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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	15 December 2020

	Meeting venue:
	Via Zoom Meeting ID: 965 0758 9841



	Time
	Item of business

	1.00pm
	Welcome

	1.15pm
	Confirmation of minutes of meeting of 17 November 2020.

	1.30pm
	New applications (see over for details)

	1.30-1.55pm
1.55-2.20pm
2.20-2.45pm
2.45-3.10pm
3.10-3.20pm
3.20-3.45pm
3.45-4.10pm
4.10-4.35pm
4.35-5.00pm
5.00-5.10pm
5.10-5.35pm
5.35-6.00pm
6.00-6.25pm
6.25-6.50pm
	 I 20/NTA/179			(Catherine / Kate P)
  ii 20/NTA/190			(Catherine / Karen)
  iii 20/NTA/182			(Kate O’C / Michael)
  iv 20/NTA/187		             (Rochelle/ Michael)	
Break
  v 20/NTA/184			(Kate O’C/ Karen)
  vi 20/NTA/185			(Rochelle / Kate P)
  vii 20/NTA/186			(Catherine /Sotera)
  viii 20/NTA/183		(Rochelle / Sotera)
Break
  ix 20/NTA/188			(Rochelle / Kate P)
  x 20/NTA/189			(Kate O’C / Sotera)
  xi 20/NTA/181			(Catherine/ Michael)
  xii 20/NTA/191			(Kate O’C / Karen)

	6.50pm
	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 17 November 2020 were confirmed.




New applications 


	 1  
	Ethics ref:  
	20/NTA/179 

	 
	Title: 
	Brain Injury Incidence and Service Access New Zealand                                                                                 in the Community (BIONIC2) 

	 
	Principal Investigator: 
	Dr Kelly Jones 

	 
	Sponsor: 
	Auckland University of Technology 

	 
	Clock Start Date: 
	03 December 2020 


 
Dr Kelly Jones was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study


1. This is a study in two parts; 
a. a population-based epidemiology study of Traumatic Brain Injury (TBI) to confirm the incidence and nature of TBI in the Waikato region between from 2021-2022. This information will be compared to similar population data from 2010-2011 to compare any changes in TBI nature or frequency between the two time points.  The researchers are seeking a waiver of consent to include all identified cases in this part of the study. 
b. a survey of TBI patients (both adults and children and their families) to identify perceptions and opinions regarding the healthcare they received post TBI (survey to be conducted at 3 and 12 months post injury). Consent will be sought for inclusion in this part of the study.

Summary of resolved ethical issues 

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

2. The Committee asked about the medical centres getting a referral koha. The researcher explained that this is the matching koha of the first study, and recognises the time taken for discussion and to make the referral. A significant portion of referrals came from GPs in the first study. The Committee was satisfied with this answer.
3. The Committee asked for clarification that parents are not consenting to receive their children’s questionnaire results. The researcher clarified that there is an option after the questionnaire is completed to download their response, and that this is participant driven.
4. The Committee queried how capacity is determined for the purposes of consenting. The researcher clarified that typical procedure is to have the participant state back information provided in the sheet to affirm understanding

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 stated that detail around data management in the protocol is insufficient to satisfy the Standards for granting a waiver of consent (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47.b & 12.15). The Committee requested further detail is provided on data sources and addressing storage of identifiable data and any manual cross-checking or linking that is occurring. The Committee recommended the researcher refer to the HDEC template for resubmission (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) 
6. The Committee stated that the protocol lacked sufficient information surrounding recruitment, eligibility (self-referral) and how capacity to consent is assessed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7). The Committee requested that the recruitment pathways are detailed in the protocol to distinguish GP referral from hospital referral, with any information the researcher can provide, acknowledging that hospitals will have different approaches. Please provide further detail surrounding eligibility for those who are self-referred and not determined through medical records, and detail how capacity to consent will be assessed. 
7. The Committee noted their concern that the whānau questionnaires as written imply that the family member will be giving information without consent on another’s behalf, and not their perspective as a family-member of the services. Please amend these to be very clear this is about their perspective, and review for personal-pronoun consistency. 
8. The Committee stated that information must be kept for 10 years following a child turning 16 (and is to be re-consented at that point if the data is to be kept beyond this time). Please ensure this is reflected in the participant information sheet as well as any other relevant documentation. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

9. Please acknowledge that information (health information) may have already been gathered to determine eligibility to participate. 
10. The Committee stated that the sections around data and use of information is lacking, and to refer to the HDEC template for guidance around how much detail is required (https://ethics.health.govt.nz/guides-templates-forms-0) 
11. HRC funding is not mentioned under who is paying for the study. Please amend to include this.
12. Please amend the inconsistency of the statements saying there is no payment for taking part, and that a koha is being provided. 
13. The parent information sheet/consent form is asking both for their child’s participation and themselves to participate. Please separate these. 
14. Please provide more detail around the questionnaires, including that participants do not have to answer questions they do not want to, and that questions around experience with racism may cause distress. 
15. Please separate the child information sheet/assent to be in age appropriate groups. The Committee recommended referring to the assent templates for guidance. Please split the assent forms into two groups, one for younger children (7-11) and the other for older children. (https://ethics.health.govt.nz/guides-templates-forms-0) 



Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above. The Committee encouraged the researcher to resubmit to the Northern A Committee so they may compare the changes in the resubmission. 
 

	 2  
	Ethics ref:  
	20/NTA/190 

	 
	Title: 
	COVID-19: Children & Youth with Brain Injury 

	 
	Principal Investigator: 
	Dr Kelly Jones 

	 
	Sponsor: 
	National Institute for Stroke and Applied Neurosci 

	 
	Clock Start Date: 
	03 December 2020 


 
Dr Kelly Jones 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 multi-national study aims to determine the impacts of COVID-19 on children and youth with BI and their caregivers in a multinational survey to identify opportunities to support well-being. The study will involve contacting the parents of children or youth between the ages of 5 to 17 years with BI and the youth between 11-17 years with BI to take part in a survey.

Summary of resolved ethical issues 

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

2. The Committee queried why parents need to be over 20 to participate. The researcher clarified that there are different cut-offs for what constitutes an adult across different countries, and the age of 20 was settled on.

Summary of outstanding ethical issues

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

3. The Committee noted their preference for not collecting and storing identifiable information if it is not required (such as name combined with year of birth) 
4. The Committee requested a data management plan and for clarity around if information will be identifiable or de-identified. This can be either part of the protocol or as standalone document. The HDEC template is not mandatory but is a helpful guide for level of detail required (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) 
5. The Committee asked how the researcher plans to act in the event survey answers identify at-risk scores of depression and/or anxiety if the intention is for data collected to be anonymous or de-identified as described to the participant. The researcher said these scores will be checked upon completion against the threshold. The Committee requested to make it clear to participants that they may be contacted in the event their responses indicate they are at-risk, and a detailed safety plan needs to be in the protocol.
6. The Committee stated that a waiver of consent is not justified due to sample size and ability to approach participants for their consent for recruitment through clinicians.
7. The Committee said that the statement “Would you be willing to be contacted in future for a further follow-up assessment” at the end of the questionnaire needs to be described more if it is part of the study, or amend to state if they are happy to be contacted for a different future study. 
8. Please provide further detail in the protocol surrounding eligibility for those who are self-referred and not determined through medical records, recruitment in general, and detail how capacity to consent will be assessed. 

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

9. The parent information sheet/consent form is asking both for their child’s participation and themselves to participate. Please separate these. 
10. Please customise the template data section to include specific information on what is happening with the data of this study and what form it will take (identifiable, de-identified, etc). 
11. Please simplify information in the children information sheets. 

Decision 

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

[bookmark: _Hlk35422703]Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
16. [bookmark: _Hlk35422715]Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
17. Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Catherine Garvey and Karen Bartholomew.

















	 3  
	Ethics ref:  
	20/NTA/182 

	 
	Title: 
	Evolution and characterisation of dysphagia after stroke from admission to 6 months 

	 
	Principal Investigator: 
	Mrs Marion VALLET 

	 
	Sponsor: 
	University of Canterbury - Rose Centre for Stroke  

	 
	Clock Start Date: 
	03 December 2020 


 
Marion Vallet and Maggie-Lee Huckabee were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study seeks to understand the evolution of dysphagia and clinical outcomes of patients with PSD. This information has the potential to inform accurate and specific rehabilitation, which would ultimately improve patients’ symptoms and QOL.


Summary of outstanding ethical issues

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

2. The Committee stated that the confirmation of thesis proposal is not sufficient for evidence of peer review. Please provide an independent peer review. 
3. The Committee noted that proxy-consent prior to patients being well-enough to consent for themselves is not legal in New Zealand, however supported consent (providing information at the right level) would be acceptable (National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7). Please restructure the study so that patients can consent for themselves and do a retrospective review of their records upon consent being obtained, and work in supported consent to ensure inclusion of participants who may be missed. Please detail in the protocol how capacity to consent will be assessed. Ensure this structural change is reflected in participant-facing documentation to remove any steps outlined that will no longer be relevant. 
4. The Committee questioned the practicality of the home-visits after discharge to lessen the burden on participants as the number of these visits will be quite high for one researcher. The researcher stated that this is over the course of a year, and it is likely participants could be discharged to another hospital as opposed to their home. The Committee requested a researcher safety protocol with the inclusion of a tikanga protocol (cultural expectations) for entering participants’ homes. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.62-11.65).  
5. The Committee stated that the protocol lacks clear information around participation population and sample size justification, and what data is being collected from each participant group, and the handling of the video data. The Committee recommended the researcher refer to the data management template and use that as a guide for what information is required (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 & 12.15).  
6. In the survey questionnaire, please review the demographics section to have ethnicities that are relevant to New Zealand rather than use the FDA (United States) categories. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 
7. Please provide further information surrounding the video data collected and who has access and how this will be de-identified. 
8. Section on future use of data, please refer to template.
9. Please adjust consent steps after consent process is changed after participant can consent for themselves.  
10. Please include information around needing to shave facial hair, and how and who this will be done by. 
11. Please provide further information around risks. 
12. Provide make it clear how this research differs from their usual care and make it clear this is not part of their usual care. 
13. Ownership rights should be removed as there is nothing commercial involved. 

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above. The Committee encouraged the researcher to resubmit to the Northern A Committee so they may compare the changes in the resubmission.
 

	 4  
	Ethics ref:  
	20/NTA/187 

	 
	Title: 
	The ARTERIAL US Study 

	 
	Principal Investigator: 
	Dr Robyn May 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	03 December 2020 



Dr Robyn May and Professor Frank Bloomfield 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 main study aim is to collect vascular ultrasound data and other clinical data on the geometry and function of term and preterm infant hearts and vasculature, which will be utilised in computational modelling to explore the effect of gestational age at birth on cardiovascular development.

Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
 
2. The Committee asked if the current proposed sample size is sufficient enough to build the model. The researcher responded that if there is large variability and the model is not matching predictions, the sample size would need to be increased and would be done so by way of amendment

Summary of outstanding ethical issues

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

3. The Committee queried the researcher around the recruitment process. After discussion with the researcher, the Committee requested to see any promotional material used for recruitment, and noted to avoid overburdening women already participating in other research as the sole pool of participants to recruit from.
4. The Committee noted that the adult age in New Zealand is 16, so the data can be kept for 26 years, not 28 as the minimum.
5. The Committee stated if there are any recruitment material being used that has not been uploaded for the Committee to review.


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

6. Please check referrals to mum and infant’s data, as you are collecting both. Amend for consistency. 
7. The Committee stated that the data Future Unspecified Research (FUR) is not sufficiently defined to comply with Standard 7.57 and needs more information. Refer to the Standards or the HDEC template for guidance (https://ethics.health.govt.nz/guides-templates-forms-0)  
8. Please make it clearer and provide more information in the study documentation, including the PIS, about the data-sharing arrangement with Liggins and what form participants’ data will be shared in.
The Committee stated some parts of the data section are missing and to referred to the HDEC template for further details required, for example, and non-exhaustively, withdrawal and access rights, who will get access to data, including to the mathematical modelling, continued use of data on withdrawal. (https://ethics.health.govt.nz/updates/new-participant-information-sheet) 
9. Please ensure the above changes are also reflected in the consent form and ensure that matters referred to in the consent form are also included in the PIS. 
10. Please ensure it is clear upfront in the PIS that the study is for a PhD.  
11. Please make it clear there are two comparator groups, one normal term and one pre-term. 
12. Please review for gendered language inconsistencies. 

Decision 

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

18. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
19. Please upload the advertisements used for recruitment (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  


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



	 5  
	Ethics ref:  
	20/NTA/184 

	 
	Title: 
	Dual-task attention and swallowing performance after traumatic brain injury 

	 
	Principal Investigator: 
	Dr Karen Ng 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 December 2020 


 
Karen Ng 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 will evaluate whether people with traumatic brain injury (TBI) have greater swallowing difficulties than healthy people when completing a dual task (swallowing and thinking at the same time). This will have an impact on swallowing assessment practices, allow us to identify higher-level swallowing difficulties, and provide intervention and education as needed.

Summary of resolved ethical issues 

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

2. The Committee queried why hospital and GP records are needing to be accessed when the eligibility criteria is self-report injuries. The researcher responded that this is to confirm the diagnosis. 

Summary of outstanding ethical issues

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

3. The Committee queried the consent process due to the variation in capacity to consent from the target population. After discussion with the researcher, the Committee pointed out that proxy-consent is not legal for research in New Zealand. The best-interests argument could be made under Right 7(4) under resubmission. The Committee recommended implementing a clinical assessment for determining capacity and to consider if diminished capacity to consent would also mean the task required under the study would be difficult for the participant to perform if they were consented under best-interest argument. (National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 7).  
4. The Committee noted that the researcher is an employee of the facility in which participants will be recruited from and may be some of their speech-language therapist. The Committee stated that this is not good ethical practice and instead to consider having another perform the consent process and to avoid recruiting any that the researcher is directly involved in to avoid any undue influence. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.13 & 6.16b).  

5. The Committee required more information on how healthy volunteers are being recruited and how any potential coercion will be avoided. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.13 & 6.16a)).  
6. The Committee stated that a koha should be considered for both healthy volunteers and those with TBI.
7. Please upload all advertisement material being used. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  
8. The Committee stated that the future research using data is not approved as the Data management plans in place are insufficient. Please refer to the HDEC template for guidance on how much detail is required (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  



Decision 


This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above. The Committee encouraged the researcher to resubmit to the Northern A Committee so they may compare the changes in the resubmission.
 

	 6  
	Ethics ref:  
	20/NTA/185 

	 
	Title: 
	NAVIGATE Study -  Oral TRK Inhibitor larotrectinib in Participants with NTRK Fusion-Positive Tumors. Study 20289 

	 
	Principal Investigator: 
	Dr  Richard North 

	 
	Sponsor: 
	Bayer New Zealand Limited 

	 
	Clock Start Date: 
	03 December 2020 


 
Charlie Stratham and Ms Michelle Raitak 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. An open label uncontrolled phase II study to determine the overall response rate in subjects with an advanced cancer with a NTRK fusion,  following treatment with larotrectinib.  

2. Participants with a confirmed NTRK fusion will receive 2 tablets of larotrectinib per day in 28 day cycles. Assessments will be made at the end of cycle 2 and every other cycle for the first 12 months. Assessments will then be made every 3 cycles. The subject will then continue on study drug until disease progression, unacceptable toxicity, subject withdrawal of consent or death. Dose modifications can be made during the study.

Summary of resolved ethical issues 

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

3. The Committee asked if an application to SCOTT has been made. The researcher responded that it has.
4. The Committee asked for clarification for why researchers will opt to call participants for long-term follow-up as opposed to getting this information from medical records. The researcher responded that medical records may not encompass everything a verbal exchange can.  The researchers confirmed that they will check the participant’s records before making phone calls to confirm that the participant is not deceased  
5. The Committee confirmed with the researcher that the study drug will be provided after the trial to the participant if they show it is of a benefit. 
6. The Committee confirmed with the researcher that no tissue from pre-screening will be stored and either will be returned or destroyed. 
7. The Committee noted that the protocol doesn’t include information on what the researchers plan to do if questionnaire answers raise depression concerns. The researcher responded that due to the close contact with clinicians, it will be handled as per normal hospital procedure. 

Summary of outstanding ethical issues

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

8. The Committee stated that the tissue and data management details in the protocol are insufficient, especially if storage is intended for 25 years. The Committee requested a data and tissue management plan and suggested the HDEC template is referred to (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) 
9. The Committee was not satisfied with the future use of tissue for related research being included as part of the core information sheet and requested details pertaining to this be included in a separate PIS and be made optional. Please ensure this PIS complies with Standard 7.58.
10. The Committee noted that the pregnancy information sheets were not approved and instead should come through by way of an amendment when/if this is needed so the Committee may understand the circumstances of the specific pregnancy at the time, especially with the low number of participants being recruited.

The Committee noted there are 5 Participant Information Sheets and Consent Forms and requested the following changes to them: 
Core Information Sheet
11. Please make it clear that participants will get the drug the day before dosing begins due to the morning dose.
12. Please clarify on page 9 that the additional tissue biopsy is optional and ensure compliance with Standards 7.58 and the biobanking standards.
13. Please provide further details of the genetic testing to comply with Standards 14.23 and 14.27 – 14.41, including, non-exhaustively, the return of incidental findings.
14. Please advise participants whether the safety review committee will include a New Zealand member (page 10) – please note also that participants should be advised that their safety data will be sent overseas.  In that regard, please ensure compliance with Standards 12.14 – 12.17 and the Privacy Act 2020.
15. Please ensure compliance generally with Chapter 12 of the NEAC Standards and refer to the HDEC PIS template for the data use and privacy section.
16. Please use the standard contraception template – refer to the HDEC website
17. The reference to Health Insurance Number should be amended to NHI to make New Zealand specific.
18. Please include a Māori tissue statement and warning about sample and data going overseas. Please refer to the HDEC PIS template (https://ethics.health.govt.nz/updates/new-participant-information-sheet) 
19. Please give participants the most up to date information about the other trials. 
20. Please refer to the template compensation statement and make appropriate amendments in the information sheet to bring it in line with the new required statement (https://ethics.health.govt.nz/updates/new-participant-information-sheet)  
21. Please ensure all information is relevant to the New Zealand situation and update, for example, and non-exhaustively, the New Zealand Privacy Act 1993 should be amended to the Privacy Act 2020 and the Health Information Privacy Code, New Zealand doesn’t have revised retention obligations, withdrawal doesn’t have to be in writing.   Similarly, all relevant matters relating to data protection should be explained in the PIS rather than simply advising participants to ask their study doctor   
22. Please ensure consistency between the Consent Form and the PIS (eg, around continued use of data after withdrawal)
 
Disease Progression PIS

23. Disease progression PIS should not refer back to main PIS, please make sure everything relevant is incorporated into that one and please amend having regard to all of the above-referred comments as appropriate. 



Pre-screening PIS

24. Please review and amend the pre-screening PIS to ensure it is tailored to that narrow situation and take into account all the comments made above in relation to the other PISs as appropriate.  In particular, please improve the data privacy section, parts of which are incorrect.  

Other
25. GP letter states “not deriving clinical benefit” which is incorrect – please correct to ‘deriving clinical benefit’. 
26. Please amend all Consent Forms (CFs) having regard to the above-referred PIS comments and please ensure that all matters referred to in the CFs have been addressed in the PISs.


Decision 

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

27. Please update the participant information sheets and consent forms, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
28. Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
29. Please supply a tissue management plan to ensure the safety and integrity of participant tissue (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.17).  

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.




	 7  
	Ethics ref:  
	20/NTA/186 

	 
	Title: 
	Overcoming dental anxiety with needle-free tooth anaesthesia  

	 
	Principal Investigator: 
	Prof. Paul Brunton 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	03 December 2020 


 
Professor Paul Brunton 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. Dental anxiety is a common barrier to effective dental care. One trailed 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. In this study, the researchers test the clinical performance of a controllable jet injection device driven by a silent electric motor for the delivery of dental local anaesthetic. The injector includes a slim, tubular attachment at its distal end, which allows the delivery to be performed comfortably throughout the mouth. 

2. The study will address two questions: 

a. will proper anaesthesia result from controlled needleless delivery? 
b. will this method improve comfort and reduce dental anxiety compared to anaesthesia by needle and syringe? 

3. 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 outstanding ethical issues

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

4. Please supply a data management plan that complies with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement. The Committee recommended the Researcher adapt the data management template available on the HDEC website. 

5. Please provide evidence of CI indemnity for any investigators that will be performing dental procedures. 




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

6. Please remove the request for hospital and GP records from the consent form as only dental records are required. 

7. Please add a Māori health contact to the Participant Information Sheet (PIS). 

8. Please update the protocol to clarify how recruitment will function e.g. will potential participants be sent a letter, how screening will work etc. 

9. Please update the protocol to clarify the inclusion criteria e.g. participants that require bilateral extractions and not necessarily a diagnosis of anxiety. 

10. Please add additional information and clarify what procedures participants will undergo in the PIS. 

11. Please add additional information on study blinding in lay friendly language. 

12. Please add a more fulsome description around data and data rights. The Committee recommended adapting the data section from the template available on the HDEC website. 

13. Please make it clear in the PIS that participants will need to come in for three further assessments involving photographs and questions regarding the treatment. 


Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

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




	8
	Ethics ref:  
	20/NTA/183 

	 
	Title: 
	73763989PAHPB2006: The PENGUIN Study to Assess Efficacy, Safety, Tolerability, and PK of JNJ-73763989, JNJ-56136379, NUCs, and PegIFN Alpha-2a in CHB patients 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Janssen-Cilag Pty Ltd 

	 
	Clock Start Date: 
	03 December 2020 


 
Professor Edward Gane and Ms Chin Kuh 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.

Dr Karen Bartholomew declared a potential conflict of interest which was deemed minor and she was allowed to participate in the discussion and retain voting rights. 

Summary of Study

1. The Phase 2 study aims to find out if combination of study drugs, JNJ-73763989, JNJ-56136379, Nucleos(t)ide Analogs (NA), and PegIFN-α2a are safe and effective in treating people with Chronic Hepatitis B (CHB) 

2. 20 CHB patients will be enrolled in the open-label study:
a. First 12 weeks: Combination treatment with JNJ-73763989 every 4 weeks + JNJ-56136379 daily + NA
b. Second 12 weeks: Addition of PegIFN-α2a every 4 weeks on top of the earlier combination treatment regimen
c. 48-week follow up period: Participants continue with standard of care NA and stop other study drugs
3. Total study duration will be up to 1.5 years.

4. The study is part of a larger Platform study (Master Protocol PLATFORMPAHPB2001). Details specific to the study treatment and additional protocol elements are contained in an Intervention-specific Appendix (ISA).

Summary of resolved ethical issues

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


5. The Committee discussed whether it was necessary to have a participant information sheet (PIS) which covers issues pertaining to the Platform nature of the study as well as a PIS for the ISA part of the study, noting that some of the detail in the Platform PIS was unnecessary and potentially confusing in the NZ context where only one  ISA is being conducted (eg, references to placebos).  The Committee queried whether there could be one PIS which incorporates the relevant elements of the Platform study as well as the ISA study.  The Committee noted two PISs could be utilised but the platform PIS would need to be carefully tailored to the NZ situation. 


Summary of outstanding ethical issues

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

6. Please ensure the genetic research complies with Chapter 14 of the National Ethical Standards.

7. Please update the eligibility criteria in the protocol to specify what medication participants may be on. 

8. Please provide details of the injection self-tracker.

9. Please review the Data and Tissue Management Plan for completeness having regard to all the comments made by the Committee – for example, and non-exhaustively, whether the laboratories are accredited.

10. Please update all documentation to reflect current knowledge of the on-going phase 1 and other studies, especially the multiple PISs, for any new risks which have arisen.

The Committee noted there are 6 PISCFs and requested the following changes to them:
(National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

11. Generally, for all the PISCFs please check to ensure all spelling and grammatical errors are corrected and check to ensure that the PISCFs are not simply a ‘cut and paste’ of sections from various documents.

12. Generally, for all PISCFs please undertake a thorough revision to ensure they are relevant to the New Zealand context and contain information relevant to New Zealand’s legislation and ethical requirements.   For example, and non-exhaustively, remove information about approvals in Asia, references to Government health plans etc. 

13. Generally, for all PISCFs, please ensure the data section complies with New Zealand requirements and refer to the PIS template on the HDEC website.. 

14. Generally, for all PISCFs, please update the flow diagram at the end of the PISs Please clarify the difference between ‘medical team’ and ‘study team’ and reconsider the inclusion of the GP as participants’ GPs will not know the study protocol. Please also consider the utilisation of the ‘tails’ on three of the boxes which are potentially confusing. 

15. For the PIS which relates to the study specific intervention (the ISA), please:

a)  improve the information which pertains to tissue and ensure that the parts which are mandatory and the parts which are optional are made very clear.  Please also ensure that all overseas countries where tissue is being sent are included in the PIS and provide details of the same.  Please ensure compliance with Chapter 14 of the NEAC Standards.

b) consider removing all optional study information from this PIS because it is difficult to follow and confusing

c) please improve the section on risks which is currently 8 pages long and very difficult to follow

d) please include information on the Flare Committee and other relevant committees and provide advice about whether there will be NZ representation on those committees and, if not, the possible implications of the same (refer, for example, to Standard 12.17) . 

e) please improve the data privacy and use section which does not currently comply with the NEAC Standards and is repetitive - for example, and non-exhaustively, how coded data will be shared, with whom, where and for what purpose – data sent overseas should also comply with the new Privacy Act 2020 and data warning statements referred to in Standards 12.14 – 12.17).  Please refer to Chapter 12 and also the PIS template on the HDEC website. 

f) Please improve the parts of the PIS which refer to ‘exploratory scientific research’ and ‘scientific research purposes” and, as noted, clarify which parts are mandatory and which parts are optional (and remove optional detail to enhance clarity).    All data FUR must comply with Standard 7.57.  All tissue FUR must comply with Standard 7.58 and the biobanking standards (Chapter 15). 

g) Please note that in New Zealand, withdrawal from a study does not have to be in writing.  Please note also that right to access study data may not be limited only to after the study – if a participant wishes to access study data the blind may be broken and the participant should be advised of that consequence.

h) Please check the contraception statement complies with the HDEC template wording. 

i) The consent form for this PIS should be amended to take into account all of the above-referred matters.

16. For the Genetic PISCF:

a) please rewrite to ensure compliance with the genetic research Standards (chapter 14 NEAC Standards)
b) please include all relevant information in the PIS and do not refer back to other PISs which may be lost by the participant.
c) Please amend the flow diagram as previously noted
d) Please ensure the consent form contains all the relevant matters


17. For the Future Unspecified Research (FUR) PISCF:

a) please rewrite to ensure compliance with the tissue research Standards (chapter 14 NEAC Standards)
b) please include all relevant information in the PIS and do not refer back to other PISs which may be lost by the participant.
c) Please amend the flow diagram as previously noted
d) Please ensure the consent form contains all the relevant matters


18. For the intensive PK PISCF:

a) please rewrite to ensure compliance with the tissue research Standards (chapter 14 NEAC Standards)
b) please include all relevant information in the PIS and do not refer back to other PISs which may be lost by the participant.
c) Please amend the flow diagram as previously noted
d) Please ensure the consent form contains all the relevant matters

19. The Committee notes that if a pregnancy arises, the relevant PISCFs should be submitted to HDEC, by way of amendment, at which point the HDEC will consider whether they meet the NEAC Standards.  



Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above. 
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	Ethics ref:  
	20/NTA/188 

	 
	Title: 
	Metacognitive Training (MCT) Group for adults with psychosis 

	 
	Principal Investigator: 
	Mr Wade Stent 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 December 2020 


 
Mr Wade Stent 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 pilot study aims to assess the feasibility of a metacognitive group training (MCT) based intervention for people with psychosis from potentially varied disorders. The MCT will focus on increasing metacognitive awareness.
2. The MCT will be delivered in an adult specialist mental health service alongside standard care and it will be the first time MCT has been implemented within New Zealand and researched.
3. Feasibility of the study will be assessed having regard to the referral rate, uptake, attrition, completion, and response to the intervention.

Summary of outstanding ethical issues

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

4. The Committee raised concern over the capacity of some participants to consent. The Researcher stated some would self-select out in terms of not wanting to consent to such a process and, on the other hand, if people had impaired cognitive ability the study team would assess them to ensure they did have the capacity. The Committee queried how the Researcher would assess this. The Researcher stated the usual method across the service was to get the individual to feed the information back in a succinct way to determine if they comprehend the information. The Committee requested this process be documented in the study protocol. 

5. The Committee noted the study had no sponsor and queried what institution was supporting it. The Researcher stated it was investigator-initiated as part of their community-based service and something they were going to roll out anyway but as it has not been done outside of Europe they wanted to do a formal research proposal on it. The Committee queried if participants would be day-to-day clients the service sees. The Researcher stated not necessarily and they also want to offer it as a way to increase access for people with psychosis to get community mental health support. The Committee queried if participants would need a formal diagnosis of psychosis to participate in the research. The Researcher stated no formal diagnosis would be required because psychosis as an experience can present across a wide spectrum of diagnoses so only symptoms or experience of psychosis would be required. The Committee requested the Researcher update the protocol with strict and specific inclusion/exclusion criteria. 

6. The Committee queried the Researchers’ expertise in this area. The Researcher stated that two of the three investigators have done MCT in an individual setting but not in a group setting. The Researcher explained that, as coordinating investigator, he travelled to Europe last year and received training on how to apply MCT to psychosis for group and individual therapy but the other co-investigator had not but proposed to undertake training on the intervention prior to the research. The third co-investigator had no experience in the intervention, either on an individual basis or on a group basis, his expertise being psychological research. The Committee queried whether a lack of formal experience in a group setting could present a risk to participants. The Researcher stated they did not believe so as the protocol is structured and formalised and while it allows room for adaptations it is a scripted process. The Committee requested the Researcher enlist someone with more experience to act as a mentor (or a co-investigator if NZ-based). The Researcher agreed to investigate this. 

7.  In the re-submission, please include more information on the actual intervention in the protocol including who will deliver it, what the intervention  involves and how it will be delivered (eg, will the group sessions be video or audio recorded and will the delivery be fidelity checked).  Please include suitable descriptions in the PIS so participants understand what their participation will involve. 
[bookmark: _Hlk47959691]
8. The Committee discussed the study design – what is outlined in the PIS is that there is evidence for effectiveness, however assessment in a local NZ context is required. However, what is assessed in the protocol is an effectiveness proposal, but without a comparator group. The Committee discussed whether alternate designs could be considered for example a pilot acceptability study or an evaluation examining for example the reach and fidelity to the MCT method in a local setting, and local experience (participants and staff). As it is currently framed the PIS does not explain properly the nature of the proposed research – the protocol, measures and explanation to participants need to be aligned. 

9. The Committee advised that the use of initials and date of birth on study documents is not secure and requested the Researcher assign a unique study code to each participant. 

10. The Committee requested the Researcher supply a data management plan that complies with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement. The Committee recommended the Researcher adapt the data management template available on the HDEC website. 
(National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

11. The Committee noted the PIS references resources that will be given to participants. Please include these with the resubmission. 

12. Please also include the intervention manual with the resubmission.

13. The Committee advised that the dual role of clinician and researcher is a privileged one and researchers cannot access clinical notes obtained for a therapeutic purpose for use in research without consent and requested the Researcher be mindful of this when rewriting the protocol. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17)

14. The Committee recommended the Researcher adapt the PIS template available on the HDEC website. 

15. Please rewrite the benefit/risks section and do not understate the risks. Please explain that in a group setting there is a risk of breach of confidentiality and group sessions cannot be anonymous. 

16. Please also ensure that the Consent Form (CF) is consistent with the PIS and also that matters are not raised for the first time in the CF without also being raised in the PIS.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	20/NTA/189 

	 
	Title: 
	A clinical trial to assess the safety and efficacy of seladelpar in patients with primary biliary cholangitis (PBC) and an inadequate response to or intolerance to ursodeoxycholic acid (UDCA). 

	 
	Principal Investigator: 
	Dr Jing Hieng (Jeffrey) Ngu 

	 
	Sponsor: 
	PPD Global Limited (New Zealand Branch) 

	 
	Clock Start Date: 
	03 December 2020 


 
Dr Jing Hieng Ngu was not 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 will evaluate safety and efficacy of seladelpar when administered to patients with primary biliary cholangitis (PBC) and an inadequate response to or intolerance to ursodeoxycholic acid (UDCA, the first line treatment for PBC). 

2. Volunteers’ eligibility to take part in the study will be determined during screening and run-in periods, when a number of assessments will be performed, including medical history review, full physical examination and blood tests. On Day 1, subjects will be randomized into 1 of 2 treatment arms (seladelpar 10 mg or placebo) in a 2:1 ratio. 

3. The treatment will be taken orally once a day, at approximately the same time each day over a 52 week period. Participants who are not intolerant to UDCA will be on a recommended dose of UDCA during the study. 

4. Participants’ safety (in particular liver, pancreas, muscle safety and certain blood parameters) will be continuously monitored over the course of the treatment and during the post-treatment follow up period, via blood tests, assessments, and collection of adverse events. 

5. Participants who complete the entire treatment period will be offered to take part in a long-term safety study. Those who consent to participate will begin the long-term study straight after the completion of the current study, at their Month 12 visit, and will remain on the same dose of seladelpar (the participants who were receiving placebo will initiate seladelpar). The participants who chose not to participate in long-term study will proceed to their follow-up visit.

Summary of outstanding ethical issues

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

6. The Committee noted the PIS refers to the now outdated Privacy Act 1993 and would need updating. The Committee recommended the Researcher adapt the information from the template available on the HDEC website.
(National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

7. The Committee noted the optional liver and PK studies looked like Future Unspecified Research and would require rewriting. The Committee requested the researcher adapt the FUR template available on the HDEC website. 
(National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.57).  



8. The Committee advised that in New Zealand participants are not required to withdraw in writing and may do so verbally. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form: (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17)

9. Please remove repeated information about the UDCI reimbursement. 

10. Please remove the birthday from samples as this is not secure. Year of birth and study codes are permissible labels for samples going overseas.

11. Pregnant participant / partner information sheets do not need to be approved with the main application and may be submitted as an amendment if this situation occurs. 

12. Please provide a justification for placebo and specify the different arms of the study. 

13. Please clarify the arrangement with the five overseas laboratories and which samples will go where and for what purpose. 

14. Please submit the open label study as an amendment after approval of the main application. 

15. Please remove the fact sheets as they do not contain relevant information that is not in the main PIS. 

16. Please describe the chances of getting the drug vs placebo as 2 in 3 and 1 in 3 instead of percentages. 

17. Please clarify how the dose may adjusted in a blinded way and for those on placebo. 

18. Please revise the treatment visits as a visit array with check boxes rather than “at months 1, 3, 6, 9” etc. 

19. Please change “research studies” to “other clinical trials of medicines” on page 10. ‘

20. Please specify whether Ocaliva in New Zealand is approved and funded or not. 

21. Please specify whether participants will or will not be reimbursed for travel expenses e.g. petrol. 

22. Please clarify the statement that participants will be paid for each study visit as it is unclear whether this refers to travel expenses or a payment for the visit itself. 



Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.



	 11  
	Ethics ref:  
	20/NTA/181 

	 
	Title: 
	“Exploring a novel brain stimulation protocol for treatment of tinnitus.” 

	 
	Principal Investigator: 
	Ms Sophia Smeele 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	03 December 2020 


 
Ms Sophia Smeele, Dr Divya Adhia and Professor Dirk de Ridder 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. Tinnitus, often referred to as 'ringing in the ears', is a prevalent and disabling disorder worldwide. In New Zealand, tinnitus affects approximately 6% of the total population and severely impairs quality of life in a significant proportion of individuals. Current available treatments for tinnitus have a small effect, warranting new targeted treatment approaches. Several studies demonstrate altered activity in brain regions that are involved in the hearing processes, in individuals with tinnitus.

2. The transcranial electrical stimulation can normalize altered brain activity through learning, thereby reduce tinnitus perception and related distress. 

3. The current study will explore the safety and the effect of non-invasive brain stimulation technique (high definition transcranial infraslow pink noise stimulation) on tinnitus perception and related distress, and also evaluate its effects on the brain’s activity in the regions associated with tinnitus.

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 the involvement of the manufacturing company. The Researcher stated the headsets are available for purchase and the company could create the waveform used and after that it has no further involvement. The Researcher confirmed the company will not receive any data from the study. The Committee was satisfied the trial is not for commercial benefit. 

Summary of outstanding ethical issues

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


5. Please provide evidence of indemnity for Professor de Ridder. 

6. Please adapt the Future Unspecified Research (FUR ) template available on the HDEC website. - https://ethics.health.govt.nz/guides-templates-forms-0

7. Please update the protocol to include a safety plan on how to manage participant distress or adverse reactions. Please include details of this in the PIS.  

8. The Committee advised that participants need to first consent to the online screening outlined in 8b of the protocol. 

9. The Committee queried the support person signing the consent form as this is not necessary unless they are a participant in which case they would need their own form. The Researcher stated it was for safety reasons as participants cannot drive for two hours after stimulation. The Researcher confirmed the support person is just to drive the participant home and are not involved in the research. The Committee stated this requirement could potentially discriminate against the lonely and requested that the study team provide an option to pay for a taxi for participants.   

10. The Committee noted the protocol referenced a tinnitus tracking app and this was not included in the PIS. The Committee advised that if an app will be used the Researcher will need to add information to the PIS about it including its data protection, what happens to data used in it etc. 

11. The Committee requested the Researcher supply a data management plan that complies with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement. The Committee recommended the Researcher adapt the data management template available on the HDEC website. 


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

12. Please insert a statement into the beginning of the PIS advising that this is a pilot / feasibility trial. 

13. Please revise the statement in the PIS around safety to clarify that this study is planning to be anatomically more targeted than previous uses. 

14. Please undertake a revision of the PIS to use lay-friendly language (e.g. explain what study blinding is so participants don’t think the study could blind their vision). 

15. Please add more detail about data management in the PIS (e.g. where and how data will be stored, who will have access to it, how long it will be kept). 

16. Please include detail on the screening process so participants understand what it involves. 


Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Michael Meyer.
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	Ethics ref:  
	20/NTA/191 

	 
	Title: 
	KAMA Study 

	 
	Principal Investigator: 
	Dr Marinus Stowers 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 December 2020 



Dr Marinus Stowers 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 aim of this study is to see if patients experience a difference in outcomes following knee replacement surgery depending on the way in which the knee replacement has been positioned.

2. To answer this question a randomised control trial will be performed comparing 2 groups of patients assigned to the two alignment principles, which are kinematic and mechanical alignment.

3. Patients will need to give informed consent to participate provided they meet inclusion/exclusion criteria. 

4. After their operation, they will be asked to fill in self-reported questionnaires and have X-ray at 1 year.

Summary of resolved ethical issues 

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

5. The Committee noted this was an investigator-initiated trial and queried the involvement of the manufacturing company. The Researcher explained they were not receiving any funding or royalties from the company and the surgeon on the research team has been using the knee for the past year. The Researcher stated the funding for the trial has come from research trusts. The Committee queried whether the manufacturer would receive raw data from the study. The Researcher stated they would receive the CT scans of the knee as this is necessary to manufacture the implant. The Researcher confirmed participant identifiers would not be on these CT scans, just a serial number which can be linked back to the DHB database. The Committee queried if the manufacturer had any input on publishing. The Researcher stated they did not and confirmed they could publish negative results if they are found. The Committee was satisfied the trial is not being conducted for the principal benefit of 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.

6. The Committee requested the subsequent CT scan be made an optional sub-study with the PIS clearly explaining that this is an additional component. The Researcher agreed this was reasonable. 

7. The Committee queried the step counter tracking app. The Researcher stated this was another sub-study and acknowledged not every participant would have a smart phone which was a prerequisite for getting the smartwatch step tracker. The Committee advised that this need a lot more information e.g. why it was being done, how long it would be for, what the app is and its data protection etc. 

8. The Committee requested the Researcher supply a data management plan that complies with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement. The Committee recommended the Researcher adapt the data management template available on the HDEC website - https://ethics.health.govt.nz/home.

9. Please remove the name and date of birth fields from the questionnaires as these are not secure and use a study code instead. 

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

10. Please clearly explain what is standard of care and what is the research component in the PIS so participants can understand the difference. 

11. Please include the full ACC statement from the PIS template available on the HDEC website.

12. Please simplify the PIS where possible as the description of alignment is technical. The Committee recommended the inclusion of diagrams. 


Decision 


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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

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






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:
	16 February 2021, 01:00 PM

	Meeting venue:
	ONLINE Meeting



3. Review of Last Minutes

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

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business


The meeting closed at 7:00pm
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