15, National Ethical Standards, 2019)
· Please amend the Participant Information Sheets and Consent Forms, taking into account the feedback provided by the Committee.

 

	 5  
	Ethics ref:  
	20/NTA/159 

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

	 
	Principal Investigator: 
	Professor Paul Hofman 

	 
	Sponsor: 
	Novo Nordisk 

	 
	Clock Start Date: 
	08 October 2020 



Professor Paul Hoffman and Ashmit Kaur 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. Despite the increased prevalence and the potential short-term and long-term risks associated with early onset of Type 2 diabetes (T2D), optimal regimens to treat children and adolescents with T2D are not established. Treatment approaches are often extrapolated from those used for adults. Insulin is approved for the treatment of paediatric T2D; however, insulin is associated with hypoglycaemia and weight gain and are therefore subject to considerable clinical inertia, i.e. the failure to initiate insulin or intensify the dose in a timely manner. GLP-1 RAs have therefore been suggested as another treatment option when glycaemic control is not achieved with metformin and insulin alone.
2. This study is a randomised, double-blind, placebo-controlled design with stratification (<14 and ≥14 years of age at randomisation and by sex) Participants will stay on their randomised treatment and continue the double-blind treatment period to 52 weeks. The global standard of care for this population is metformin and/or insulin treatment, if glycaemic control cannot be achieved by metformin treatment alone. When entering the trial, participants on metformin will continue treatment with metformin at a dose of ≥1000 mg (or max tolerated dose). After the 52-week treatment period, a 12-week follow-up period is included where subjects are not exposed to trial products.


Summary of resolved ethical issues 

3. The main ethical issues considered by the Committee and addressed by the Researcher are as follows. The Committee noted the importance of this research and its potential benefits given the significant health problems associated with T2D.  The Committee also noted that there are expected to be only two New Zealand participants.
4. The Committee noted that there were 92 documents uploaded, however many of these were not relevant, superfluous or in a foreign language.   

Summary of outstanding ethical issues

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

5. The Committee noted that this study was declined by Northern B HDEC and that a number of the reasons given for that decision have not been addressed in the newly submitted documentation.  All of those matters must be addressed to ensure that the potential risks of the study do not outweigh the potential benefits of it.  The ethical issues noted by Northern B HDEC which remain outstanding include:
a) The provision of independent peer review using the HDEC template – peer review from the sponsor is not considered to be independent.
b) The provision of territory-specific study insurance.
c) Greater detail being provided with regards to Tanner staging examination and what this entails for participants, including how the privacy of participants and the dignity of participants and research staff will be protected.
d) The provision of a Data Management Plan which follows the HDEC template and/or is compliant with Standards 12.14 and 12.15 of the National Ethical Standards for Health and Disability Research Quality Improvement (NEAC, 2019).
e) The provision of a separate PISCF that adequately describes the antibody sub-study (see Optional HDEC template)
f) The continued incorrect reference in the documentation to those under 18 unable to provide consent 
g) The continued reference in the documentation to trials in New Zealand being stopped for commercial reasons – this is not permitted in New Zealand.
h) The failure to New Zealand’ise the documentation. 

6. In addition, the following matters must be addressed:
a) The HDEC template section on contraception should be used in the relevant PISs.
b) The collection of pregnancy and post-birth information cannot be mandatory – please amend the relevant PISs accordingly.
c) Please amend the documentation (including the protocol and relevant PISs) to include information on the use of fitness trackers, period trackers and other study devices and the Health Tracker.  
d) Please ensure that all study procedures are explained in lay-friendly language, including why they are being undertaken as part of the study, e.g. ECG, eye examinations, bone age x-rays, etc A suggestion was made to consider a schedule of events and a table outlining the various procedural elements and a lay explanation. 
e) Please amend the documentation (including the protocol and relevant PISs) to include information on dietary and fitness counselling and please ensure this is appropriate for the New Zealand context 
f) Careful consideration of which of the participant-facing documentation included in the “Recruitment and Retention materials’ will be used in NZ (eg, greeting cards, thank you letters, letters to teachers, family and friends brochures)  .  The Committee noted that not all of those materials are appropriate in the New Zealand context and should not be used (eg, the video testimonial).  
g) Please amend the PISs to ensure that all participants’ GPs will be informed of their participation in the study.
h) Please remove references to patient search agencies which are not used in New Zealand 
i) Please ensure Standard 7.57 of the National Ethical Standards for Health and Disability Research Quality Improvement (NEAC, 2019) is followed with regards to Future Unspecified Research.
j) Please ensure that all participants are appropriately informed of what is happening to their data, having regard to the PIS template on the HDEC website “What will happen to my information?” 
k) Please condense the PISs by removing repeated text and using tables and/or diagrams in lieu of large bodies of text, if possible.
l) Please provide a radiation physics assessment, even if the site is experienced and the risk is low. 
m) Please amend the advertisement to remove incentives for participation
n) Please ensure that Participant Information Sheets contain the correct injury compensation statement, as per the HDEC template PIS
7. The Committee encouraged the researchers to resubmit an application to Northern A HDEC, as they are familiar with the proposed study.
8. The Committee also noted the very large number of documents submitted with the current application (92 documents in total) including documents in a foreign language, repeated documents, and participant-facing documentation which may not be used in New Zealand. The Committee requested that future submissions be rationalised to avoid repetition, foreign language documents and documents which will not be used in New Zealand.  


Decision 

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

· Please provide adequate independent expert peer review (Standard 9.25 – 9.32, National Ethical Standards, 2019)
· Territory-specific insurance needed (Standard 17.1 – 17.6, National Ethical Standards, 2019)
· Data governance and management must be adequately protocolised (Standards 12.11 – 12.15, National Ethical Standards, 2019)
· Please amend the Participant Information Sheets and Consent Forms, taking into account the feedback provided by the Committee (Standard 7.19, National Ethical Standards, 2019)
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	Ethics ref:  
	20/NTA/161 

	 
	Title: 
	NUTRIENT 

	 
	Principal Investigator: 
	Mrs Eileen Gilder 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 October 2020 


 
Eileen Gilder 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. To determine the role of nutrition in recovery from critical illness in Australia and New Zealand, current practice must first be understood. However, no benchmarking process currently exists for nutrition practice during critical illness. This vital gap requires addressing. 
2. Previously, the International Nutrition Survey (INS) provided a national and international benchmarking opportunity for nutrition during critical illness. Conducted 5 times between 2007 and 2014, the information from this survey provided participating sites with data about their nutrition practice and informed the wider community about practices in the area. 
3. The researchers sought to conduct the New Zealand part of the study by way of opt-out consent.  The Australian part of the study is seeking a waiver of consent. 

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 whether the study funders (nutritional solutions companies)  are expected to benefit from the outcome of the study. The Researcher stated that the funders have no say in the conduct of the trial and that the nutritional products are already in use. 
5. The Committee noted this is an observational study, to be conducted over 7 days (two time periods), and queried whether the study intended to collect any data beyond that which is collected as normal standard of care. The Researcher stated that no extra data will be collected than is contained in the clinical notes (but is not in the routine ANZICS database); nutrition data used in the study is routinely collected as well,. The dates for the study period would be set, but the data would be collected retrospectively.  
6. The Committee queried whether the proposed study could be set up as a platform for potential future research. The Researcher agreed that this is possible, however it is not within the purview of the existing study..

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 a waiver of consent may be more appropriate for this type of study than an opt-out consent model which may raise legal difficulties (Standard 7.44 and commentary). The Committee discussed the waiver requirements of the NEAC Standards (Standards 7.46 – 7.48; and 12. 28 – 12.30) and considered:
i. the desirability that all critically ill people during the 7 day period be included in the benchmarking
ii. the likely lack of capacity of most of the critically ill patients 
iii. the requirement for appropriate data governance plans to be in place
iv. whether consultation is required, and if required, appropriate consultation is undertaken with cultural or other relevant groups, and those consulted support the proposed use of the data
v. whether there is any known or likely reason to expect that participants and/or individual(s) would not have consented if they had been asked.
8. The Committee invited the Researcher to provide a justification for the waiver of consent for the secondary use of data and noted that it must be satisfied that that the nature, degree and likelihood of possible benefits (including to participant and/or individuals and the value of the research to the public) outweigh the nature, degree and likelihood of possible harms (including to any participant and/or individual, other individuals, whanau, hapu, iwi, Maori communities and any other groups or communities). 
9. The Committee recommended that the Researcher utilise the HDEC template for a New Zealand specific Data Management Plan.  Currently, the protocol does not include a data privacy and management section and it is insufficient to simply state that different localitites/sites will need to comply with local law.  There must be New Zealand specific data management provisions. 
10. The Committee also requested that, in general, the study documentation be amended to ensure it is country-specific to New Zealand and respectful to New Zealand participants. 

Decision 

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

· Please provide justification for a waiver of consent for the secondary re-use of health data in accordance with the National Ethical Standards for Health and Disability Research and Quality Improvement (NEAC, 2019).
· Please provide a complete data management plan, using the HDEC data management template as a guide.
· Please amend study documentation to be New Zealand specific as appropriate.

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Sotera Catapang and Mrs Kate O’Connor.
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	Ethics ref:  
	20/NTA/163 

	 
	Title: 
	A randomised controlled pilot study of ketamine-assisted therapy 

	 
	Principal Investigator: 
	Dr. Nicholas Hoeh 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	08 October 2020 



Nicholas Hoeh and Suresh Muthukumaraswamy 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. In this proposed study, investigators aim to recruit from an adult population with treatment-resistant depression throughout the Auckland region. After appropriate screening and informed consent, each participant will be treated once with ketamine in combination with brief psychotherapy. 
2. The participants will be randomised to receive either an enhanced setting in the form of time variable fractal viewing or treatment as usual. 
3. The post-treatment assessment will be blinded between the enhanced group and the control group. 
4. The Researchers propose to study up to 20 healthy volunteers to pilot the drug delivery and data collection procedures.  
5. This study aims to explore the possibility of designing a larger study involving use of ketamine for the treatment resistant population.

Summary of resolved ethical issues 

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

6. The Committee queried how recruitment will be undertaken. The Researchers stated that they will reach out to community mental health and primary care and clinicians once locality approval is complete, in addition to online advertising (self-referral).
7. The Committee queried what happens to the participants at the end of the study day. The Researchers stated that they will be medically cleared at the end of the day and the Researchers will strongly recommend that participants have a support person with them who can ensure they get home safely and will not be home alone. A lack of support person will not necessarily result in exclusion from the study and will be managed on a case by case basis.
8. The Committee queried the presence of a physicist on the study team. The Researchers stated that he is an expert on fractals.
9. The Committee queried whether, if fractal treatment produces clearly better results than the checkerboard treatment, would those randomised to checkerboard be offered the fractal treatment. The Researcher stated that this would be considered, however it is unlikely to be determined based on the results of this small study alone.

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 copies of all online advertising for review.
11. The Committee queried the need for any healthy volunteers for the study.  The Researchers stated that they needed to determine adequacy of drug delivery and data collection systems.  The Committee requested good written justification for the use of healthy volunteers, and expressed the view that twenty healthy volunteers appeared excessive and should be reduced to a minimum number.  
12. The Committee noted that the description in the PIS of one aspect of study participation is not fulsome, i.e., the ‘environment’ participants will be randomised to on the second study visit.  The two environments are for participants to look at either: (1) fractal images; or (2) checkerboard images.  The Researchers explained that the reason for the less than fulsome explanation of the environments is to avoid participants educating themselves about fractal images, in advance of the study.  The Researchers want to avoid pre-set expectations about fractal images.  Please ensure that a debrief session is undertaken with all participants to inform them that setting is a blinded variable, and why is must be blinded.
13. The Committee stated that it should be clarified whether the proposed project is a pilot study or feasibility study and, if it is a feasibility study, the protocol should include information on how the study will provide evidence to inform a larger study i.e. sample size, participant accrual etc.
14. Please improve the data management plan in the protocol to comply with Standards 12.14 and 12.15 – this should include not only paper-based data but also video and audio recordings and how all forms of data will be protected, stored and destroyed and who will have access to what forms of data (and whether identifiable or de-identified) and why they will have access (e.g., including the independent rater).  Greater detail is also required regarding the publicly accessible databases. 

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

15. Please provide a separate PISCF that includes details of the top-up dose, so that participants have the option to decline the second dose.
16. Please amend the data section of the PIS, using the HDEC PIS template “What happens to my information?” as a guide, including what happens to data upon withdrawal, access and correction rights and who has access to what kind of data (including video and audio) and why.
17. Please amend the PIS to include why blood tests are needed, where they will be sent for analysis and how long they will be kept. Information should include that they are screening for recreational drugs and whether or not they are also screening for notifiable diseases.   Please ensure compliance with Standards 14.16 – 14.18 
18. Please amend the PIS to inform potential participants that participating will include the completion of questionnaires, some of which are long and contain potentially distressing questions.
19. Please add clear inclusion and exclusion criteria in the PIS and consolidate the relevant text into this section (currently in several different sections).
20. Please amend the PIS and relevant documentation to include more information on the video and audio recordings (for example, why they are being done, whether they will be transcribed (and by whom) and how privacy and confidentiality will be protected as per the protocol, including that these take place as part of post-study assessments.
21. Please amend the start of the PIS to state that participation will include an intramuscular injection and that participants may feel the effects of the study drug for up to two weeks after the injection.
22. Please move the safety information more towards the beginning on the PIS.
23. Please amend the section of the PIS on benefits to outline the potential benefit (potential to improve depressive symptoms) and remove irrelevant information from this section..
24. Please amend the PIS and Consent Form for consistency to state that the participant’s GP will be informed of their participation in the study.

Decision 

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

· Please provide copies of all online advertising for review.
· The Committee queried the need for any healthy volunteers for the study.  The Researchers stated that they needed to determine adequacy of drug delivery and data collection systems.  The Committee requested good written justification for the use of healthy volunteers, and expressed the view that twenty healthy volunteers appeared excessive and should be reduced to a minimum number.  
· The Committee noted that the description in the PIS of one aspect of study participation is not fulsome, i.e., the ‘environment’ participants will be randomised to on the second study visit.  The two environments are for participants to look at either: (1) fractal images; or (2) checkerboard images.  The Researchers explained that the reason for the less than fulsome explanation of the environments is to avoid participants educating themselves about fractal images, in advance of the study.  The Researchers want to avoid pre-set expectations about fractal images.  Please ensure that a debrief session is undertaken with all participants to inform them that setting is a blinded variable, and why is must be blinded.
· The Committee stated that it should be clarified whether the proposed project is a pilot study or feasibility study and, if it is a feasibility study, the protocol should include information on how the study will provide evidence to inform a larger study i.e. sample size, participant accrual etc.
· Please improve the data management plan in the protocol to comply with Standards 12.14 and 12.15 – this should include not only paper-based data but also video and audio recordings and how all forms of data will be protected, stored and destroyed and who will have access to what forms of data (and whether identifiable or de-identified) and why they will have access (e.g., including the independent rater).  Greater detail is also required regarding the publicly accessible databases. 
· Please amend the Participant Information Sheet 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 Dr Karen Bartholomew and Mrs Kate O’Connor 
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	Ethics ref:  
	20/NTA/164 

	 
	Title: 
	Fetal CCHD study 

	 
	Principal Investigator: 
	Dr Zoe Vetten 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 October 2020 


 
Zoe Vetten 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 proposed project is a retrospective study of neonates with critical congenital heart disease (CCHD), specifically Tetralogy of Fallot (ToF) and Borderline Left Heart Disease/Coarctation of the Aorta (CoA) in New Zealand and Australia. Both conditions may be identified prenatally on fetal echocardiography, however the ability to identify critical cases and predict the need for neonatal intervention remains a challenge. 
2. The Researchers propose a retrospective chart review and database analysis of infants in New Zealand and Australia to review prenatal factors predictive of neonatal intervention. This two-part study will be conducted by a collaborative group of fetal cardiologists and maternal fetal medicine (MFM) units across Australia and New Zealand (CSANZ Fetal Group) with lead investigators in Auckland (ToF arm) and Brisbane (CoA arm). 
3. Patients diagnosed prenatally and undergoing surgical or catheter intervention in the first 30 days of life for management of these conditions will be included. 
4. A review of the prenatal assessment will be performed to identify the anatomical features present on fetal echocardiography that predict the need for neonatal intervention. 
5. The presence of genetic and anatomical anomalies will also be noted to determine the contribution of these. The study  aims to collect data from the only fetal cardiology centre in NZ and 13 centres in Australia to perform a highly powered data analysis. 
6. From this, Researchers aim to develop an algorithm to more accurately predict neonatal outcomes and aid decision making around delivery planning. This aims to benefit families in the regions through better expectant management of fetuses with these cardiac conditions.

Summary of resolved ethical issues 

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

7. The Committee discussed whether a justification for a waiver of consent for the secondary use of data has been provided in accordance with NEAC Standards (7.46-7.48; and 12.28 – 12.30) and noted:
i. the clear potential benefit from the study
ii.  the potential distress that could be caused by approaching families to obtain consent; and 
iii.  the deidentification and management of health information.
8. The Committee also noted other considerations in justifying a waiver and requested the Researcher to provide the Committee with information on them (as detailed below). 
9. The Committee queried where data, such as chromosomal changes, are coming from. The Researcher stated that they hope to obtain this data from antenatal records, or from genetic testing after birth (which can also be offered).
10. The Committee queried whether potentially identifiable data such as date of birth will be attached to data. The Researcher stated that it will not, only age at diagnosis will be recorded.
11. The Committee queried whether echocardiograms will be transferred between sites. The Researcher stated that originally the plan was for a pair of study staff to travel to sites and review to ensure consistency, however with travel restrictions in place echocardiograms will be deidentified and sent in a package to the two investigators for review.

Summary of outstanding ethical issues

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

12. The Committee noted the issues to consider in deciding whether to grant a waiver for the secondary use of data in accordance with the NEAC Standards (Standards 7.46 – 7.48; and 12. 28 – 12.30) also included:
i. whether consultation is required, and if required, appropriate consultation is undertaken with cultural or other relevant groups, and those consulted support the proposed use of the data
ii. whether there is any known or likely reason to expect that participants and/or individual(s) would not have consented if they had been asked.
13. The Committee also noted that a waiver of consent is not a waiver of responsibility, e.g. should there be an actionable incidental finding then it should be disclosed to the participant and/or individual.
14. Having regard to these issues, the Committee requested the Researcher to provide it with:
i.  further information on whether any interest groups exist and whether they have been consulted with on this study; and 
ii. an action plan for incidental findings.
15. The Committee also requested the Researchers improve the Data Management Plan, having regard to Standards 12.14 and 12.15 and, in particular: 
i. Please amend the protocol to clarify who will be responsible for study data and who can access the study database.
ii. The Committee requested confirmation of how the base cohort will be selected. The Researcher noted that this was from a surgical database. The Committee requested further information about the database, and a full list of all data variables and the sources from which they will be obtained and any relevant data access requirements
iii. Please amend study documentation to state which version of REDCap is being used for the study (where data is held), and that study data will be kept for ten years after the youngest participant has turned sixteen
iv. Please amend the study documentation to include how privacy and confidentiality of the echocardiograms will be preserved.
v. Please ensure compliance with the Standards which provide guidance on the linking of data (Standards 12.31-12.39)
16. The Committee noted that if a new data source is to be added post-approval, a study amendment will need to be submitted to HDEC for review.
Decision 

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

· With regards to the application for a grant a waiver for the secondary use of data in accordance with the NEAC Standards (Standards 7.46 – 7.48; and 12. 28 – 12.30):
· whether consultation is required, and if required, appropriate consultation is undertaken with cultural or other relevant groups, and those consulted support the proposed use of the data
· whether there is any known or likely reason to expect that participants and/or individual(s) would not have consented if they had been asked.
· Please ensure that, should there be an actionable incidental finding, then it should be disclosed to the participant and/or individual.
· The Committee requested the Researcher to provide it with:
· further information on whether any interest groups exist and whether they have been consulted with on this study; and 
· an action plan for incidental findings.
· The Committee also requested the Researchers improve the Data Management Plan, having regard to Standards 12.14  and 12.15 and, in particular: 
· Please amend the protocol to clarify who will be responsible for study data and who can access the study database.
· The Committee requested confirmation of how the base cohort will be selected. The Researcher noted that this was from a surgical database. The Committee requested further information about the database, and a full list of all data variables and the sources from which they will be obtained and any relevant data access requirements
· Please amend study documentation to state which version of REDCap is being used for the study (where data is held), and that study data will be kept for ten years after the youngest participant has turned sixteen
· Please amend the study documentation to include how privacy and confidentiality of the echocardiograms will be preserved.
· Please ensure compliance with the Standards which provide guidance on the linking of data (Standards 12.31-12.39)
· The Committee noted that if a new data source is to be added post-approval, a study amendment will need to be submitted to HDEC for review.

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Michael Meyer and Ms Catherine Garvey.
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	Ethics ref:  
	[bookmark: _GoBack]20/NTA/165 

	 
	Title: 
	(duplicate) Evaluation of a CBT-sensory modulation intervention for children with anxiety. 

	 
	Principal Investigator: 
	Mr Tafadzwa  MAVHUNGA 

	 
	Sponsor: 
	AUT University  

	 
	Clock Start Date: 
	08 October 2020 


 
Tafadzwa Mavhunga, Jackie Feather and Daniel Sutton 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. Childhood anxiety is associated with long-term consequences including development of mood disorders if not treated early. However, literature shows that young children do not receive timely interventions due to long waiting lists, a shortage of psychologists and inability to complete interventions that are between 9-20 sessions, due to their parents’ other commitments.
2. This study proposes to test the effectiveness, acceptability and practicality of a 6-session anxiety intervention developed for children aged 4-7 years old presenting with anxiety. Cognitive Behavioral Therapy (CBT) is the main non-pharmacological intervention used in the treatment of anxiety. CBT is a talking-based therapy, which helps people explore and manage unhelpful thoughts in order to reduce distressing emotions or problematic behaviours. While often recommended, CBT alone may not be effective in treating anxiety and is not developmentally appropriate for younger children.
3. The proposed study will use a developmentally appropriate intervention that combines modified CBT and sensory modulation. Sensory modulation is a clinical intervention that uses sensory-based strategies to help people regulate their emotions. 
4. The study will use a multiple baseline single case experimental design. Eight candidates meeting the inclusion criteria will be admitted into the study. Two therapists will each deliver the intervention with four children and their families (N=8). 
· This design included a differential start baseline (to ensure the time to intervention is not a factor), in this case the children will be randomised to baseline start time of 3, 4 or 5 weeks. 
· Two of the children will receive the intervention during a pilot phase, after which potential modifications to the method may be considered (requiring an amendment). 
· Then six children will receive the intervention during the study phase, where the intervention will be delivered in a staggered fashion. 
5. Data, including the levels of each child’s anxiety and functioning, will be collected before the intervention, during the intervention and one-month post intervention. Subjective feedback will be gathered from participants and therapists to determine the practicality and acceptability of the intervention.

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 the timeline if the proposed study had shifted since the last submission was made to HDEC. The Researcher confirmed that it had, due to the COVID-19 pandemic, with a new study end date of November 2022.
7. The Committee queried how the potential conflict of interest for the Researcher had been managed. The Researcher stated that it is being managed by the Researcher not conducting the study at the service where he works and manages the staff undertaking the intervention. The alternative service has expressed interest in participating and are awaiting HDEC approval.
8. The Committee queried how a child might be referred into the service. The Researcher stated that parents may self-refer, otherwise referrals come from GPs and/or teachers. If, when the service receives the referral, and an anxiety diagnosis is determined in the first appointment, potential participants will be approached with a PIS. From there the potential participant has 14 days to decide whether they would like to be part of the study.
9. The Committee queried whether the study addresses causes of anxiety, such as bullying. The Researcher stated that the study is not explicitly focused on causes of anxiety, but rather it is focussed on exploring feelings and symptoms of anxiety.

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 amend data storage protocols to ensure that study data is stored with Auckland University of Technology and not with the Researcher’s employer and ensure the data management sections comply with Standards 12.13 and 12.14 – the HDEC template Data Management Plan may be used as a guide
11. Please resubmit the study manual as a PDF file.
12. Please amend the study advertisement to clarify that the intervention if part of a research project, and there may not be a clear benefit to participation.
13. The Committee stated that, if the manual requires changes after the pilot study, please submit changes to HDEC as a study amendment, with tracked changes to the manual included.

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

14. Please amend the PISs to remove information that is not relevant to the intended audience of each PIS (e.g. teachers may not need information about all of the sessions) and carefully tailor each PIS to the relevant group, including specific risks which may be relevant for the different groups.
15. Please amend the risks section of the PIS for parents to include potential increase in distress as a result of the intervention.
16. Please review the potential benefits listed in the PIS to ensure that potential benefits are not being overstated (eg, the adoption of the intervention broadly by teachers counsellors and health professionals).
17. Please review the new HDEC template PIS and incorporate relevant sections, including the section on “What happens to my information?” into the PISs for this study including ensuring that parents understand who may have access to their child’s data which may be outside a lay understanding of ‘research staff’ (eg, the independent person who will be undertaking the fidelity check of the audio recordings)

18. Please review the PIS for parents and simplify language where possible and ensure that reference is made to ‘you’ or ‘your child’.
19. Please consider revision of the Standard treatment and alternative treatment sections – these could be simplified to state that standard care could be a variety of elements and they can talk to the service about what options are available.
20. Please ensure that consent is obtained from the parent to involve the child’s teachers.
21. Please amend the parental PIS and Consent Form to state that participants’ GP must be notified of their participation in the study.
22. Please ensure that the Māori cultural support referred to in the Consent Form is first described in the relevant PIS.
23. Please amend the PIS for parents to include a graphic or flowchart of what will happen for participants and approximate timeframes.
24. Please amend the relevant Consent Forms to ensure that only truly optional consent clauses have tick boxes next to them.
25. Please amend the start of the relevant PISs to clearly state that this project is for the attainment of a Doctor of Health Science qualification.
26. Please simplify the Assent Form for children under six years and ensure that it is no more than one page in length.
27. Please ensure that all child assent forms state that researchers wish to speak with the child’s teacher.

Decision 

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

· Please amend data storage protocols to ensure that study data is stored with Auckland University of Technology and not with the Researcher’s employer and ensure the data management sections comply with Standards 12.13 and 12.14 – the HDEC template Data Management Plan may be used as a guide
· Please resubmit the study manual as a PDF file.
· Please amend the study advertisement to clarify that the intervention if part of a research project, and there may not be a clear benefit to participation.
· The Committee stated that, if the manual requires changes after the pilot study, please submit changes to HDEC as a study amendment, with tracked changes to the manual included.
· 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 Dr Michael Meyer & Ms Rochelle Style.




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:
	17 November 2020, 01:00 PM

	Meeting venue:
	Zoom video conference




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. Other business

The Committee agreed to start the next meeting of 17 November 2020 at 12:30pm, instead of the usual time of 1pm.



The meeting closed at 6pm.
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